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Introduction by the 
Chainnan, 
Batt O'Keeffe T.D. 

The Joint Committee on Health and Children was established in November 1997. As 
part of its work programme for 2000 and 200 I, the Joint Committee decided to 
examine the issue of childhood vaccinatio~ to include an examination of current 
vaccination policy and practices, poor take-up rates and public concerns about the 
risks and adverse effects of vaccination. . . 

In July 2000, the Joint Committee invited written submissions from members of the 
public, the medical profession and other interested parties. In excess of 100 
submissions were received. During the period November 2000 to March 2001, the 
Committee held a series of public meetings and heard evidence from a nuniber of 
invited groups, organisations and individuals. 

In April 2001, the Joint Committee appointed Mr. John Kissane to assist it in 
reviewing the written and oral presentations received and to assist in the preparation· 
of a draft report. The draft report was· considered by the Joint Committee at its 
meetings on 5th July 2001 and 11 th July 2001. The report, as amended, was agreed. 

The Joint Committee is grateful to Mr. John Kissane for his efforts in assisting the 
Joint Committee. The Committee would also like to sincerely thank the many parents, 
medical professionals and support groups who made written submissions.· In 
particular, the Committee would like to express its appreciation to the following 
individuals and groups who gave evidence at public meetings of the Committee -

Ms. Frances Howlin and Ms Marguerite Ronayne 
representing a group of parents who are also parents 

The Hope Project 
- Ms. Caroline McCabe and Ms. Miriani Twomey 

Allergy Induced Autism 
- Ms. Cecilia Young and Ms. Rosmary Kessick 

. The Department of Health and Children 
Dr. Jim Kiely, Chief Medical Officer 
Dr. John Devlin, Assistant Chief Medical Officer 
Dr. Michael Mulcahy,. Mental Handicap Advisor 
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Ms. Dora Hennessy 
Mr. Fergal Goodman 

The Public Health Directors of the Health Boards 
Dr. Kevin Kelleher, Director of Public Health, Mid-Western Health Board 

.., Dr. Patrick Doorley, Director of Public Hea;th, Midland Health Board 
Ms. Maureen Windle (representing Health Board CEOs) 

The Irish Pharmaceutical Healthcare Association -
Ms. Anne Nolan, CEO 
Mr. Brian Murphy, Commercial Affairs Manager 
Dr. Mike Watson -

The National Disease Surveillance Centre 
- _ Dr. Darina O'Flanagan, Director 
- Dr. Derval Igoe, Specialist in Public Health Medicine 

The Irish Medical Organisation 
Dr. James Reilly, !MO General Practitioner Committee 
Dr. Declan Bedford, !MO Public Health Doctors Committee 

The Irish College of General Practitioners 
Dr. Brian Coffey, Chainnan 
Dr. Rita Doyle, Chair ofICGP task Group on Immunisation 

Royal College of Physicians in Ireland - Sub-Committee on Childhood Vaccinations 
of the National Immunisation Advisory Committee 

Dr. Kevin Connolly, Chainnan 
- Professor Brian Keogh, Committee member 
Dr. Karina Butler, Committee Member 

Professor Denis Gill, Consultant Paediatrician, Childrens Hospital, Temple Street 

Dr. AQdrewWakefield, Royal Free-and University College Medical School, 
University of London 

Professor John O'Leary, DepartJ:nent of Pathology, Coombe Womens Hospital, 
Dublin 

The Joint Committee requests that the issues raised in this report be the subject of a 
debate in both Houses of the Oireachtas. 

0'<l~'/ IV 
-.b: : ~\. 0 /) /.;:', .:.., . ~? 

Batt O'K~effe T?D: . 
Chairman 

July 2001 

6 



Summary of Recommendations: 

1. The Joint Committee recorn.n'lends that the achievement of a 95% uptake in the 
Primary Childhood Immunisation programme while respecting the rights of 
parents to make an infonned choice on immunization should be a key priority 
of the Department of Health and Children in view of its potential to protect. the 
health and well being of children and to provide considerable return on 
resources invested. 

[Chapter 1.13] 

To achieve the objective of a 95% uptake the Joint Committee recommends 
that: 

2. The Department appoints a co-ordinator to oversee the Childhood 
immunisation programme, to ensure a common approach by all Health Boards 
and to monitor progress. 

[Chapter 5.21] 

3. Each Health Board appoints a co-ordinator in its area to ensure the necessary 
resources and procedures are put in place to reach the target. 

[Chapter 5.21] 

4. Each Health Board provide dedicated administrative and nursing staff to 
maximise the delivery of the Childhood Immunisation programme. 

[Chapter 7.3(xiv)] 

5. The Modernisation of the Civil Registration Service process be used as a basis 
for giving each child a personal public services number (PPS) at birth which 
will be his I her personal number in all dealings with the State. 

[Chapter 7.3(ix)] 

6. Information technology be used to: 
record all relevant information in relation to each child's immunisation 

- to prepare I issue reminders to parents 19uardians at each stage of the 
childhood immunisation programme for issue by Health Boards 
to link Birth Registers with each Health Board 
to link Health Boards, the Irish Medicines Board and GPs to childhood 
immunisation records 

- to link Health Boards to Childreris Allowance payments in an effort to 
tackle the mobility problem. 

[Chapter 7.3(ix), (xi), (xii)] 

7. A once off payment be made available to participating GPs to update / install . 
appropriate computer technology and that GPs be encouraged and facilitated 
to operate the technology. 

[Chapter 5.21] 

8. Consideration be given to providing parents with a smart card record of each 
child's imrhunisation record. . 
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9. The Department produce a booklet on Childhood Immunisation after 
consultation with the relevant agencies, which should be given to each parent 
while in Maternity Hospital or failing that on the first visit by a Public Health 
Nurse. This booklet could perhaps address such issues as:'-

the six common misconceptions about immunisation 
the risks of each disease versus the risks of immunisation 
the contra-indications to immunisation 
the nature. of the consultation which should take place when they visit the 
GP 
infonnation relating to reporting adverse reactions (see rec. 16 also) 

[Chapter 7.3(xvi); 12.11] 

10. The Department produce Vaccine Infonnation statements, relevant to the 
vaccines Deing given at each visit, which should be issued by each Health 
Board with the reminder to parents to attend for immunisation. 

. [Chapter 7.3(xvi)] 

11. Each Health Board have a vigorous procedure in place to follow up on 
,children before they enter creche or primary school, who have not participated 
in or completed their Primary Childhood Vaccination Programme in their first 
two years. This could include the setting up of clinics to provide free 
immunisation for the group. 

[Chapter 7.3(iv)] 

12. Each Health Board put a procedure in place to check with parents that GPs are 
complying with the consultation procedure agreed under the Primary 
Childhood Immunisation Programme. 

[Chapter 7.3(xvi)] 

13. The National Immunisation Steering Committee established recently to draw 
up a quality assurance programme to deal with issues including: 

the monitoring of the aspects of the Primary Childhood Immunisation 
Programme dealing with handling, storage and disposal of vaccines 
a two way feedback system to meet the needs of both Health Boards and 
GPs 
adverse reaction reporting and,recording 
appropriate training of existing health professionals on immunisation risk . 
communications. 

[Chapter 7.3(xiii), (xvi), (xviii)] 

14. There should be continuous immunisation promotion campaigns on television 
and radio until such time as an uptake approaching 95% is reached and until a 
satisfactory computer and administrative system is in place .. 

[Chapter 5.21] 

15. A free phone call in service to the Irish Medical Board be setup to which 
parents / guardians could report adverse reactions as there are suggestions that 
there is under reporting in this area. 

[Chapter 5.21] 
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16. Doctor / General Practitioner and Nurse training programmes provide for 
immunisation risk communications. 

[Chapter 5.21] 

17. The Irish Medical Board should include in each annual report infonnation 
relating to: 

the number and nature of adverse reaction reports relating to childhood 
immunisation 
the procedure for dealing with adverse reaction reports 
the number and nature of Periodic Safety Update Reports from 
manufacturers 
its exchanges with other regulatory authorities world wide on childhood 
immunisation issues 
recent activities of the Immunisation Safety Priority Programme 
on going research into possible link between immunisation and autism. 

[Chapter 9.34; 11.23] 

18. Legislation to provide for a National Vaccine Injury Compensation scheme 
should be drawn up at the earliest possible date. 

[Chapter 13.9] 

19,. Further research into methods of childhood immunisation including MMR and 
the pros and Cons of the single vaccine be encouraged. 

[Chapter 11.23] 
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1. Introduction 

1.1 This report draws on infonnation contained in the various submissions 
received by the Joint Committee. These included literature regarding 
immunisation in the US and Canada, the UK and Australia. Irish infonnation 
is included where available. The report concentrates on the vaccines included 
in the current primary immunisation schedule, particularly those that have 
been associated with some fonn of controversy in recent years. 

Case for Immunisation 
1.2 ImmUnisation against infectious disease has probably saved more lives than 

any other public health intervention, apart from the provision of clean water. 
Improvements in living standards have reduced the mortality from infectious 
diseases, but immunisation has also played a large role in the reduction of 
disease incidence. It would not have been possible to eradicate smallpox 
without vaccine, and the near eradication of polio from the Western 
Hemisphere is largely due to iriununisation (1). The reductions in Haemophilus 
Influenza B, diphtheria, pertussis and measles are also evidence of the value of 
immunisation (2). In Ireland, the introduction of Hib vaccine as part of the 
primary immunisation scheme has been accompanied by a marked reduction 
in the number of reported cases of disease caused by Haemophilus Influenza 
B. 

1.3 Bedford and Elliman (I) state that in the UK, according to a government 
infonnation film, before the introduction of diphtheria vaccine in 1940 one 
child caught diphtheria every IS minutes and one died every hour. In the UK, 
since 1970, only 9 deaths have resulted from diphtheria, the last in an 
unimmunised child in 1994 (3), Between 1970 and 1983, of the 270 people 
who died from measles in the UK 144 (53%) were healthy children with no 
predisposing illnesses (4). 

1.4 Immunisation has contributed greatly to the reduction in mortality and disease 
incidence. This is outlined in table 1 below: 

Table 1: Reduction in mortality and disease incidence after introduction of 
immunisation (5) 

Last year before immunisation 

Disease Year Deaths No. of cases 

Diphtheria 1939 
Tetanus 1960 
Pertussis 1956 
Haemophilius influenza 1991 
meningitis 
Measles 1967 
Tuberculosis 1952 
Congenital rubella 1971 
syndrome 

2,133 47,061 
2 
92 92,410 
22 417 

99 460,407 
10,590 48,093 

162 

Mter immunisation 

Year Deaths No. of cases 

1996 0 
1996 0 
1996 2 
1996 0 

1996 0 
1996' 420 
1996 

12 
8 
2,387 
38 

5,613 
5,859 
21 

Source: Office for National Statistics, Public Health Laboratory Service, and National 
Congenital Rubella Surveillance Programme. 
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1.5 The pattern of communicable diseases in Ireland has changed substantially 
over. the past fifty years. Communicable diseases accounted for the deaths of 
almost one m four Irish people approximately 50 years ago .. These diseases 
included not only tuberculosis but also conditions such as typhoid fever,· 
scarlet fever, whooping cough, diphtheria, influenza, polio and measles. In 
children aged between one and five years, the vast majority of deaths were 
caused by infectious diseases including pneumonia, tuberculosis, whooping 
cough, measles, gastro-enteritis and diphtheria. In older children aged 
between 5 and 15 years, the most common cause of death was tuberculosis. 
Tuberculosis was also. the leading killer among adolescents and young adults 
under 45 years of age. 

1.6 In recent years, improved economic and social conditions, together with public 
health action, have virtually eliminated the pandemics of communicable 
diseases. Medical advances, including the development of vaccines and new 
drugs, have reduced the threat of infectious diseases to the Irish population. 
More recently, however, infectious diseases which were well controlled have· 
begun to reappear and are reaching epidemic proportions in some countries. A 
combination of factors including the slackening of vaccination programmes, 
poor living conditions, anti-microbial resistance and scarce health care 
resources, have contributed to the resurgence of these infections in these 
countries. 

1.7 Worldwide, infectious diseases remain a majority cause of mortality, 
accounting for approximately 17 million deaths annually in developing 
countries and 500,000 in the industrialised world. In developing countries, 
they represent more than 70% of the global burden of disease and in industrial 
countries are a major cause of school and work absenteeisms. The major 
poliomyelitis and tuberculosis epidemics which affected thousands of people 
and resulted in significant morbidity and mortality in the 1950s are no longer a 
problem in Ireland but continue to affect developing countries. New threats 
have emerged, however, in the form of AIDS, vCJD, meningitis, anti
microbial resistance, hepatitis and E.Coli which, together with the re
emergence. of measles, represent a significant challenge for health-care 
providers for maIlY years to come. The great increase in international travel 
also has the potential to enable disease to spread rapidly between countries and 
continents. 

1.8 As immunisation rates increase, though, the disease becomes scarcer and 
eventually a point will be reached at which risk from the vaccine approximates 
the risk of contracting the disease. It is important, if high immunisation rates 
are to be obtained, for this 'conflict' between the individual (risk of 
immunisation) and society (benefit of herd immunisation) to be 

. acknowledged(6). Paradoxically, the success of immunisation programmes 
means that many parents and health professionals have no experience of many· 
of the diseases preventable by immunisation and so do not appreciate how 
damaging these can be. 
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Case against immunisation 
1.9 Infectious diseases were conquered by the provision of cleaner drinking water 

and better sewerage facilities. The introduction of immunisation programmes 
came along either just at the same time or later when death rates from the 
major infectious diseases had already fallen. There really is not any evidence 
to show that immunisation programmes have ever been of real value either to 
individuals or to communities. 

1.10 Viruses and other organisms do not sit still and remain the same year after 
year. They are constantly changing and new organisms are being formed all 
the time. Infectious diseases are least likely to effect those who have healthy 
immune systems and individuals should put their trust in building up their . 
immune systems. 

1.11 Things can go wrong whateveiyou do. If you choose not to have your child 
immunised and he/she develops a serious illness which you believe might have 
been prevented by a vaccine he/she did not have you will feel guilty. But if 
you choose to have your child immunised and he/she ends up with brain 
damage you will feel guilty about that too. 

Conclusion 
1.12 The Joint Committee considers that immunisation has played, and will 

continue to play, a major part in reducing or eliminating illness and deaths 
from communicable di'seases in Ireland and strongly support the immunisation. 
objective to achieve and maintain an uptake of not less than 95% of the total 
child popUlation .. 

Recommendations 
1.13 The Joint Committee recommends that the achievement of a 95% uptake in the 

Primary Childhood Immunisation programme while respecting the rights of 
parents to make an informed choice on immunization should be a key priority 
of the Department of Health and Children in view of its potential to protect the 
health and well being of children and to provide considerable return on 
resources invested. 
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2. Immunisation 

What is Immunisation? 
2.1 Immunisation is the process of inducing or providing immunity artifically. 

This may be done by the. administration of a vaccine, toxoid or externally 
. produced antibody in order to stimulate the body's immune system. 

2.2 The aim of an immunisation program is to reduce the incidence of, or to 
eliminate a particular disease. Immunisation has both a direct and an indirect 
effect. The direct effect is the protection induced in the individual receiving 
the immunising agent. The indirect effect is the reduction of the incidence of 
the disease in others - so called 'herd immunity' . 

2.3 Deciding whether a particular immunisation program is successful depends 
upon a comparison of the number of cases of disease prevented with the range, 
severity, and incidence of adverse effects (i.e. a comparison of the risks and 
the benefits). 

2.4 The implementation of immunisation programmes faces many challenges. 
Immunisation safety (i.e. ensuring and monitoring the safety of all aspects of 
immunisation including vaccine quality, vaccine storage and handling, vaccine 

. administration and the disposal of sharps) is one such challenge that those who 
advocate the use ofvaccines must find ways to address(7). 

2.5 Vaccination is expected to be a safe medical intervention that will not lead to 
harm(8). It is important, however, to make the following points unambiguously 
clear: 

• Vaccines are not 100% safe. 

• Vaccines are not 100% effective. 

• Parents have a right to objective information prior to deciding whether to 
immunise their children(6). . 

Efficacy of Vaccines 
2.6 Before a vaccine is introduced it undergoes trials to ensure that it has 

reasonable efficacy. Trials of routine vaccines in use today have shown them 
to be highly efficacious. Before the introduction of whooping cough vaccine, 
studies have shown that it provided a high degree of protection. Recent trials 
have confirmed its efficacy<9XlO). Table 2 outlines the efficacy of childhood 
vaccinations. 

.. 
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Table2: Efficacyof Vaccinations 

Efficac 
87-96% 

i Tetanus >90% 
Pertussis 35-96%-Recent studies in UK have shown it to be >90% 
Hib 94-100% 
Oral Polio 90-100% 

. Measles 
Mum s 
Rubella 

Vaccine Failure 
2.7 There are two main reasons for failure of immunisations: 

• Failure of the vaccine delivery system to provide potent vaccines 
properly to persons in need; and 

• Failure of the immune response, whether due to inadequacies of the 
vaccine or factors inherent in the host. 

The first category is by far the most. important worldwide. The major factor 
contributing to failure of the delivery system is failure to vaccinate; in the 
developing world this is commonly a result of inadequacy of the vaccine 
supply. Other important factors include barriers to immunisations, improper 
use of vaccines, vaccine ineffectiveness at the time of use and factors relating 
to client attitudes and knowledge. Failure of the immune response may be 
either primary or secondary (loss of protection after initial effectiveness). The 
shortcomings of existing vaccines must not deter us from taking maximal 
advantage of their benefits( 11). 

Aims and Objectives of Immunisation 
2.8 In Ireland, communicable disease control is organised through the health-care 

system and based· on effective epidemiological surveillance, education, 
prevention, treatment and care. Vaccination of people against eradicable 
diseases and other communicable diseases that can be contained with 
vaccination is central to this strategy. 

2.9 Vaccine-preventable diseases represent one area of communicable diseases for 
which highly effective and cost beneficial measures exist for prevention and 
control. In Europe, public health programmes have included vaccines against 
such diseases for over 40 years. The Primary Childhood Immunisation . 
Programme in Ireland is mtended initially to control and ultimately to 
eliminate or eradicate the communicable diseases in question. 
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2.10 The Irish targets to reduce communicable diseases are in accordance with the 
following recommendations: 

• ffHealth 21: The health for all policy framework for the WHO European 
Region"· 

Target 7 - Reducing COinmunicable Diseases 
By the year 2000) the adverse health effects of communicable diseases should 
be substantially diminished through systematically applied programmes to 
eradicate) eliminate or control infectious diseases of public health importance. 

In particular: 
Elimination of Disease 

By 2000 or earlier) poliomyelitis transmission in the region should stop 
and by 2003 or earlier this should be certified in every COuDtry. 

By 2005 or earlier) neonatal tetanus should· be eliminated from the 
region. 

By 2007 or earlier, indigenous measles should be eliminated from the 
region, and by 2010 the elimination should be certified in every 
country. 

Control of Disease 
By 2010 or earlier, all countries should have: 

• An incidence level for diphtheria of below 0.1 per 100,000 population 
• New hepatitis B virus carrier incidence reduced by at least 80% through 

integration of hepatitis B vaccine in the child immunisation programme 
• An incidence level of below 1 per 100,000 population for mumps, pertussis 

and invasive disease caused by Haemophilus Influenzae type b 
• An incidence level for congenital syphilis of below 0.01 per 1,000 live 

births 
• An incidence level for congenital rubella of below 0.01 per 1,000 live 

births. 

By 2015 or earlier: 

• Malaria should in ariy country be reduced to an incidence level of below 5 
per 100)000 population, and there should be no deaths from indigenously
acquired malaria in the region. 

• Every country should show a sustained and continuing reduction in the 
incidence, mortality and adverse consequences of HN infection and· AIDS, 
other sexually transmitted diseases, tuberculosis, and acute respiratory and 
diarrhoeal diseases in children . 
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3. Immunisation introduction dates and registered births 
statistics 

3.1 The dates of introduction on a national basis of the different childhood 
immunisations are: 

iBCG 1949 
DT 1930s 
DTP 1952/3 

. Polio 1957 
Rubella 1971 
Measles 1985 
MMR 1988 
Rib 1992 
Meningitis C 2000 

3.2 The registered births statistics for the years 1993 to 1999 are: 

. Year Number 
1993 49,456 
1994 47,929 
1995 48,530 
1996 50,390 
1997 52,311 
1998 53,551 . 
1999 53,354 
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4. Development of National Strategy 

4.1 The intention of childhood immwrisation .has always been to protect 
vulnerable individuals as early in life as possible from the negative health 
impact of the disease. In children, the risk of death, disease and long
complications attributable to specific infections is based on the epidemiology 
of these infections. The Primary Childhood Immwrisation Programme confers 
initial immwrity against a range of infectious diseases. Booster doses may be 
required for some vaccines already given and where protection is waning. 
Children attending school represent a convenient opportwllty for the 
immwrisation services to boost the large proportion of the target group, before 
young people enter the adult world. Additional immwrisation may also be 
necessary to accelerate control or elimination efforts. The recent epidemic 
necessitated vaccinating across a wider age range with the purpose of 
interrupting transmission of this virus in an epidemic situation. Additional 
immwrisation may also be necessary to counter a specific risk, for example, 
when travelling to a country where the commwricable disease is endemic. 

4.2 The aim of the Primary Childhood Immwrisation Programme is to protect 
children against vaccine-preventable diseases. This is a fundamental element 
of the primary health services provided for children. In the interests of 
childrens protection individually and collectively, the health services and 
parents, as partners in immwrisation, have a responsibility to ensure that they 
receive this protection. 

4.3 The immwrisation strategy also involves the development of national and local 
epidemiological surveillance. the development of laboratory services and a 
process to ensure vaccine quality. Epidemiological surveillance and other 
information systems established the need for vaccination. It is important that 
vaccination strategy meets the priority needs of a country prior to inclusion 
into national programmes. Vaccine quality is also important and vaccines 
should be safe and effective. It is also important that effective surveillance 
and other information systems at national and regional levels are in place to 
monitor changes in disease incidence. The development of high quality 
laboratory services are also an integral part of commwricable disease control. 
The functions outlined· above all go hand-in-hand with· a national 
immwrisation programme. The changing nature of commwricable diseases, 
together with the development of new vaccines, require that the Primary 
Childhood ImmUnisation Programme is updated on a frequent basis. 

4.4 Sources of Advice on Immunisation 

The Departrn,ent of Health and Children has many sources of expert advice in 
relation to vaccination issues. These are as follows: 

(i) International Advice 
The World Health Organisation provides the main source of advice to 
countries in Europe and worldwide. It has developed a special programme 
called the Expanded Programme on Immwrisation (EPI) which is concerned 
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with immunisation against six diseases, namely, diphtheria, tetanus, whooping 
cough, measles, polio and tuberculosis. The WHO advice relates to disease 
control, new vaccines and self-sufficiency in immunisation programmes. This 
advice is provided in terms of strategy documents and the organisation of 
scientific and technical meetings on vaccine issues. The Strategy Plan 1998-
2001 contains detailed information in relation to the control of these diseases 
(Strategy Plan 1998-2001, WHO, Global Programme for Vaccines and . 
Immunisation, Geneva 1998). Ireland participates actively in the EPI 
Programme., Other sources of advice include the International Children's 
Vaccine Initiative, UNICEF and the European Union. The European 
Union has established a communicable disease network which is concerned 
with the surveillance of communicable diseases and also provides an early 
warning system in relation to outbreaks of certain communicable diseases in 
Europe. 

(H) National Advice 
The main source of advice to the Department of Health and Children is 
provided by the National Immunisation Committee of the Royal College of 
Physicians of Ireland. This expert committee is broadly representative of the 
medical profession in Ireland and includes specialists in public medicine, 
national disease surveillance, paediatrics, general practise, microbiology and 
virology. 

A revised report on immunisation guidelines for Ireland was published in 
1999 and the Committee is expected to update this information in 
approximately a years' time. The Committee meets on a regular basis to 
review scientific developments in relation to immunisation. 

The National Disease Surveillance Centre is concerned with monitoring 
communicable disease and on measures relating to control, especially in an 
outbreak situation. The National Disease Surveillance Centre also provides 
advice on immunisation to the Department of Health and Children. 

The Irish Medicines Board is the statutory agency with responsibility for 
monitoring the safety and efficacy of vaccines and other therapeutic 
substances. The 1MB also provides ongoing advice to the l?epartment on a 
regular basis. Other source of advice and information to the Department of 

. Health and Children include members of the medical and nursing professions, 
the Health Boards, the Office for Health Gain, the vaccine manufacturers and 
the universities. 

The changing patterns of communicable disease, together with the availability 
of new vaccines, indicate the necessity of continuing to review the 
immunisation programmes. 
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5. The Primary Childhood Immunisation Programme 

5.1 The mission statement of the Department of Health and . Children is: 

· "In a partnership with the providers of health care, and in co-ordination with 
other government departments, statutory and non-statutory bodies, to protect, 
promote and restore the health and well-being of peOple by ensuring that 
health and personal social services are planned, managed and delivered to 
achieve measurable health and social gain and provide the optimum return on 
resources invested." 

5.2 In line with the Department's mISSion statement, the Primary Childhood 
hnmunisation Programme is provided through a range of other agencies and 
health professionals. Childhood immunisation is seen as a proven safe, 
effective and relatively inexpensive means of protecting our children and the 
population generally from a range of potentially serious diseases. 

5.3 Neonatal BCG vaccine, which protects against tuberculosis, is administered in 
· the maternity hospitals. Subsequently, under the Primary Children 

hnmunisation Programme, parents are offered immunisation for their children 
to provide protection against Diphtheria, Tetanus, Pertussis (Whooping 
Cough), Polio, Haemophilus influenzae type b (Hib disease), Measles, Mumps 
Rubella and Meningococcal C. Apart from the morbidity associated with 
these illnesses, they can in a small number of cases lead to long-term damage 
to the child and may occasionally be fatal. 

Structure of the Programme 
5.4 The general practitioner is centrally placed to deliver primary health care, 

including primary immunisation, to the Irish population. 

5.5 In November 1993 a Review Group on Primary Childhood hnmunisation, 
chaired by the Chief Medical Officer, Department of Health, was established 
by the Minister for Health, with the following terms of reference: 

"To review the administration of the present programme of childhood 
immunisation and to make recommendations on measures having regard to 
both cost and· quality issues, on options to improve the present uptake of 
immunisations " 

5.6 In its report, published in 1994, the Review Group made· detailed 
recommendations on how to improve upon the existing childhood 

· iinmllIlisation programme. It set out a range of elements which it considered 
necessary for an effective childhood immunisation programme. This was 
against a background of relatively low uptake of the recommended 
immunisations in certain areas of the country and amongst specific groups, and 
a parallel high incidence of certain infectious diseases. 
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5.7 In its recommendations the Group concluded· that the General Practitioner· is 
ideally placed to administer the immunisation service and should be the 
principle health professional involved in delivery. This recommendation was 
made in the context of the many issues involved in immunisation where the 
GP would be able to consult with parents, explain the benefits and possible 
risks and allow them to make an informed decision on this most important 
aspect of their children's health. S/he would in most cases already be the 
family GP and would also be in the best position to provide follow-up advice 
in the event of parents having any concerns after immunisation. The Group 
also recognised that health boards, who are statutorily responsible for the 
control of infectious disease, were free to take the measures necessary to 
achieve and maintain the target uptake of immunisation. 

5.8 Following from the 1994 Report, under an agreement reached in 1995 between 
the Department of Health and the Medical Organisation, health boards enter 
into contracts with general practitioners for the provision of the primary 
immunisation programme to children up to the age of two years. Parents can 
have their children immunised free of charge by the general practitioner of 
their choice. 

Agreement on the Delivery of the Programme 
5.9 The 1995 agreement between the Department of Health and the IMO on the 

delivery of the programme states: 

"With the childhood immunisations currently available it is possible to 
eradicate the disease in question, if an uptake level of not less that 95% of the 
child population is achieved and maintained. The objective of the 
immunisation programme, therefore, is to achieve and maintain the required 
uptake of not less than 95% in the total child population ... " 

The main components of the agreement are: 

(i) Each health board (HB) is responsible for compiling an immunisation 
resister from the birth notification forms from maternity/general 
hospitals. 

(ii) The public health nurse, employed by the HB, on the initial visit to the 
infant's home, will identity the GP with whom the parent agrees to 
immunise their child. The information is entered into the HB's 
immunisation register. 

(Hi) Based on what is entered into the immunisation register, the health 
board will inform the GPs on a monthly basis of the children who 
should be immunised. This notification to the GP by the HB is 
regarded 'as the ''registration'' for the purpose of payments. At this 
point a note is sent to parents from the health board notifying them to 
attend their GP for childhood vaccinations. 
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(iv) 

(v) 

(vi) 

(vii) 

The GP is responsible for all aspects of managing the immunisation 
programme, including taking an appropriate history, providing pre
immunisation advice and information, examining the child, record 
keeping and administration. 

The GP is responsible for contacting those parents on their register 
who do not present for vaccinations, by way of a letter. 

The GP notifies the HB on the 7th working day of each month who has 
been immunised, to facilitate routine monitoring of uptake rates. 
Those who have failed to receive vaccinations or complete a course are 
also identified to the HB. 

An immunisation record card, is provided for use by the GP to record 
the child's immunisation. This is held by the parent, to allow the 
parent to keep informed as to their child's immunisation status and also 
as proof of vaccination. . 

(viii) The GP is required to adhere to certain procedures to ensure the safety 
and efficacy of vaccines. 

Schedule of Immunisation 
5.10 The current schedule of immunisation offered through general practitioners is: 

At two, four and six months - Polio, Haemophilus influenzae type (Hib); 
- Diphtheria, tetanus and Pertussis (3 in 1) 
- Meningococcal C 

At 15 months - Measles, Mumps and Rubella (MMR) 

. Operation of the Programme 
5.11 The programme operates through the linking of each neW-born child with the 

general practitioner of the parents' choice. This is done primarily through the 
public health nurse, who visits parents shortly after a child's birth, taking the 
details of the GP whom the parents wish to have immunise their child and the 
health boards creating a register of children due for immunisation. Public 
health nurses also have an important role in relation to the following-up of 
children who have not had their scheduled immunisations. 

5.12 An industrial relations issue arose after the initiation of the new immunisation 
arrangementS in 1995/6, as a result of which public health nurses' co-operation 
with the operation of the programme was not forthcoming .. This matter was 
resolved in 1999 and public health nurses are again fulfilling their role in 
relation to the programme. It is acknowledged that immunisation uptake 
suffered during the period of this dispute. 
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Uptake Issue 
5.13 Immunisation is voluntary in Ireland, although some other countries have strict 

criteria for creche or school entry. So, to protect public health, it is necessary 
to achieve high uptake rates through the involvement of parents themselves, 
general practitioners and other health professionals. Parents especially are the 
partners in immunisation and must be given accurate information by the 
appropriate health agencies and health professionals about the benefits and 
possible side-effects of immunisation. 

5.14 Primary immunisation uptake in Ireland falls short of the target, see table 3. 
This compares unfavourably with other developed countries and leaves 
unimmunised children at risk of contracting the infections concerned. The 
effectiveness of the immunisation programme is compromised when a 
sufficient uptake level to generate "herd immunity" is not achieved. The 
attainment of the 95% target is therefore a major objective for the Minister, the 
Department and the regional health boards. 

Table 3. Immunisation uptake rates for children aged 2 years old at 31st 

December 1999. ' 

Source: D of H&C 

Health Board DTPIDT MMR Hib 
% uptake % uptake % uptake 

Eastern 85 77 84 
Midland 82 70 81 
Mid-Western 81 73 80 
North-Eastern 92 78 92 
North-Western 87 75 87 
South-Eastern 89 87 89 
Southern 86 73 85 
Western 91 82 90 
Natio~uu &-."" 86 77 86 

Reasons for Poor Uptake Rates 
5.15 Although, low immunisation uptake rates among pr~school children have 

been attributed to difficulties in reaching certain groups, such as the urban 
poor and racial and ethnic minorities, more recent evaluations suggest that the 
health-care delivery system itself bears much of the responsibility< 12). A 
number of membership theses submitted to the Faculty of Public Health 
Medicine have also identified other factors cOntributing to poor uptake rates 
which include: poor interaction between healthcare professionals and poor 
access to health services. Lack of integrated health information systems may 
lead to underestimation (not recorded) or overestimation of uptake rates 
(duplication of records). It is important to eliminate barriers and obstacles 
which impede efficient vaccine delivery and to encourage providers to take 
advantage of all health care visits as opportunities to provide vaccination. 
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International Initiatives to Improve Immunisation Uptake Rates 
5.16 Several initiatives in the UK,which improve uptake of vaccination, have been 

described. They include the following: 

• Sending written infonnation to parents. 

• Specialist immunisation clinics. 

• Prompts by health visitors and GPS(13}. 

Use of simple interventions e.g. reminder letters and infonnation leaflets have 
been shown internationally· to increase immunisation uptake rates. Hawe, 
McKenzie and SC~14} undertook a randomised controlled tri.al using a more 
patient-orientated postal reminder card which emphasised the importance of 
preventive health behaviour to improve the uptake of measles vaccine. They 
concluded that 79% of children who obtained the patient-orientated card were 
vaccinated compared to 67% of those who were sent the usual reminder card. 
This illustrates how the effectiveness of a ~al and widely used 
intervention to promote vaccination compliance can be improved with 
negligible additional effort. Ferson, Fitzsimmons, Christie et al(lS} in an 
Australian intervention illustrated that sending a letter and leaflet to parents of 
school entrants increased the immunisation uptake by 37%. International 
schemes in UK and USA have offered financial rewards to parents to 
encourage childhood immunisation. Groups receiving the incentives were 
three times more likely to be immunised and the overall immunisation rates 
were 17% higher than in comparison groups(l6). 

National Immunisation Steering Committee 
5.17· A National Immunisation Steering Committee has been established in 2001 to 

address a wide range of issues in relation to the Primary Childhood 
Immunisation Programme including the difficulties which are hampering 
achievements of the 95% uptake target. The Committee is representative of all 

. groups involved with the Primary Childhood Immunisation Programme. Four 
working groups dealing with the following issues will report to the 
Committee: 

Materials Management 
Systems, including IT 
Organisation and Planning 
Communications. 

It is anticipated that the Committee will issue its recommendations in Autumn 
2001. 

Review of Immunisation Systems 
5.18 In addition the Department has written to each health board Chief Executive 

Officer requesting that a review of systems be carried out in relation to all 
issues concerning the procurement, supply, delivery and administration of 
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vaccines with a view to identifying any shortcomings which exist in the 
current system. 

Introduction of New Combination Vaccines 
5.19 The Department's immunisation policy is subject to ongoing review in the 

light of the vaccines available and the advice of the relevant experts in this 
field. The recent licensing of a number of 4-in-l and 5-in-l vaccines will 
enable the Department to implement the advice of the National Immunisation 
Advisory Committee of the Royal College of Physicians of Ireland which is: 

to change from oral polio to IPV; and 
the use of four and five component vaccines as part of the childhood 
immunisation schedule. 

The main benefits of these combination vaccines are the reduction in the 
number of injections which children receive and the dispensing with the need 
to give oral polio so eliminating the risk of vaccine-associated paralytic polio 
(V APP). It is expected that the changeover to these products will take place 
within the next few months. The new combination vaccines will reduce the 
number of separate injections which children receive during their primary and 
booster immunisations. 

Conclusions 
5.20 (i) The Joint Committee agrees that the General Practitioner is ideally 

placed to administer the Primary Childhood Immunisation System . 

. , (ii) The Joint Committee considers that the role of the Public Health Nurse 
is vital to the success of the Primary Childhood Immunisation System 
with particular emphasis on the level of co-operation with the General 
Practitioners. 

(Hi) The Joint Committee considers that it is the responsibility of the 
Department of Health and Children to ensure that the obstacles to 
reaching a 95% uptake are tackled and overcome. 

(iv) The Joint Committee welcomes the setting up of the National 
Immunisation Steering Committee and looks forward to its findings 
later this year. 

Recommendations 
5.21 (i) The appointment of a National Immunisation Co-ordinator within the 

Department of Health to oversee and monitor the effective 
implementation of Childhood vaccination programme. 

(ii) The appointment of an Immunisation Co-ordinator in each Health 
Board to manage the provision of the Childhood vaccination 
programme in each Health Board. 
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(Hi) A once off payment be made available to participating GPs to update I 
install appropriate computer technology and that GPs be encouraged 

. and facilitated to operate the technology. 

(iv) There should be continuous immunisation promotion campaigns on 
television and radio until such time as an uptake approaching 95% is 
reached and until a satisfactory computer and administrative system is 
in place. 

(v) A free phone call in s~ce to the Irish Medical Board be set up to 
which parents I guardians could report adverse reactions as there are 
suggestions that there is under reporting in this area. . 

(vi) Doctor I General Practitioner and Nurse training programmes provide 
for immunisation risk communications. 

r: 
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6 Vaccine-Preventable Diseases and the Primary Childhood 
Immunisation Programme 

Measles, Mumps and Rubella 

Measles 
6.1 Worldwide, measles remains one of the major childhood killers, accounting 

for more child deaths that any other vaccine-preventable disease. The World 
Health Organisation estimate that approximately a million children die every 
year from measles infection. Measles is a highly infectious disease. The 
World Health Organisation estimate that, in communities where immunisation 
rates are low, virtually all unimmunised children will have been infected with 
measles by the age of 5 years (Treating Measles in Children. Global 
Programme for Vaccines and Immunisation, World Health Organisation, 
Geneva 1996). It has been found to be more common in urban areas and 
amongst children whose families are in the lower socio-economic groupings. 
The incubation period is usually 8-12 days. The symptoms may last for a 
number of weeks. 

6.2 Measles is not a trivial illness. Approximately 1 in 15 children with measles 
suffer serious complications. Serious cases require urgent hospitalisation 
where the average length of stay ranges from 5 to 10 days (European Measles 
Survey, World Health Organisation, 1996). Common complications include 
pneumonia, otitis media, mouth ulcers and eye complications. LeSs common 
complications include acute encephalitis (inflammation of the brain) and 
which may result in permanent brain damage or death. Sub-acute sclerosing 
panencephalitis (SSPE) is a severe complication of measles, usually occurring 
years after the infection and which may cause progressive brain degeneration 
leading to intellectual impainnent, seizures and eventually death. A list of the 
complications is included below. -

Complicationsof~ASLES 
Common Uncommon 
Pneumonia Encephalitis 
Diaarhoea Myocarditis 
Croup Pneumothorax 
Malnutrition Pneumoomediastinum 
Otitis media Appendicitis 
Mouth ulcers Sub-acute sclerosing panencephalitis 

(SSPE) 
Eye complications 

Measles Control and Vaccination 
6.3 In Western developed countries, strategies to control measles focus on 

improving routine coverage and ensuring, proper case management, 
particularly in high risk areas, to reduce, measles mortality. Many countries 
have now achieved advanced measles control and strive to maintain high 
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vaccine coverage, continuing to focus on high risk populations, and provide 
supplementary measles immunisation to prevent potential measles epidemics 
in non-vaccinated individuals. 

6.4 North and South America are now committed to eradicating measles. 
Substantial progress has been made regarding the prevention of importation of 
the virus and a goal has been set to eliminate measles virus from the region by 
the year 2010. 

6.5 . In Europe, many Eastern and Western EUropean countries have achieved 
highly satisfactory levels of measles control whereby in some countries 
measles is almost unknown. The World Health Organisation conclude that 
measles elimination the European region is feasible during this decade and 
even sooner in a number of countries. They have noted that some countries 

. have not met the vaccine uptake targets and commented that this may be due 
to a belief amongst health professionals and parents that measles is not a 
severe disease and also to the incomplete implementation of vaccine 
programmes. The World Health Organisation has now targeted that by 2007 
or earlier, indigenous measles should be eliminated from the European region 
and that this be certified in every country by 2010. The WHO stated that the 
achievement of this target is dependent on 95% vaccine coverage within the 
eligible population. 

6.6 Other factors considered necessary by the WHO are the development of public 
health systems with effective laboratory-based surveillance to monitor the 
target diseases. The World Health Organisation has held sub-regional 
workshops to assist countries in developing national plans for measles 
elimination. It has published a strategy for measles elimination which is based 
on achieving 95% coverage with the first dose of measles vaccine, 
implementing a high quality surveillance programme to monitor disease 
incidence and the proportion of susceptible people, the establishment of a 
national measles reference laboratory and the implementation of 
supplementary immunisation strategies and appropriate surveillance activities 
to control measles infection (Expanded Programme on Immunisation in the 
European Region of WHO, World Health Organisation, Copenhagen 1999)~ It 
is anticipated that these strategies will lead to the elimination of measles in 
Europe by 2007. 

6.7 The World Health Organisation's strategic framework is evidence based and 
includes a comprehensive survey of vaccination policies and measles 
incidence within Europe. The data collected suggest that in many countries, 
measles vaccination has had a very positive impact on the incidence of 
measles infection and a dramatic impact on the number of deaths. In some 
countries, very high coverage has been achieved and the incidence of measles 
has fallen below a target level of I per 100,000 population. Despite the 
successes, many other countries are failing to reach the operational targets 
established by the World Health Organisation. The WHO recommend that 
countries must establish a political commitment to measles elimination and 
that their strategies are based on the epidemiology of measles in the country. 
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6.8 The strategy recommended by WHO in the 1970s was centred on maintaining 
high routine coverage of a single dose of vaccine. This approach controlled 
measles and reduced the morbidity and mortality associated with the disease. 
The problem, however, related to situations with low vaccine coverage (less 
than 90%), measles continues to circulate and epidemics occurred, usually 
every three to four years. This situation applies to Ireland. The size of the 
epidemics was small by pre-vaccination standards, however. 

6.9 The use of. a second dose of measles-containing vaccine is considered to 
improve measles control and some countries have now managed to interrupt 
measles transmission by achieving high vaccination coverage for both doses. 
Finland has implemented a two-dose MMR vaccination policy since 1982 and . 
achieved high vaccination coverage of over 95%.. Measles, mumps and 
rubella have all but disappeared in Finland since 1993. In Ireland, the second 
dose offers a second opportunity for vaccinating children who are not 
vaccinated, and a second chance to protect those children who fail to 
seroconvert following a single dose of the vaccine (primary vaccine failures). 
Primary vaccine failures represent less than 10% of children immunised above 
the age of 2 months, however, these children can contribute to the 
maintenance of measles transmission. In Ireland, asecond dose of MMR is 
given after school entry so as to prevent the possibility of school outbreaks. 

6.10 Mass (catch-up) campaigns are also advocated by WHO in order to accelerate 
measles control by the rapid reduction in the proportion of susceptible persons 
and can, therefore, be used to avert a threatened epidemic. Many European 
countries have perfonned catch-up vaccination campaigns and in 1994 the UK 
adopted this strategy to prevent a predicted outbreak. Ireland 'is currently 
involved in a primary school catch-up programme so as to reduce the numbers 
of susceptible children to measles disease. 

6.11 In Ireland, national MMR vaccine coverage is approximately 75% for the first 
dose of the v8ccine. This falls short of the target of 95% uptake rate in the 
childhood population resulting in reasonable measles control, however, with 
scope for further improvement because of residual measles infections. Prior to 
2000, approximately 100 cases were notified annually. In January 2000 a new 
epidemic of measles commenced in the North Dublin region. This has spread 
to other areas in Dublin and to a lesser extent throughout the country. 
Additional measles control measures were put in place including a lowering of 
the vaccination age to six months in the outbreak areas, an enhanced MMR 
programme aimed at improving uptake of the first dose of the vaccine, and a 
catch-up programme in the school population. To date, this epidemic has 
resulted in approximately 1,500 cases and two measles-related deaths. The 
control measures have retarded the transmission of measles virus and appear to 
have interrupted the epidemic. curve of this outbreak. However considerable 
further efforts will be necessary on a ongoing basis in order to achieve 
elimination of measles in Ireland by 2007, in line with the timetable set by the 
WHO. 
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6.12 An outbreak control team, chaired by a Specialist in Public Health, was 
convened to review the epidemiological data and to institute and review 

. control measures. Membership of the team included, Senior Area Medical 
Officers, Directors of Public Health Nursing, General Managers Community 
Services, a representative from the Regional G.P. Unit, the Consultant Clinical 
Microbiologist and Infection Control Sister from The Children's Hospital, 
Temple St, the Director of the National Disease Surveillance Centre and a 
virologist from the Virus Reference Laboratory (VRL), University College, 
Dublin (UCD). 

6.13 The Outbreak Control Team made a submission to the committee in view of 
their firsthand experience in dealing with this large outbreak. The following is 
not a comprehensive list of barriers to immunisation but are some of the ideas 
which the members of the Outbreak Control Team felt might be useful to 
consider, in the light of their experience in dealing with this large outbreak of 
measles. 

(i)Parental barriers to immunisation 

(a) It is felt that a considerable amount of work needs to be done in relation to 
the immunisation delivery system and in motivating parents and 
addressing their concerns about vaccination. 

(b) The perception of the Outbreak Control Team was that there are two 
different groups who do not have their children immunised. On~ group 
are affluent, educated parents, who make a conscious decision not to have 
their children immunised. It was felt that this group responded to the 
publicity about the measles outbreak and presented their children for 
immunisation. It is felt that the specific concerns of these parents in 
relation to the safety of MMR vaccine need to be addressed. The other 
group are those from disadvantaged areas, who because of other priorities 
in their lives, perhaps do not get around to having their. children 
immunised. The perception is that this group did not .respond. to the 
publicity and that these parents need to be specifically targeted and 
encouraged to have their children immunised. 

( c) Linking ~unisation to a payment to parents, (perhaps on a differential 
basis so that for example, 50% of the payment would be made on first 
vaccination and 50% on completion of the child's primary vaccinations) 
might be conSidered. 

(d) It was felt that there should be regular vaccination promotion campaigns 
on T.V. and radio. While the recent TV/radio ad campaign promoting 
MMR was effective it was felt that the campaign was too short and. that 
regular such campaigns are required. Dming the measles outbreak there 
were regular press releases urging parents to have their children 
vaccinated. These generated a lot of interest from local, national and U.K. 
inedia and a good response from parents. It was fortuitous that a 
Vaccination Awareness Campaign, which was launched on 12th March by. 
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the Irish Phannaceutical Healthcare Association (IPHA) in conjunction 
with the Department of Health and Children, heightened media interest in 
this outbreak of measles. 

(ii)The Immunisation Delivery System 

(a) The chronic shortage of staff, medical, nursing and administrative, in all 
areas is acknowledged. 

(b) Establishing health board run vaccination clinics in disadvantaged areas 
should be considered. 

.-l 

(c) Consideration should be given to additional remuneration of general 
practitioners in inner city areas for immunisation, to reflect the particular 
difficulties and additional costs they incur in delivering an immunisation 
service. 

(d) There should be increased co-operation between Public Health Nurses and 
General Practitioners in relation to follow up of immunisation defaulters. 

(e) The option of nurses immunising on an outreach basis should be 
considered. However, this option would need to be piloted and evaluated 
before implementation, as parents may not attend for immunisation if they 
expect the nurse to visit to immunise. There is also an issue in relation to 
authorisation allowing nurses to immunise without direct supervision of a 
registered medical practitioner. 

Mumps 
6.14 Mumps continues to be a widespread disease in Europe. In 1995,33 countries 

reported approximately 340,000 cases. There is limited surveillance data on 
mumps, however, this represents a modest decrease over the past 10 years 
when, in 1985, more than one million cases were reported (Health 21 - Health 
for All in the 21 st Centmy. World Health Organisation, European Region, 
Copenhagen 1999). Approximately one third of cases are without symptoms. 

6.15 Mumps is an acute viral infection, predominantly a childhood disease. It is 
transmitted by inhalation of infected droplets and the symptoms are 
characterised by swelling of the salivary glands on one or both sides. 

6.16 Mumps can cause significant morbidity. The list of possible complications 
include: 

• Mumps meningitis - this occurs in approximately 1 in 200 cases. 
• Encephalitis - Inflammation of the brain. 
• Deafness - a rare complication caused by damage to the auditory nerve 

which may result in pennanent deafness. 
• Pancreatitis - inflammation of the pancreas. 
• Sterility - in males, inflammation of the testes after puberty may lead to 

atrophy of the testes resulting in impaired fertility. Inflammation of the 
ovaries is a rare consequence. 
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Vaccination Strategy 
6.17 Mumps is less infectious than measles and transm.lssion may be interrupted at 

relatively lower vaccination coverage levels. The World Health Orgmp,sation 
consider that the vaccine coverage targets for mumps match those for measles 
and rubella, as the MMR vaccine is used against all three. The WHO consider 
that the cost effectiveness of immUIli'sation against mumps justifies the 
inclusion of the disease in the targets. 

6.18 In Ireland, information on the incidence of mumps was not collected prior to 
the introduction of MMR vaccine. The expanded use of MMR vaccine has, 
however, led to very low incidence levels in the past decade. 

Rubella 
6.19 Rubella (German Measles) is a mild infectious disease primarily affecting 

children. Rubella is not easy to diagnose because the symptoms are similar to 
those of other viral diseases. It causes a mild transient rash and, occasionally, 
arthritis in adults. 

6.20 If rubella is contracted by a woman during the first three months of pregnancy, 
. the consequences for the developing foetus can be devastating. In up to 70% 
of cases the baby is bom with permanent disabilities including blindtless, 
deafness, brain damage and heart defects. There is also a 50% increase in the 
risk of a spontaneous abortion (World Health Organisation. State of the 
World's Vaccines and Immunisation. WHO, Geneva 1996). Congenital 
Rubella Syndrome represented a significant cause of physical and mental 
handicap. The rate of Congenital Rubella Syndrome was estimated at 1 per 
1,000 live births prior to the introduction of rubella vaccine (World Health 
Organisation. Guidelines for Surveillance of Congenital Rubella Syndrome 
and Rubella. WHO, Geneva 1999). 

Vaccination Strategy 
6.21 Rubella vaccine was first licensed in 1969. The primary purpose of rubella 

vaccination is to prevent the occurrence 'of Congenital Rubella Infection. It is 
considered that the Congenital Rubella Syndrome could be eliminated from 
many countries in Europe. This will depend on high vaccination coverage in 
young children. The WHO recommend that, in countries using routine MMR . 
vaccine, the measles elimination strategy should be considered at the core of 
the programme. The WHO has now set a target of an incidence level for 
congenital rubella of below 0.01 per 1,000 live births. In Ireland, the vaccine 
strategy is in accordance with WHO guidelines, based on the elimination of 
measles and rubella by use of MMR vaccine in the Childhood Immunisation 
Programme. This strategy is dependent on achieving satisfactory routine 
vaccination coverage in children and a process of ensuring that women of 

. childbearing age are immune. The second dose ofMMR vaccine is considered 
important in achieving high vaccination coverage amongst the. target 
population. 
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Diphtheria 
6.22 Diphtheria is an infectious disease which can affect the tonsils, respiratory 

system and the heart. Although the infection can be treated, approximately up 
to 10% of cases are fatal. The disease can involve serious complications, 
affecting the heart (myocarditis) and central nervous system, following the 
spread of diphtheria toxin to various organs. 

6.23 Diphtheria was one of the diseases originally targeted for elimination by the 
year 2000 in Europe by the WHO. However, while there was a substantial 
decline in reported cases in the 1980s, there was a major setback in Eastern 
Europe in the 1990s. This was primarily due to a dramatic fall in 
immunisation coverage in the newly-independent states of the former Soviet 
Union. In 1990, there were under 2,000 cases and this increased to over 
47,000 by 1994 .. The World Health Organisation and UNICEF declared the 
epidemic an international health emergency and implemented booster 
immunisation progranimes in close collaboration with the countries concerned. 
It is estimated that this immunisation campaign may have averted more than 
500,000 cases in total and more than 10,000 deaths :from this disease. In 
Western Europe, where immunisation coverage among children is high, only 
isolated cases of diphtheria have been reported despite increasing movement 
of people :from the former Soviet Union region. In Ireland, there have been no 
recorded cases of diphtheria for many years. However, the recent epidemic in 
Eastern Europe underlines the need for ongoing primary and booster 
immunisations as appropriate. 

Immunisation 
6.24 Immunisation against diphtheria protects by the production of antitoxin which 

provides immunity to the effects of the toxin. In Ireland, diphtheria toxoid is 
available as a combined vaccine namely, absorbed diphtheria/tetanus/pertussis 
(DTaP), absorbed diphtheria/tetanus (DT or Td), or adsorbed diphtheria. The 
World Health Organisation recommends that at least 90% of children under 
one year of age are immunised. with three doses of adsorbed 
diphtheria/tetanus/pertussis. Boosters are necessary and are given at entry to 
primary school and again at school leaving when the low dose diphtheria 
toxoid (Td) is administered. 

Pertussis (Whooping Cough) 
6.25 Worldwide, pertussis is a major cause of morbidity and mortality. In 1994, 

there were an estimated 40 million cases of pertussis and 360,000 deaths. In 
developing countries the death rate can approach 15%. In the industrialised 
countries the mortality is 4 deaths out of every 10,000 infected children. 

6.26 The WHO consider that the disease is under reported, with only 1-2% of cases 
ever appearing in official statistics (World Health Organisation. State of the 
World's Vaccines and Immunisation. WHO, Geneva 1996). Pertussis 
infection, in its mild form, is similar to many other respiratory infections. 
Laboratory confirmation is also not always possible. 
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6.27 Pertussis is associated with an irritating cough. The typical (whoop) may not 
develop in yoUng infants and instead coughing spasms may be followed by 
periods of apnoea and cyanosis. There are· many complications including 
bronchopneumonia and cerebral hypoxia. Seizures, encephalopathy and death 
occur most commonly in infants under 6 months of age. 

Pertussis Vaccine 
6.28 There are two forms of pertussis vaccine, namely wholecell and acellular 

pertussis vaccine. Previously, neurological complications have been reported 
after vaccination with the whole cell vaccine, however, these symptoms can 
also occur in unimmunised children. There are no tests which can specifically 
attribute neurological conditions to vaccination. Epidemiological studies are 
used to establish whether there is a casual link between vaccination and the 
onset of serious complications. Large epidemiological studies have failed to 
indicate a casual relationship between vaccination and neurological illnesses. 
It is extremely difficult to quantify the risk, if any, of neurological 
complications due to vaccination. Indeed, neurological complications are far 
more common after pertussis disease than after the vaccine. 

6.29 Extensive international research has been Conducted over many years 
regarding the possible link between the pertussis component of the whole cell 
DTP vaccine and chronic brain damage. It was known that in common with 
all other vaccines and therapeutic substances, adverse reactions to DTP 
occurred. Nevertheless, it was considered in this country, as in all other 
countries using the vaccine, that the benefits to children far outweighed any 
potential risks and helped protect them from the serious consequences of a 
previously prevalent disease. The identification and use of contraindications 
to the vaccine helped further to reduce any potential risk. Finally, in those 
children in whom DTP was contraindicated, it was recommended that they be 
given DT, i.e. Diphtheria and Tetanus vaccination without the pertussis 
component. 

6.30 The consensus of the international literature on this subject is best 
encapsulated in the following quotation from Paediatrics, Vol 97, No 2, 
February 1996: 
"The Academy* reaffirms its earlier conclusions that whole cell pertussis 
vaccine has not been proven to be a cause of brain damage and continues to 
recommend pertussis vaccination. in accordance with the guidelines in .the 
1994 'Red Book"'. . 
(* American Academy of Paediatrics Committee on Infectious Diseases) 

6.31 This view was confirmed in the Immunisation Guidelines for Ireland for the 
Royal College of Physicians which was published in 1996. The report 
advised: . 

"although there has been controversy about pertussis vaccine, the consensus 
from authorative bodies is that it is a safe vaccine". . 
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6.32 Ireland replaced the whole cell vaccine with the acellular vaccine in 1996. 
The acellular vaccine is now considered to have a 80-90% efficacy rate which 
is only a marginal reduction on the performance of whole cell vaccines. The 
acellular vaccine does, however, significantly reduce the frequency of side 
effects associated with the whole cell pertussis vaccine. The pertussis vaccine 
is available as the combination DTaP and is a core component of the 

. Childhood Immunisation Programme. 

Tetanus 
6.33 Tetanus is a neurological disease which is caused ·by a neurotoxin. The 

organism exists widely in the environment. Tetanus spores may contaminate a 
puncture wound and the resulting muscle spasms carry a high mortality rate. 
Tetanus is a rare disease in Ireland. 

Tetanus Toxoid 
6.34 Immunisation works by producing an anti-toxin which provides immunity 

against the effects of the toxin. The primary childhood immunisation 
programme provides tetanus toxoid in the form of DTaP or DT. A booster 
dose is given at school entry and also at primary school leaving age. 

Poliomyelitis 
6.35 Poliomyelitis infection is endemic in some developing countries. In Europe, 

the World Health Organisation has targeted poliomyelitis for elimination and 
this is expected to be certified within the next three years, The most recent 
case of poliomyelitis notified in Ireland was in 1984. 

6.36 Most poliomyelitis infections are clinically insignificant. Poliomyelitis does, 
however, have serious complications including meningitis and paralysis. In 
previous epidemics, it was well known for causing serious breathing 
difficulties and even death. 

Polio Vaccine 
6.37 Two vaccines are available for immunisation, namely, a live attenuated oral 

polio vaccine and an inactivated injectable polio vaccine.· In Ireland, the oral 
polio vaecine is used for routine immunisation.. Th~ World Health 
Organisation consider that the oral polio vaccine is preferable because it 
induces immunity in the gut - the key site where wild polio virus multiplies. 

6.38 The process of certifying poliomyelitis elimination has commenced in Ireland. 
This strategy entails high routine immunisation coverage, together with 
enhanced surveillance. It is anticipated that immunisation against polio will 
continue for many years after the certificatio~ process has been completed. 
The use of oral pol~o and/or inactivated polio vaccine is under consideration 
and will be determined by the ongoing surveillance of both polio disease and 
potential adverse reactions to the vaccine. 

Haemophilus Influenzae Type B (Bib Disease) 
6.39 Worldwide, haemophilus influenzae type B is a leading cause of respiratory 

infections among· younger children. It is also one of the leading causes of 
meningitis, which can lead to brain damage and deafness. It mainly affects 
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children Wlder 5 and in industrialised coWltries, carries a case fatality rate of 
approximately 5%. The World Health Organisation has set a target incidence 
of below 1 per 100,000 population for mumps, pertussis and invasive disease 
caused by haemophilus influenzae type B. 

6.40 H Influenzae is an important cause of meningitis, otitis media, septicaemia, 
septic arthritis and osteomyelitis. The risk of complications is greatest in 
infancy. Invasive Hib disease usually presents as meningitis which carries a 
high mortality rate. 

Bib Vaccine 
6.41 The Hib vaccine in Ireland is licensed for use at two-monthly intervals and has 

been shown to be very effective. The introduction of Hib vaccine into 
childhood vaccination programmes in recent years in Europe has resulted in a 
significant fall in the incidence of this condition to the point of eradication in 
some COWltries. In Ireland, following the introduction of the Hib vaccine in 
1992, the incidence of the disease has declined tenfold (Report of Working 
Group on Bacterial Meningitis and Related Conditions, Department of Health 
and Children, 1999). 

BCG 

Tuberculosis Disease (rB) 
6.42 The incidence of tuberculosis in Ireland has declined dramatically since the 

1900s. Recent trends from some European coWltries and the USA, however, . 
have shown an increase in tuberculosis notifications. These have been related 
to HIV, drug abuse, homelessness, immigration and adverse socio-economic 
conditions. A new problem is the emergence of multi-drug resistant TB in 
Europe. The incidence of tuberculosis in Ireland is higher than in most 
European Union coWltries. 

BCG Vaccine 
6.43 BCG vaccine is available for the prevention of TB and is. most effective 

against TB meningitis and miliary tuberculosis. The Report of the Working 
Party in Tuberculosis (Department of Health, 1996) outlined a model for the 
prevention, diagnosis· and management of tuberculosis in Ireland. Key 
concepts were the development of an active surveillance system, with prompt 
notification, early treatment and thorough contact tracing of all cases of 
tuberculosis. The development of a national TB reference laboratory facility 
was also recommended and is now Wlder consideration. 

6.44 BCG vaccine was generally recommended to be administered to infants in the 
neo-nataI period. The national working party recognised, however, that BCG 
policy was not standardised across all health board areas. It considered the TB 
surveillance data which mdicated that the incidence of TB has reduced in most 
areas, including those where ·BCG was not administered in the neo-nataI 
period. Ireland is approaching the level of TB infection where the 
discontinuation of BCG vaccination may be considered. The National 
Tuberculolis Committee continues to monitor the TB surveillance and 
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outbreak infonnation, as well as clinical outcomes including the threat of the 
emergence of multi-drug resistant TB. This infonnation will detennine future 
TB control strategies including the use of BCG in Ireland. 

Group C Meningococcal Disease 
6.45 Ireland has a particularly high incidence of meningitis, indeed the highest in 

Europe. In 1999, 587 cases of bacterial meningitis were reported, and it is 
estimated that about one-third of these involved the Group C strain of the 
disease. Meningococcal Group C infection is a significant public health 
hazard, causing meningitis and septicaemia in all age groups from infancy to 
young adults. It is a devastating condition wIth a significant mortality rate. It 
can develop with great rapidity and also cause long-term disabilities in the 
fonn of developmental delay, hearing loss and neurological damage. The peak 
incidence of Group C Meningitis occurs in infants and reduces with increasing 
age. However the incidence increases again in the 15 to 18 year~ld group. 

6.46 In 1999 the Minister for Health and Children, recognising that meningococcal 
Group C infection is a significant public health hazard causing Meningitis and 
Septicaemia in all age groups from infancy to young adults, determined that 
the new vaccines developed to provide long-tenn protection against this 
disease should be introduced in Ireland as soon as they became available. The 
first suitable such vaccines were licensed in Ireland in July 2000 and the 
immunisation campaign began in October 2000. 

cv accines against Group B disease, which accounts for approximately two
thirds of meningitis cases in Ireland, are in development, but it will be some 
years yet before these are available for use.) 

6.47 The vaccine has being incorporated into the Primary Childhood Immunisation 
Programme and is being given through "a catch-up programme to the 
population up to age 22 - approximately one-third of the population 
altogether. 

6.48 In order for this vaccine to be introduced, a wide range of issues has had to be 
considered and a very large planning effort has been required. Among the 
type of issues which have had to be addressed are: 

• the need for the vaccine 
• identification and prioritisationoftarget groups 
• availability of licensed vaccines 
• vaccine supply contracts and distribution planned 
• recruitment of additional health board staff to deliver programme 
• negotiation of fees for medical practitioners 
• provision of appropriate infonnation for health professionals and the 

public. 
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6.49 In 1999 the Department of Health and Children requested the health board 
Chief Executive Officers to establish a working group which would oversee 
the planning for the introduction of the vaccine .. 

6.50 This group has addressed a wide range of issues in order to ensure that a co
ordinated and effective immunisation campaign can be mounted. Working 
with the health boards and a range of other agencies, the Office for Health 
Gain has had a major co-ordination and planning role in relation to much of 
the operational detail of the programme. Each health board has also 
established a project group to address in detail the many practical and 
logistical issues involved in implementing a programme of this scale. 

6.51 In order to ensure that the catch-up programme is targeted at the highest-risk 
populations at the outset, it was split into two phases. Beginning in October 
2000, Phase I targeted those up to five years and the also 15-18 year old age 
group. This is being followed, beginning in 2001, by Phase 2, which will 
cover those in the 6-14 and 19-22 age groups. 

6.52 It is important to stress that only those in the highest-risk groups are being 
offered vaccinations in Phase 1. The available vaccine supplies would not be 
sufficient to enable those outside the target groups to be immunised at this 
stage. 
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7 The Practice of Immunisation in Ireland 

7.1 The current guidelines for childhood immunisation in Ireland are outlined in 
the National Immunisation Guidelines for Ireland (Table 4). A 
multidisciplinary committee from paediatrics, medicine, general practice, 
public health and infectious diseases compiled these guidelines. They are 
based on international best practice and are intended to be used as a guidance 
manual for all professionals involved in administering vaccinesto children. 

Table 4 Childhood Immunisation Schedule in Ireland 

Recommended Childhood Immunisation Schedule 

AGE IMMUNISATION 

• Birth - 1 month BCG (not implemented nation-wide) 
·2 months DTaP/Oral PoliolHiblMen C 
4 months DTaP/Oral PoliolHiblMen C 
6 months DTaP/Oral PoliolHiblMen C 
15 months I MMR 
4-5 years DtaP Oral Polio, MMR 
11-12 years MMR:l 

10-14 years BCG (interval of 3 weeks post MMR)~ 
Td. 

School Leaving 

(1) A single dose of Hib vaccine is also recommended if the child presents 
after age 13 months and has had no previous Hib vaccine 

(2) Omit if two previous doses ofMMR have been given 
(3) Only for those who are known to be tuberculin negative and have no 

previous BCG . 

The vaccine preventable diseases mentioned above are ali statutorily notifiable 
to the National Disease Surveillance Unit since July 1st 2000 under the 1981 
Infectious Disease Regulations. 
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Contraindications to Vaccines 
7.2 Contraindications are uncommon and most children in whom there is a true 

permanent contraindication will be under the care of a paediatrician. When a . 
child has had a reaction to a vaccine that is severe enough to contraindicate 
further doses this should be notified. Unfortunately several mythical 
contraindications have spring up over the years and. this has prevented some 
children from being immunised (Table 6). 

Table 5: Contraindications to immunisation 

All vaccines 

• Acute febrile illness (defer) 

• Serious reaction to a previous dose or a constituent of the vaccine 

Pertussis 

• Evolving neurological problem: such children should always be under 
the care of a paediatrician, and the vaccine should be given once the 
condition is stable . 

All live vaccines 

• Pregnancy 

• Immunosuppression: (such children should always be under the care of 
a paediatrician) BCG 

• Previous BCG with a scar 

• Positive tuberculin test 

Table 6: Mythical contraindications to immunisation 

• Has already had the disease (applies only to BCG vaccine) 

• Personal or family history of atopy 

• Personal or family history of epilepsy 

• Minor upper respiratory tract symptoms at the time of immunisation 

• Significant reaction to another vaccine 
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7.3 In the USA, the National Vaccine Advisory Committee (NV AC) developed 
standards for immunisation polic~es and practice. Eighteen standards were 
developed and were endorsed by the US Public Health Service· and the 
American· Academy of Paediatrics (12), The 18 standards are outlined in the 
following text and applied to the Irish situation. 

(i) Immunisation services are readHy avaHable. 
Under the tenils of the Primary Immunisation Programme, immunisation 
services are readily available. Most general practitioners throughout the 
country have contracted to health boards to provide immunisation services 
under the agreement. In addition, it is stated that "nothing in this agreement 
shall be construed as preventing the health board from making special 
arrangements where the uptake of immunisation among particular groups or in 
geographical areas is unacceptably low." Therefore, health boards may, for 
example, set up special clinics in health centres or immunise children on an 
outreach basis in their own homes, if this is deemed necessary in areas where 
there are particular problems with getting parents to present their children for 
immunisation. 

(ii) There are no barriers or unnecessary prerequisites to the receipt of 
vaccines. 
It is stated in the discussion related to this standard that "appointment-only 
systems often act as barriers to immunisation in both public and private 
settings. Immunisation services should be available on a walk-in basis at all 
times for both routine and new enrolee visits." The system of delivery of 
immunisation services in general practice in this country varies, with some 
general practitioners offering immunisation on an "appointment-only" basis, 
others providing ''walk-in'' immunisation clinics and others carrying out 
vaccinations as part of routine clinics. Each system has advantages and 
disadvantages for both parents/children and general practitioners. The 
appointment only system means that parents/children do not have a long 
waiting time and the general practitioner/practice nurse can arrange to limit the 
numbers attending the clinic in order to provide enough time to discuss the 
vaccination of their child with parents in an unhurried way. The walk-in 
system on the other hand eliminates the barrier of having to· make an 
appointment and keep it, which parents, espeCially those with other small 
children, often find difficult to keep. 

(ill) Immunisation services are avaHable free or for a minimal fee. 
The Primary Childhood Immunisation Programme is provided free of charge 
to all children in the country under the terms of the agreement. 

(iv) Providers use all clinical encounters to screen for needed vaccines and 
. when indicated, vaccinate children. 

In relation to the identification and follow up of children who have not been 
immunised, under the terms of the agreement, contracting general practitioners 
must "avail of any opportunity to discuss the matter with parents. The 
opportunity might arise through surgery or domiciliary visits for other 
purposes and liaison with the public health nurse." The agreement also states 
that "every effort should be made to ensure that all children are immunised 

40 



even if they are older than the recommended age range and that no opportunity 
to immunise should be missed in the interests .of public health." 

The setting up of an immunisation clinic in one of the major children's 
hospitals in Dublin was considered in the context of the 2000 measles 
epidemic in Dublin. It was estimated that about 40% of children who 
presented to the Accident and Emergency Department at the hospital were fit 
for immunisation on that day, i.e. were a febrile and did not have any other 
contraindications to immunisation. Issues to be considered were: hospital 
might be seen by parents as the appropriate place to bring children for 
immunisation thus undermining the GP surgery as the appropriate setting for 
delivery of immunisation services and the recording and notification of health 
boards. Payment for the service also requires clarification. 

(v) Providers educate parents and guardians about immunisation in 
general terms. 
Under the agreement, contracting general practitioners are expected to 
promote the recommended childhood immunisation to parents. The 
Department of Health and Children and the health boards are responsible for 
promoting immunisation on a population basis and for assisting general 
practitioners in this regard. The Office for Health Gain, on behalf of the 
Department of Health and Children, co-ordinated a successful vaccination 
education and promotion campaign on radio and television in the summer 
2000 in relation to MMR vaccine and is planning similar campaigns in relation 
to the other primary childhood vaccinations and the meningococcal C 
programme. 

(vi)· Providers question parents or guardians about contraindications and., 
before vaccinating a child., inform them in specific terms about the risk 
and benefits of the vaccination their chUd is to receive. 
At some point, almost every person in the Ireland is vaccinated. Therefore, 
many individuals question how vaccines are made, if they are effective and 
whether they are safe. Individuals, appropriately, are asking more and more 
questions about the vaccines being offered to them. However, many are 
responding to alleged dangers of vaccination that are being propagated by 
those who oppose immunisation. Although few in number, their messages are 
dramatic, .often misleading or completely false, and there are few mechanisms 
available to counter the false allegations quickly. Patients are increasingly 
exposed to them in print, on television and on the internet. It is the 
responsibility of those who counsel patients or who provide infonnation about . 
vaccination to begin educating the pUblic about the need to be critical about 
infonnation which is disseminated through an increasingly diverse number of 
outlets. 

People seek answers to these questions from a wide variety of sources 
including family, friends, health· care providers, the Internet, television. and 
medical literature. The infonnation they receive is complex and, at times, 
inaccurate or misleading. Therefore, health profeSsionals have a responsibility 
to provide accurate, understandable infonnation and to handle vaccine safety 
concerns appropriately. All health care providers who administer vaccines are 
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required to discuss the potential risks and benefits of immunisation. In these 
situations, risk communication is a necessary skill. Communicating risk 
information about vaccination is one of the most difficult challenges in drug 
safety research(17). 

Risk communication involves a dynamic exchange of information between 
individuals, groups and institutions. This information must 3:cknowledge and 
define the risks associated with vaccination in a way the public can 
understand. This is difficult given the current environment where few people 
experience the devastation of vaccine-preventable diseases. It is further 
complicated by the fact that immunisation is associated with some degree of 
personal discomfort when needles are used to administer vaccines. 

In 1996, the Institute of Medicine's Vaccine Safety Forum held a workshop on 
risk communication and vaccination. Three key concepts·emerged: 

• First,risk communication is a dynamic process in which many 
participate. These individuals are influenced by. a wide variety of 
circumstances, . interests and information needs. Effective risk 
communication depends on the providers and recipients understanding 
more than simply the risks and benefits; background experiences and 
values also influence the process. 

• Second, the goal that all parties share regarding vaccine risk 
communication should be informed decision-making. Consent for 
vaccination is truly 'informed' when the members of the public know 
the risks and benefits and make voluntary decisions. 

• Finally, there is often uncertainty about estimates of the risk associated 
with vaccination. Risk communication is more effective when this 
uncertainty is stated and when the risks are quantified as much as 
science permits. Trust is a key component of the exchange of 
information at every level, and overconfidence about risk estimates 
that are later shown to be incorrect contributes to a breakdown of trust 
among public health officials, vaccine manufacturers, and the public. 
Continued research to improve the understanding of vaccine risks is 
critical to maxiri:rising mutual understanding and trust. 

(vii) ,Providers follow only true contraindications. 
The agreement states that in order that consistent advice is given to parents, all 
health professions should be aware that there are very few contraindications to 
the recommended childhood i.nui1unisations. The agreement further states that 
where a general practitioner has any doubt, appropriate advice should be 
sought from a consultant paediatrician, the appropriate medical staff from the 
health board orother appropriate health professional. 

(viii) Providers administer simultaneously, all vaccines do~es for which a 
child is eligible at the time of each visit. 
Children are exposed to many foreign antigens every day. Eating food 
introduces new bacteria into the body, and numerous bacteria live in the mouth 
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and nose, exposing the immune system to still more antigens. According to 
Adverse Events Associated with Childhood Vaccines, a 1994 report from the 
Institute of Medicine, ''in the face of these nonnal events, it seems unlikely 
that the number of separate antigens contained in childhood vaccines would 
represent an appreciable added burden on the immune system that would be 
immunosuppressive." Available scientific data show that simultaneous 
vaccination with multiple vaccines has no adverse effect on the nonnal 
chil~ood immune system. 

A number of studies have been conducted to examine the effects of giving 
various combinations of vaccines simultaneously. In fact, neither the 
Advisory Committee on· Immunisation Practices (ACIP) nor the American 
Academy of· Paediatrics (AAP) would recommend the simultaneous 
administration of any vaccines until such studies showed the combinations to 
be both safe and effective. These studies have shown that the recommended 
vaccines are as effective in combination as they are individually, and that such 
combinations carry no greater risk for adverse side effects. Consequently, 
both the ACIP and AAP recommend simultaneous administration of all 
routine childhood vaccines when appropriate. 

The Immunisation Guidelines for Ireland, (I999) state that live vaccines 
should be administered at the same time at different sites. There are two 
practical factors in favour of giving a child several vaccinations during the 
same visit. First, we want to immunise children as early as possible to give 
them protection during the vulnerable early months of their lives. This 
generally means giving inactivated vaccines beginning at 2 months and live 
vaccines at 12 months. The various vaccine doses thus tend to fall due at the 
same time. Second, giving several vaccinations at the same time will mean 
fewer office visits for vaccinations, which save parents both time and money 
and may be less traumatic for the child. 

(ix) Providers use Accurate and Complete Recording Procedures. 
It is important that providers of immuni$ations are required by statute to 
record the following details in relation to vaccinations: 

• Name of vaccine administered, including name of manufacturer and lot 
number, 

• Date of administration, 
• The signature and title of the person who administered the vaccine, 
• The location where the vaccine was administered, 
• Personal vaccination record for each child which should be updated 

when each vaccine is administered. 

In Ireland, childhood vaccinations are recorded and compiled by each health 
board using manual and electronic databases. GPs also record this data either 
manually or electronically. Due to population mobility, the use of a unique 
identifier for each child would facilitate ease of retrieval of vaccination 
records. It is also important that electronic· datahases used for recording 
vaccinations are standardised and compatible with each other so that data on 
vaccination status is easily retrievable and transferred between health boards. 
This will ensure that such data is timely and that each child's vaccination, 
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programme is completed, which will also facilitate in providing accurate 
coverage data. This is of especially important in relation to high-risk groups 
e.g. travellers, refugees. The development of such systems should be 
prioritised under the Civil Registration Service Modernisation Programme. 

(x) Providers co-schedule immunisation appointments in conjunction with 
appointments for other child health services. 
In Ireland, immunisations are often administered in the GP surgery when 
children visit with other child health problems. Point (iv) highlights a recent 
hospital initiative, the objective of which is to target high-risk children from 
areas where uptake rates for vaccination are low. 

(xi) Providers report adverse events following vaccination promptly, 
accurately and completely. 
Providers should encourage parents or legal guardians to inform them of 
adverse events following immunisation. . Both systemic and local reactions 
should be reported. Providers should report all such clinically important 
events. In Ireland all suspected adverse reactions,· including the batch number 
of the vaccine, should be reported to the .Irish Medicines Board using the 
Y ellowCard System. The Irish Medicines Board, using a similar "Freepost" 
Green Card System also monitors quality defects in vaccines. Quality defects 
include missing labelsllabel. texts, container defects, altered product 
appearance, particles in product, etc. This allows for surveillance of adverse 
reactions and helps to identify trends of adverse reactions, which may be 
caused by specific vaccinations. 

(xii) Providers operate a tracking system. 
A tracking system should generate reminders of upcoming immunisations as 
well as recalls for children who are overdue their vaccinations. This system 
may be electronic or manual. In Ireland, such systems exist in all health 
boards, however, in the health system· it may also be necessary for staff to 
make home visits, especially in relation to children who are at high risk for 
failing to complete the immunisation schedule. When children are vaccinated 
in schools, they are vaccinated by class. Sometimes, it is possible that 
children may miss out on booster vaccinesdue to absence, migration etc. 
Difficulties arise in follow-up, which could be addressed by the provision of 
integrated health information systems, and using a unique identifier for each 
child. 

(xiii) Providers adhere to appropriate procedures for vaccine 
management. 
Quality management systems should be in place to ensure the following: 
• Vaccines are handled and stored as recommended in the manufacturer's 

package inserts. 
• The temperature at which vaccines· are stored and transported are 

monitored daily and the expiry date of each vaccine is documented. 
Such systems exist in each health board and are also employed by GPs. It is 
important that agreed standards are adheredto pOst implementation. 
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(xiv) Pi-oviders conduct semi-annual audits to assess coverage levels and 
review immunisation records of the population, which they serve. 
In both health board school immunisation clinics and in general practice, the 
assessment of immunisation services for children should include audits of 
vaccination records or else a random sample of records to determine the 
following: 
1. The immunisation uptake rate 
2. To identify how frequently opportunities for simultaneous immunisation 

were missed 
3. To assess the quality of documentation 
This should be part of an ongoing quality assurance programme. In Ireland, 
this is currently being undertaken in relation to uptake rates, but the audit 
process will need to be expanded at all levels to include 2 and 3. 

. (xv) Providers maintain up to date easily retrievable medical protocols at 
all locations where vaccines are administered. . . 
The National Immunisation Guidelines were updated in 1999. These are 
based on evidence-based practice and outline the indications, vaccine dosages 
and containdications, and the recommended sites and techniques for vaccine 
administration, as well as possible adverse effects and their emergency 
management. They also specify the necessary emergency medical equipment 
and emergency· drugs (including dosage) required to safely and competently 
manage any medical emergency which may arise after the administration of a 
vaccine. All doctors who routinely administer vaccines, i.e. area medical 
officers, GPs and paediatricians, use these guidelines and they should be 
available in all settings where vaccinations are administered. 

(xvi) Providers practice patient orientated and community-based 
approaches. 
Providers should provide comprehensive infonnation to patients on 
vaccinations, in .particular contraindications, action and the risk of possible 
adverse effects. In Ireland, all providers of inrrltunisation should endeavour to 
attain this objective. 

Providers should also undertake focus groups and rolling surveys for their 
patients in order. to obtain their views on immunisation and immunisation 
practices. These should seek infonnation on the following areas: 

• Knowledge of immunisation 
• Attitudes towards immunisation 
• Experience of the immunisation services 
• Response to advertising 

It also allows a timely response to issues which are of concern to parents and 
which may act as a barrier to immunisation and allow parents to make an 
infonned choice. This will provide infonnation for the provider in relation to 
patients' immunisation needs and allow them to implement the changes 
necessary to provide a more user-friendly service. Providers should use all 
opportunities to· encourage patients to avail of vaccination services and so 
increase the coverage rate. This is essential as without high immunisation 
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. coverage levels, no community is completely protected against vaccine
preventable diseases. In Ireland, the need exists to develop the structures to 
undertake patient surveys and focus groups as recommended by the National 
Health Strategy 1994. This should be incorporated into the quality assurance 

. programme. 

(xvii) Properly trained persons administer vaccines. 
In Ireland, trained health care personnel, i.e. doctors and nurses, administer all 
vaccinations. They are also trained in the management of emergency 
situations (in relation to adverse reactions) and partake in regular refresher 
courses, which ensure that they maintain their skills. 

(xviii) Providers receive ongoing education and training regarding 
current immunisation recommendations. 
Providers should obtain. ongoing training and education which should cover 
current guidelines and recommendations as well as education in the standards 
outlined above. In Ireland, this is currently in place in an ad-hoc way 
dependent on the location. In future, a more structured approach to training 
and education is planned. 

In Ireland, the immunisation policy needs to be formalised and changes in 
policy must take. into consideration the resource requirements, especially in 
relation to manpower. It is also essential that providers of the vaccinations be 
given comprehensive information on the changes prior to implementation. 

Conclusion 
7.4 The Joint Committee considers that the following areas need to be improved: 

• . Integration of immunisation record and information systems to facilitate 
surveillance. 

• Undertake rolling surveys with parents in relation to immunisation. 
• Need for more resources to facilitate education of professionals. 
• Implementation of more comprehensive quality systems to ensure optimal 

delivery of vaccinations. 
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8. "Six Common Misconceptions about Vaccination" 
- Edited version published by WHO with kind permission of CDC, 

Atlanta. 

8.1 "Diseases had already begwi to disappear before vaccines were 
introduced, because of better hygiene and sanitation." 

Statements like this are very common in anti-vaccine literature, the intent 
apparently being to suggest that vaccines are not needed. Improved socio
economic conditions have undoubtedly had an indirect impact on disease. 
Better nutrition, not to mention the development of antibiotics and other 
treatments, have increased survival rates among the sick; less crowded living 

. conditions have reduced disease transmission; and lower birth rates have 
decreased the number of susceptible household contacts. But looking at the 
actual incidence of disease over the years can leave little doubt of the 
significant direct impact vaccines have had, even in modern times. 

There were periodic peaks and valleys throughout the years, but the real, 
permanent drop coincided with the licensure and wide use of measles vaccine 
beginning in 1963. Graphs for other vaCcine-preventable diseases show a 
roughly similar pattern, with all except hepatitis B showing a significant drop 
in cases corresponding with the advent of vaccine use. Are we expected to 
believe that better sanitation caused incidence of each disease to drop, just at 
the time a vaccine for that disease was introduced? 

Hib vaccine is another good example, because Hib disease was prevalent until 
just a few years ago, when conjugate vaccines that can be used for infants 
were finally developed. (The polysaccharide vaccine previously available 
could not be used for infants, in whom most of cases of the disease were 
occurring.) Since sanitation is not better now than it was in 1990, it is hard to 
attribute the virtual disappearance of Hib disease in children in recent years 
(from an estimated 20,000 cases a year to 1,419 cases in 1993, and dropping) 
to anything other than the vaccine. 

Finally, we can look at the experiences of several developed countries after 
they let their immunization levels drop. Three countries - Great Britain, 
Sweden, and Japan - cut back the use of pertussis (whooping cough) vaccine 
because of fear about the vaccine. The effect was dramatic and immediate. In 
Great Britain, a drop in pertussis vaccination in 1974 was followed by an 
epidemic of more than 100,000 cases of pertussis and 36 deaths by 1978. In 
Japan, around the same time, a drop in vaccination rates from 70% to 20%-
40% led to a jump in pertussis from 393 cases and no deaths in 1974 to 
13,000 cases and 41 deaths in 1979. In Sweden, the annual incidence rate of 

. pertussis per 100,000 children 0-6 years of age increased from 700 cases in 
1981 to 3,200 in 1985. It seems clear from these experiences that not only 
would diseases· not be disappearing without vaccines, but if we were to stop 
vaccinating, they would come back. . 
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Of more immediate interest is the major epidemic of diphtheria now occurring 
in the former Soviet Union, where low primary immunization rates for 
children and the lack of booster vaccinations for adults have resulted in an 
increase from 839 cases in 1989 to nearly 50,000 cases and 1,700 deaths in 
1994. There have already been at least 20 imported cases in Europe and two 
cases in U.S. citizens working.in the former Soviet Union. 

8.2 "The majority of people who-get disease have been vaccinated." 

This is another argument frequently found in anti-vaccine literature - the 
implication being that this proves. vaccines are not effective. In fact it is true 
that in an outbreak those who have been vaccinated often outnumber those 
who have not - even with vaccines such as measles, which we know to be 
about 98% effective when used as recommended. 

This apparent paradox is explained by two factors. First, no vaccine is 100% 
effective. To make vaccines safer than the disease, the bacteria or virus is 
killed or weakened (attenuated). For reasons related to the individual, not all 
vaccinated persons develop immunity. Most routine childhood vaccines are 
effective for 85% to 95% of recipients. Second, in a country such as the United 
States the people who have been vaccinated vastly outnumber those who have 
not. How these two factors work together to result in outbreaks in which the 
majority of cases have been vaccinated can be more easily understood by 
looking at a hypothetical example: 

"In a high school of 1,000 students, none has ever had measles. All but 
5 of the students have had two doses of measles vaccine, and so are 
fully immunized. The entire student body is exposed to measles, and 
evety susceptible student becomes infected. The 5 unvaccinated. 
students will be infected, of course. But of the 995 who have been 
vaccinated, we would expect several not to respond to the vaccine. The 
efficacy rate for two doses of measles vaccine can be as high as 
>99%. In this class, 7 students do not respond, and they, too, become 
infected. Therefore 7 of 12, or about 58%, of the cases occur in 
students who have been fully vaccinated. " 

As you can see,' this doesn't prove the vaccine didn't work - only that most of 
the children in the class had been vaccinated, so those who were vaccinated 
and did not respond outnumbered those who had not been vaccinated. Looking 
at it another way, 100% of the children who had not been vaccinated got 
measles, compared with less than 1% of those who had been vaccinated. 
Measles vaccine protected most of the class; if nobody in the class had been 
vaccinated, there would probably have been 1,000 cases of measles. 

8.3 "There are "hot lots" of vaccine that have been associated with more 
adverse events and deaths than others. Parents should fmd the numbers . 
of these lots and not allow their children to receive vaccines from them." 

This misconception often receives considerable publicity. First of all, the 
concept of a "hot lot" of vaccine as it is used in this context is wrong. It is 
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based on the presumption that the more reports of adverse events a vaccine lot 
is associated with, the more dangerous the vaccine in that lot; and that by 
consulting a list of the number of reports per lot, a parent can identify vaccine 
lots to avoid. 

This is misleading for two reasons: 
1. Most surveillance systems report events that are temporally associated 

with receipt of vaccine; these reports should not be interpreted to 
imply causality. In other words, an adverse report following 
vaccination does not mean that the vaccine caused the event. 
Statistically, a certain number of serious illnesses, even deaths, can be 
expected to occur by chance alone among children recently 
vaccinated. Although vaccines are known to cause minor, temporary 
side effects such as soreness or fever, there is little, if any, evidence 
linking vaccination with permanent health problems or death. The 
point is that just because an adverse event has been reported by the 
surveillance system does not mean it was caused by a vaccine. 

2. Vaccine lots are not the same. The sizes of vaccine lots might vary 
from several hundred thousand doses to several million, and some are 
in distribution much longer than others. Naturally a larger lot or one 
that is in distribution longer will be associated with more adverse 
events, simply by chance. Also, more coincidental deaths' are 

I . 

associated with vaccines given in infancy than later in childhood, since 
the background death rates for children are highest during the first 
year of life. So knowing that lot A has been associated with x number 
of adverse events while lot B has been associated with y number would 
not necessarily say anything about the relative safety of the two lots, 
even if the vaccine did cause the events. 

Reviewing published lists of "hot lots" will not help parents identify the best or 
worst vaccines for their children. If the number and type' of adverse event 
reports for a particular vaccine lot suggested that it was associated with more 
serious adverse events or deaths than are expected by chance, most countries 
have a system which results in the lot being recalled. 

All vaccines purchased through the UNICEF vaccine procurement system 
meet World Health. Orga"ization standards for safety and quality of 
production. 

8.4 "Vaccines cause many harmful side effects, illnesses, and even death -
not to mention possible long-term effects we don't even know about." 

Vaccines are actually very safe, despite implications to the contrary in many 
anti-vaccine publications. Most vaccine adverse eVents are minor and. 
temporary, such as a sore arm or mild fever. These can often be controlled by 
taking paracetamol after vaccination. More serious adverse events occur 
rarely (on the order of one per thousands to one per millions of doses), and 
some are so rare that risk cannot be accurately assessed. As for vaccines 
causing death, again so few deaths can plausibly be attributed to vaccines that 
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it is hard to assess the risk statistically. Each death reported to ministries of 
health is generally thoroughly examined to examine whether it is really related 
to administration of vaccine, and if so, exactly· what is the cause. When, after 
careful investigation, an event is felt to be a genuine vaccine-related event, it is 
most frequently found to be a programme error, not related to vaccine 
manufacturer. 

DTP Vaccine and SIDS 
One myth that won't seem to go away is that DTP vaccine causes sudden 
infant death syndrome (SIDS). This belief came about because a moderate 
proportion of children who die of SIDS have recently been vaccinated with 
DTP; and on the suiface, this seems to point toward a causal connection. But 
this logic is faulty; you might as well say that eating bread causes car crashes, 
since most drivers who crash their cars could probably be shown to have 
eaten bread within the past 24 hours. 

If you consider that most SIDS deaths occur during the age range when 3 
shots of DTP are given, you would expect DTP shots to precede a fair number 
of SIDS deaths simply by chance. In fact, when a number of well-controlled 
studies were conducted during the 1980's, the investigators found, nearly 
unanimously, that the number of SIDS deaths temporally associated with DTP 
vaccination was within the range expected to occur by chance. In other words, 
the SIDS deaths would have occurred even if no vaccinations had been given. 
In fact, in several of the studies children who had recently gotten a DTP shot 
were less likely to get SIDS. T!ze Institute of Medicine reported that "all 
controlled studies that have compared immunized versus non-immunized 
children have found either no association . . . or a decreased risk . . . 
of SIDS among immunized children" and concluded that "the evidence does 
not indicate a causal relation between [DTPJ vaccine and SIDS." 

But looking at risk alone is not enough - you must always look at both risks 
and benefits. Even one serious adverse effect in a million doses of vaccine 
cannot be justified if there is no benefit from the vaccination. If there were no 
vaccines, there would be many more cases of disease, and along with them, 
more serious side effects and more deaths. For example, . according to an 
analysis of the benefit and risk of DTP immunization, if we had no 
immunization program in the United States, pertussis cases could increase 71-
fold and deaths due to pertussis could increase 4-jold. Comparing the risk 
from disease with the risk from the vaccines can give us an idea of the benefits 
we get from vaccinating our children. 

The fact is that a child is far more likely to be seriously injured by one of these 
diseases than by any vaccine. While any serious injury or death caused by 
vaccines is too many, it is also clear that the benefits of vaccination greatly 
outweigh the slight risk, and that many, many more injuries and deaths would 
occur without vaccinations. In fact, to have a medical intervention as effective 
as vaccination in preventing disease and not use it would be unconscionable. 
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I 
Risk from Disease vs. risk from Vaccines 

DISEASE VACCINES 

Measles: . MMR:. 
Pneumonia: 1 in 20 Encephalitis or severe 
Encephalitis: 1 in 2,000 allergic reaction: 
Death: I in 3,000 in I in 1,000,000 
industrialised countries. 
As much as I in5in 

, outbreaks in developing 
countries: 
Mumps: 
Encephalitis: I in 300 

Rubella: 
Congenital Rubella 
Syndrome: I in 4 
(if woman becomes 
infected early in 

i pregnancy) 

Diphtheria: DTP: 
Death: I in 20 Continuous crying, then full 

recovery: I in 100 

Tetanus: Convulsions or shock, 
Death: 3 in 100 Then full recovery: 

I in 1,750 

Pertussis: Acute encephalopathy: 
Pneumonia: 1 in 8 0-10.5 in 1,000,000 
Encephalitis: 1 in 20 
Death: 1 in 200 Death: None proven 

8.5 "Vaccine-preventable diseases have been virtually eliminated from my 
country, so there is no need for my chlld to be vaccinated ... 

It's true that vaccination has enabled us to reduce most vaCcine-preventable 
diseases to very low levels i1) many countries. However, some of them are still 
quite prevalent - even epidemic - in other parts of the world. Travellers can 
unknowingly bring these diseases into your country, and if you and your 
family were not protected by vaccinations, these diseases could quickly spread 
throughout the population, causing epidemics here. At the same time, the 
cases you currently have could very quickly become tens or hundreds of 
thousands of cases without the protection you get from vaccines. 

We should still be vaccinated, then, for two reasons. The first is to protect 
ourselves. Even· if we think our chances of getting any of these diseases are 
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small, the diseases still exist and can still infect anyone who is not protected. A 
few years ago a child who had just entered school caught diphtheria and died. 
He was the only unvaccinated pupil in his class. 

The second reason to get vaccinated is to protect those around us. There is a 
small number of people who cannot be vaccinated (because of severe allergies 
to vaccine components, for example), and a small percentage of people don't 
respond to vaccines. These people are susceptible to disease, and their only 
hope of protection is that people around them are immune and cannot pass 
disease along to them. A successful vaccination program, like a successful 
SOCiety, depends on the co-operation of every individual to ensure the good of 
all. We would think it irresponsible of a driver to ignore all traffic regulations 
on the presumption that other drivers will watch out for him or her. In the 
same way we shouldn't rely on people around us to stop the spread of disease; 
we, too, must do what we can. 

8.6 "Giving a child multiple vaccinations for different diseases at the same 
time increases the risk of harmful side effects and can overload the 
immune system." 

Children are exposed to many foreign antigens every day. Eating food 
introduces new bacteria into the body, and numerous bacteria live in the 
mouth and nose, exposing the immune system to still more antigens. An upper 
respiratory viral infection exposes a child to 4 - 10 antigens, and a case of 
"strep throat" to 25 - 50. According to Adverse Events Associated with 
Childhood Vaccines, a 1994 report from the Institute of Medicine, United 
States, "In the face of these normal events, it seems unlikely that the number of 
separate antigens contained in childhood vaccines . . . would represent an 
appreciable added burden on the immune system that would be immuno
suppressive." And, indeed, available scientific data show that simultaneous 
vaccination with multiple vaccines has no adverse effect. on the normal 
childhood immune system. 

A number of studies have been conducted to examine the effects of giving 
various combinations of vaccines simultaneously. These studies have shown 
that the recommended vaccines are as effective in combination as they are 
individually, and that such combinations carry no greater risk for adverse side 
effects. Research is under way to find ways to combine more antigens in a 
single vaccine injection (for example, MMR· and chickenpox). This will 
provide all the advantages of the individual vaccines, but will require fewer 
shots. 

There are two practical factors in favour of giving a child several vaccinations 
during the same visit. First, we want to immunise children as early as possible 
to give them protection during the vulnerable early months of their lives. This 
generally means giving inactivated vaccines beginning at 2 months and live 
vaccines at 12 months. The various vaccine doses thus tend to fall due at the 
same time. Second, giving several vaccinations at the same time will mean 
fewer office visits for vaccinations, which saves parents both time and money 
and may be less traumatic for the child 
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9. Safety ofVaccines 

Introduction 
. 9.1 Since many of the diseases preventable by vaccines are now uncommon, 

parents have little experience of these diseases and so potential side effects 
take on a disproportionate importance. Many conditions with an onset in early 
childhood, such as autism, do not have an obvious cause. As children are 
immunised at a time when these disorders such as autism, convulsions, and 
sudden infant death syndrome manifest themselves for the first time it is 
inevitable that on occasion their onset follows immunisation. It may then be 
assumed that immunisation caused the problem. 

9.2 The scare following publication of the mistaken theory that pertussis vaccine 
was a significant cause of brain damage is an example of what can happen 
when preliminary research is made public. Some children died unnecessarily 
because their parents refused to have them vaccinated. Another example is the 
current controversy over the meaSles, mwnps, and rubella vaccine and autism 
and bowel problems. This is largely based on one paper in which the authors 
themselves stated they had not proved a link between autism and the vaccine. 
More recent data on the pattern of autism in several countries, e.g. Sweden, 
does not suggest a link between the vaccine and autism(18). This issue will be 
discussed in more detail later in this report. 

9.3 Other concerns that have been raised include possible long-term effects such 
as asthma and overloading or damaging the immature immune system. After 
birth, infants are· constantly exposed to antigens. The nwnber of antigens 
contained even in the combination of vaccines is small compared with the 
nwnber normally encountered every day. By giving a vaccine, that is, a 
carefully controlled dose and antigen, this assault is substantially reduced. A 
double blind randomised controlled trial carried out in the US in which some 
children were given diphtheria, tetanus, and pertussis vaccine and others 
diphtheria and tetanus vaccine showed no difference in the proportions of 
children with wheezing, itchy rash, or sneezing at two and a half years 
0Id(l9X20). 

9.4 The Irish Medicines Board (1MB) is responsible for the monitoring and safety 
of all pharmaceutical products sold in Ireland. The monitoring of vaccine 
safety is ensured. through clinical trials prior to licence and post-licence 
surveillance by the IMB. Reports of any suspected adverse events are notified 
to the Irish Medicines Board. As with any drug, monitoring of safety 
continues after a vaccine has been introduced. As in all passive systems,· 
underreporting can be a major problem and at its best the system can only 
serve to flag up possible issues for further examination. Studies linking 
hospital admissions and immunisation records can also be used to look at the 
relationship between specific conditions and immunisation. In this way the 
true incidence of adverse reactions can be determined. 
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Manufacture, testing and licensing of vaccines 
9.5 There has been much adverse publicity about the development of new 

vaccines in recent years, with allegations that they are not properly tried and 
tested. It is important to address these concerns. 

9.6 .Vaccines are legally defined in the EU as ''medicinal products" and as such are 
highly regulated products. Prior to being approved for general use, vaccines 
are extensively tested by scientists to ensUre that they are effective and safe. 

9.7 The Rules Governing Medicinal Products in the European Union(21) set out the 
controls applicable to the manufacture, testing and licensing of vaccines in the 
EU. Their objective is to provide the highest level of protection of public 
health. This legislative framework defines a rigorous and transparent approval 
process, which leads to the granting of a marketing authorisation allowing the 
pharmaceutical product to be put on the market. 

Manufacture of vaccines 
9.8 Vaccines are difficult to produce and the processes involved are time

consuming. Careful controls on production and very strict quality control 
procedures exist to ensure the safety and efficacy of vaccines. Tests are 
undertaken at every stage in the manufacture of vaccines. to ensure that the 
vaccine contains the correct organism in the right amount, that it has the 
proper level of potency and that it is free of contaminants. 

9.9 The total production period for a vaccine can take almost 20 months from raw 
ingredient to the vaccine actually being in the surgery fridge. From the 
manufacturers point of view, it is therefore vital to have adequate notice of 
when particular vaccines will be required so that the necessary stocks will be 
available at the right time(22). . 

9.10 Each country has a national regulatory authority (the Irish Medicines Board in 
Ireland) that assesses the safety, efficacy and quality of vaccines, whether 
locally produced or imported, and ultimately authorises or rejects their use by 
the public. WHO has specified that all vaccines used within national 
immunisation programmes should, as a minimum, meet the WHO quality 
requirements(23J.. . 

9.11 No medicinal product (including vaccines) maybe placed on the market unless 
the manufacturer has a valid manufacturing authorisation granted by the 
regulatory authority of the country where the manufacturing plant is 
located(21). . 

9.12 The manufacturing authorisation certifies that the manufacturing plant has 
been inspected to ensure that it is capable of manufacturing the medicinal 
product and/or carrying out the necessary quality control tests specified in the 
marketing authorisation application and that the manufacturer conforms to 
accepted standards of best practice known as Good Manufacturing Practice 
(GMP). 
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9.13 Manufacturers are regularly inspected by the authorities in the Member State 
in which the product is manufactured. The Irish Medicines Board has 
responsibility for this task in Ireland. 

9.14 To smn up, the fact that a product has a marketing authorisation in any EU 
country means that both the particular product and the manufacturing site have 
been evaluated and shown to comply with the appropriate regulatory standards 
(GMP, quality, safety and efficacy). 

Clinical trials on vaccines 
9.15 Before vaccines are licensed for general use, they are extensively tested in the 

laboratory and in hmnan beings to ensure their safety. First, computer models 
are used to predict how the vaccine will interact with the immune system. 
Then researchers test the vaccine on animals. Once the vaccine successfully 
completes these laboratory tests, it is approved for use in clinical studies by the 
relevant authorities. During clinical trials, the vaccine is tested on hmnan 
-beings. Participation in these studies is completely voluntary. Many 
individuals choose to contribute their time and energy for the advancement -of . 
science. Informed consent must be obtained from all participants before they 
become involved in research. This ensures that they understand th~ purpose of 
the study, potential risks and are willing to participate. Volunteers agree to 
receive the vaccine and undergo any medical testing necessary to assess its 
safety and efficacy. 

9.16 The licensing of vaccines is a lengthy process that may take ten years or 
longer. Vaccines undergo three phases of clinical trials in hmnan beings 
before they can be licensed for use in the general public. Phase one trials are 
small, involving only 20-100 volunteers, and last. only a few months. The 
purpose of phase one trials is to evaluate. basic safety and identify very 
common adverse events. Phase tWo trials are larger and· involve several 
hundred participants. These studies last anywhere from several months to two 
years and collect additional information on safety and efficacy. Data gained 
from phase two trials 'can be used to determine the composition of the vaccine, 
how many doses are necessary and a profile of common adverse events. 
Unless the vaccine is completely ineffective or causes serious side effects, the 
trials are expanded to phase three which involves several hundred to several 
thousand volunteers. Typically these trials last several years. Because the 
vaccinated group can be compared to those who have not received the vaccine, 
researchers are able to identify true side effects. 

9.17 If clinical trials demonstrate that the vaccine is safe and effective, the 
manufacturer seeks regulatory approval to put the vaccine on the market. 

Regulatory approval process for vaccines 
9.18 The European Union operates a comprehensive authorisation system for 

pharmaceutical products, which requires applicants to provide evidence in the. 
form of extensive data generated from clinical trials and other studies that 
demonstrate that the product meets rigorous standards of quality, safety and 
efficacy. These data must be developed in strict compliance withEU 
standards such as good laboratory practices, good clinical practices, and good 
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manufacturing practices. This system ensures that only products which have 
been rigorously tested are allowed onto the market. 

9.19 The data submitted by the company are subject to in-depth scientific 
evaluation by appropriately qualified experts in national regulatory authorities 
such as the Irish Medicines Board. In this process, the evidence for quality, 
safety and efficacy is analysed and potential risks are assessed and put into 
context with the benefits of the product. It is only after the regulators decide 
that a medicinal product has a favourable risklbenefit profile that a marketing 
authorisation (known as a product authorisation in Ireland) is granted. 

9.20 Changes in the original marketing authorisation are possible only after 
informing. the authorities and obtaining their approval. In any case, the 
authorisation has to be renewed every 5 years. As part of the renewal process, 
data gained on the medicinal product during. the previous years, particularly 
safety data, are reviewed by the regulatory authority. If necessary, the 
conditions of use of the product can be amended to reflect any information 
which comes to light from its use in the general population. 

Batch release testing of vaccines 
9.21 Under EU law (Directive 89/342IEEC), Member States must ensure that all 

processes in the manufacturing of immunological products (which include 
vaccines) are properly validated and result in batch to batch consistency. 

9.22 When a manufacturer is granted a license to market a biological medicine in 
Europe, it is a requirement that samples of each batch of the finished product 
be sent to a WHO-approved laboratory so that they can repeat quality tests and 
satisfy themselves that the vaccine is suitable for use in the marketplace. The 
assessment carried out in such cases is termed a "batch release" and involves 
review of manufacturing protocols and laboratory testing of samples to ensure 
potency and purity. This process takes up to two months124). 

9.23 The task of batch release for the Irish market is undertaken by bodies such as 
the National Institute for Biological Standards and Controls (NIBSC) in the 
UK which is one of three WHO International Laboratories for Biological 
Standardisation. 

Monitoring the safety of vaccines in use . 
9.24 Although a vaccine must undergo extensive study before it is granted a 

marketing authorisation, as with any medicine, its safety is continually 
monitored after it is put on the market. Side effects may come to light when 
the product is 11$ed in millions of people that did not previously occur within 
the smaller group which took part in clinical trials on the vaccine. 

9.25 The process of monitoring the safety of a vaccine (as with all other medicinal 
products) during its life on the market, is known as pharmacovigilance and is 
extensively regulated under EU law(21). Thus, the safety of pharmaceutical 
products is under continual scrutiny by the EU regulatory authorities, 
including the Irish Medicines Board. 
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9.26 In the EU, data on side effects or adverse reactions for all medicines, including 
vaccines, must be collected and collated by the manufacturer and by regulatory 
authorities. It comes from reports of adverse reactions submitted by healthcare 
professionals and also from literature reports of adverse reactions. 

9.27 The Irish Medicines Board operates a yellow card scheme for the reporting of 
suspected adverse reactions by healthcare professionals. Doctors, nurses, 
phannacists and dentists are encouraged to report adverse reactions even if 
they are not sure whether the vaccine caused the reaction. 

9.28 The information collected is scientifically evaluated and appropriate action is 
taken where necessary. For example, if the overall risklbenefit pro:filefor a 
vaccine is adversely affected because of reports of side effects, it may be 
necessary to withdraw or suspend its use or to vary the conditions of use. A 
decision on the appropriate course rests with the regulatory authority. There 
are procedures in place to rapidly implement measures to ensure the safe use 
of medicinal products e.g. product recall. 

9.29 To ensure that health authorities are fully infOtmed of· adverse reactions, 
manufacturers of vaccines are legally obliged to report serious adverse 
reactions immediately, and in any case, within IS days. Other infotmation on . 

. the safety of medicinal product has to be collected by the manufacturer on an 
ongoing basis (e.g. literature reports of side effects, data in other countries) 

. and this. fotms the basis of Periodic Safety Update Reports which have to be 
submitted to regulatory authorities at defined regular intervals. These records 
must be accompanied by a scientific evaluation on whether the b~nefitJrisk 
ratio for the vaccine has changed. All this infotmation is assessed by the 
regulatory authorities who decide if any action is necessary . 

. 9.30 Systems have been established to ensure that reports of adverse drug reactions 
are exchanged· between regulatory authorities worldwide.· Therefore, the 
surveillance of vaccines in the EU market is not only based on experience in 
EU member states but also on additional data from outside the EU. 

Immunisation Safety Priority Programme (ISPP) 
9.31 It is not surprising that immunisation safety ranks high on WHO's priority list, 

resulting in the establishment of the Immunisation Safety Priority. Programme 
(ISPP). The project's main target is to establish ·by 2003 a comprehensive 
system to ensure the safety of all immunisations given in natiomil 
immunisation programmes. Other agencies such as the C.DC are also 
participating in this project which has four major objectives: 

• To ensure vaccine safety from c1inicaltrials, through vaccine distribution, 
to the point of use; . 

• To strengthen research and. development of safer and simpler. delivery 
systems; 
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• To establish efficient mechanisms that detect serious or potentially serious 
adverse effects following immunisation and enable prompt and effective 
response; 

• To broaden access to safer and more efficient systems for vaccine delivery 
and sharps waste management 

9.32 Examples of recent ISPP activities include the establishment of a Global 
Advisory Committee on Vaccine Safety to provide a reliable and independent 
scientific assessment of vaccine safety issues. An external steering committee 
on immunisation safety has also been created to provide technical and 
scientific advice to ISPP(2S). 

Conclusion 
9.33 (i) The Joint Committee is satisfied that: 

• vaccines are rigorously tested before being licensed for use. 
• every batch of vaccines is independently tested before use. 
• the effects ofvaccines are continuously monitored. 
• the routine vaccines are safe. 
• vaccine scares are common. 

(ii) The Joint Committee considers that the setting up of the. ISPP is an 
important development to give people confidence about the safety ofvaccines. 

Recommendations 
9.34 The Joint Committee recommends that the Irish Medicines Board should in its 

annual report outlining its activities for each year include information on: 
the number and nature of adverse reaction reports received from healthcare 
professionals relating to vaccines and the procedure for dealing with these; 
the number and nature of Periodic Safety Update Reports from 
manufacturers; 
its exchanges with other regulatory authorities worldwide; 
the procedures in place to rapidly implement measures to ensure the safe 
use of medical products including product recall; 
recent activities of the ISPP. 
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10. Safety Issues in Relation to Specific Vaccines other than 
·M.M.R. 

Pertussis· 
10.1 Because of the decrease in the incidence of pertussis over the Course of the 

twentieth century it is difficult to fully appreciate how serious a condition it 
can be. At the end of the nineteenth century in the UK one child in every 
thousand under the age of fifteen died from the disease. In the US in the early 
1940' s it caused more deaths in children under tWo years-of-age than any other 
acute infection besides pneumonia and diarrhoeas. 

10.2 One important demonstration of the efficacy of immunisation, including 
pertussis immunisation, is the observed increase in incidence of diseases that 
occurs when there is a decline in immunisation rates in a previously well
immunised population. In the UK during the 1970s concern about the efficacy 
of the pertussis vaccine led to a decline in immunisation rates. There followed 
two epidemics in 1977-79 and 1981-82. 

10.3 In Japan in 1974-5 two children died following DTP immunisation. The 
Ministry of Health and Welfare temporarily halted the DTP immunisation 
programme, and though this only lasted a couple of months public confidence 
had been eroded. The DTP immunisation rate, which had reached 85% by 
1972 fell to 13.6% in 1976. 

10.4 The following table shows the figures for the cases of pertussis, and deaths 
from the disease, for the years just prior to the decline in DTP immunisation 
(1974-5) and for the years following<6). 

Table 7: Pertussis cases and deaths in Japan 1970-79. Immunisation 
suspended in early 1975. 

Year 

1970 
1971 
1972 
1973 
1974 
1975 
1976 
1977 
1978 
1979 

Cases 

655 
206 
269 
364 
393 
1,084 
2,508 
5,450 
9,626 
13,092 

Deaths 

5 
4 
2 
4 
o 
5 
20 
20 
32 
41 

10.5 Ninety percent (90%) of the cases from 1975 onwards were in unvaccinated 
children. These figures were thought to clearly demonstrate "the importance 
and effectiveness·ofpertussis vaccine", and also served to provide "convincing 
evidence that pertussis is still a fatal disease of babies ... " . 
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10.6 In Sweden immunisation against pertussis·was suspended in 1979 in response 
to concerns about the efficacy of the vaccine then in use. Following 
suspension of immunisation there was an mcreasein reported cases of 
pertussis in Sweden. In many areas of Sweden general immunisation against 

·10.7 

10.8 

10.9 

10.10 

10.11 

· whooping cough was recommended in 1995. This decision was based upon 
the results of trials of newer acellular vapcines(6). 

DTPandSIDS 
. Another expressed concern regarding immunisation, particularly with the 
DTP, is a possible link with Sudden Infant Death Syndrome (SIDS). The peak 
time for SIDS is between two and four months of age, which is also the 
recommended time for the first two dosed of DTP. We would therefore expect 
many cases· of SIDS to occur in close time proximity to immunisation merely 
by chance. 

One of the points frequently mentioned by the anti vaccination lobby is the 
decline in the SIDS rate in Japan following the shift in age of immunisation to 
two years. In Japan during the period concerned there was in place a Vaccine 
Compensation System. . Compensation was commonly awarded for events 
considered possibly due to immunisation, unless there was clear evidence that 

· this was not the case. Approximately two thirds of claims submitted were 
accepted. 

When the minimum immunisation age was moved from three months to two 
years there were no claims made through the compensation system for 
vaccine-related sudden death. Claims for vaccine related sudden death 
stopped, not because children were no longer dying, but because their deaths 
no longer occurred during a period when they were also receiving 

. . 
immunisation. 

During the period 1970-74, when DTP immunisation was begun at three 
months the incidence of pertussis in children aged under one was 
approximately four per 100,000. In 1975 the minimum immunisation age was 
moved to two years, and by 1984 the incidence. of pertussis in children aged 
under one was over 20 per 100,000. These figures demonstrate well the 
expected change in pertussis epidemiology following shift in immunisation 
age(6) (26). 

In recent years, however, epidemiological evidence indicates that infants 
immunised against diphtheria, pertussis and tetanus (DPT) are at a decreased 

. risk of sudden infant death syndrome (SIDS). A recent paper explains the 
mechanisms through which this may occu:rC2

7). 

Meningococcal C vaccine 
10.12 ·This vaccine was introduced in Ireland in October 2000. There were reports in 

· the press of eleven deaths in the UK alleged to be linked to the administration 
of the MenG meningococcal vaccine during. the national vaccination 
campaign. These cases were examined in the course of a routine follow-up of 
reporting of suspected adverSe events by .the . Medicines Control Agency 
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(MCA) and the Committee on Safety of Medicines (CSM) and found to be 
unlikely to be associated with the use of the vaccine. Six cases were Sudden. 
Infant Death Syndrome (SIDS), two had congenital heart disease, two died of 
Group B meningococcal disease and one had· a convulsion· 10 days after 
vaccination. All the deaths are regarded as coincidental rather than causally 
related to vaccination. The MCA report in June 2000 cited 4764 reports of 
possible adverse effects in the CQntext of almost 14 million doses distributed, a 
level defined by. the World Health Organisation as 'very rare'. In a· 
vaccination programme on such a scale it is inevitable that serious illness and 
death Unrelated to vaccination will coincide temporally on a number of 
occasions(2B) . 

Polio 
10.13 Polio vaccines manufactured from the early 1950s to the early 1960s, which 

by necessity were produCed on monkey kidney tissue cells, were later found to 
. be contaminated by a monkey virus known. as SV40, w:hich was not 

discovered until 1961. Although steps were immediately taken to ensure that 
subsequent releases of vaccine were free of SV 40, vaccine recipients around 
the world were likely to have been exposed to the virus. Initial work done to 

•. determine whether the contamination posed a risk to humans found no 
increase in cancer incidence in the vaccinated group and found SV 40 in rare 
cancers in both vaccinated and unvaccinated groups. More recent studies, 
which received considerable publicity, have suggested that SV 40 could be 
involved in the formation of some very rare human cancers. 

10.14 An international meeting to discuss the study findings and review all historical 
data concluded that more work should be done in the areas of laboratory 
testing and epidemiology before more definitive answers could be obtained(26). 

Rotavirus 
10.15 This vaccine is. not licensed for use in Ireland. Controversy regarding the 

vaccine was recently reported by the media. There may be an increased risk of 
intussusception during the first few weeks after receipt of the licensed vaccine. 
The Centres for Disease Control and Prevention (CDC) received reports of 23 
cases of intussusception after receipt of doses 1,2, or 3 of rotavirus vaccine 
which was greater than the. expected number of cases, with. the highest rate 
during the first week after· vaccination. These initial data suggest that 
intussusception occurs at a younger age in vaccine recipients than in 
unvaccinated children. 

10.16 As a result of this concern the American Academy of Pediatrics (AAP) made 
the following recommendations: 

Clinicians should suspend administration of rotavirus vaccine to 
unimmunised and partially iIDmunised children, pending collection and . 
evaluation of additional information. 

.. . Parents or guardians of children who received the vaccine withlD. a period 
of approximately 3 weeks should be advised to promptly contact· their 
physician if signs or symptoms compatible with intussusception develop. ' 
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All cases of intussusception that occur after administration of this vaccine 
should be reported to the relevant agencies(29). 

RubeUa vaccine and arthritis 
10.17 Infection with the rubella virus is well known to produce joint symptoms in 

susceptible individuals, especially women. The later the exposure, the more 
likely the individual is to have joint complaints. In rare cases, chronic arthritis 
may develop. The rubella vaccine, therefore, was also thought to be 
responsible for similar effects, though not to the same extent as the disease. 
Two studies have closely examinied the question of rubella vaccination and 
joint disease. The first study which was carried out in Canada examined 546 
healthy women aged 18 to 41 years. This study revealed that seronegative 
postpartum women who received the rubella vaccine had a significantly higher 
incidence of joint manifestations than women who received saline placebo. 
Eighty-one of the 268 women who received the vaccine experienced acute 
joint manifestations, while only 55 of the 275 women who received the 
placebo developed problems. By contrast, in follow-up checks at age one, 
three, six, nine and 12 months after immunisation, the frequency of recurrent 
manifestations between the two test groups varied only slightly(30). . 

10.18 Additional original research, conducted in the United States found that women 
vaccinated· against rubella do not appear to have a greater risk of developing 
chronic joint diseases, such as· arthritis, lupus, chronic fatigue syndrome or 
fibromyalgia. The data were based on an examination of more than 400 
women, including some who had never been vaccinated against the infection. 
The authors concluded that despite the fact that preVious research had 
suggested that a link might exist, the new findings support the continued 
vaccination of rubella-susceptible women of childbearing age(3l). 
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11. The controversy surrounding MMR, inflammatory bowel 
disease(IBD) and autism 

11.1 The recent controversy regarding MMR vaccination, inflammatory bowel 
disease. and autism originated following a press conference called by Dr. 
Andrew Wakefield of the Royal Free Hospital 'and his co:"workers. At this 
press conference Dr .. Wakefield outlined his hypothesis that MMR vaccine 
was implicated in the appearance of a new syndrome where children 
developed inflammatory bowel disease and a regressive development disorder 
- a form of autism. He had previously tried to implicate measles vaccine in 
the causation of Crohn's disease but independent opinion had refuted this. 

11.2 The investigators had studied a case series of children with enterocolitis who 
had reported regression of neurodevelopmental skills. All these children were 
referred to a gastroenterology clinic. 12 patients were in the study and it 
involved retrospective parental reporting of developmental delay. The 
investigators suggested that there was a relationship between receipt of MMR 
vaccine and inflammatory bowel di,sease. They hypothesised that 
inflammatory bowel disease prevents absorption· of essential vitaniins and 
nutrients resulting in developmental disorders such as autism. However, in at 
least 4 of the 12 cases onset of symptoms (developmental regression) appeared 
before the onset of symptoms of inflammatory disease. The authors of the 
paper actually stated "We did not prove an association between MMR vaccine 
and the syndrome described.Virological studies are underway that may help 
to resolve the issue. "(32) 

11.3 Numerous methodological faults are present in this study. Other studies have 
failed to demonstrate a link between these diseases. However the damage 
caused by media attention at the time of publication has not been rever$ed 
despite subsequent publications which have been unable to· show such a link. 

11.4 At a subsequent meeting in March 1998 organised by the Medical Research 
Council a worldwide panel of. independent experts reviewed all the data 
surrounding the· hypothesis and concluded that. there was no association 
between the MMR vaccine and the development of inflammatory bowel 
disease or autism. 

11.5 On the 24th March 1998 the Chief Medical Officer (CMO) of Health in the UK 
issued the following statement: 

"Based on the views of the· experts and on previous material that I have 
studied I have concluded that there is no link between MMR vaccine or MMR 
immunisation and either Crohn's disease or autism. 

I strongly advise parents to continue to have their children immunised with 
MMR vaccine as presently recommended and I am writing to all health 
professionals with that advice." . . 

11.6 In July 1998, a second paper was published by the Royal Free team which 
gave the results of thevirological study mentioned above~ This study was . 
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unable to demonstrate the presence of measles virus iri the lesions of mD in 
the children even though the most sensitive screening techniques currently 
available were used(33). 

11.7 A paper, which was published in July 1998 by a Swedish research team, 
provided further evidence·to disprove the alleged link between MMR vaccine 
and autism. The researchers examined the medical records of a group of 
children with autism, 55% of whom had not received MMR vaccine and 45% 
of whom had. In these two groups, 62% of the cases of autism occurred in the 
unvaccinated children and 38% in the vaccinated(34). 

11.8 In Finland, the National Board of Health and National Public Health Institute 
launched a vaccination programme against measles, mumps and rubella in 
1982. Adverse events were reported after vaccination and follow-up of all 
cases reportiilg gastrointestinal symptoms was done. About 3 million doses 
were administered by the end of 1996. GI symptoms were reported for 31 
vaccine recipients. The time of onset of GI symptoms ranged from 20 hours to 
15 days. None of these children developed autistic-spectrum disorder. More 
than a decades worth of data did not support a link between MMR vaccination· 
and chronic inflammatory disease and autistic spectrum disorderi35). 

11.9 A review of children in the·East Thames region was also done. Children with 
autism born since 1979 were identified from special needs/disabilities 
registers. 293 out of 498 cases of autism could be confirmed using ICD 10 
coding. A steady increase in cases by year of birth was seen and there w~ no 
sudden "step-up" or change in the trend line after the introduction of MMR 
vaccination. There was no difference in age at diagnosis between cases 
vaccinated before or after 18 months of age and those never vaccinated. No 
temporal association was shown between onset of autism within 1 or 2 years 
after vaccination with MMR(36). 

11.10 In April 2000 an expert group of scientists and doctors brought together by the 
Medical Research Council published a report which concluded that there is no 
new evidence to suggest a causa11ink between MMR vaccination and autism 
or inflammatory bowel disease. The group was set up following an ad hoc 

. meeting of experts in March 1998 to steer and monitor research into 
inflammatory bowel disorders and autism. The group's main conclUsions 
were that. between March 1998 and September 1999 there was no new 
evidence to suggest a causal link between MMR and mD/autism (confinning . 
the earlier view of the ad-hoc group) and that much remains unknown about 
mD and autism and more research in these areas is needed(37). 

11.11 An editorial in the BM] commented on similarities between the public concern 
after the Lancet report linking measles, mumps and rubella (MMR) vaccine 
with autism and similar scares over pertussis in the 1970s, which resulted in 
much suffering and many deaths from pertussis both in Britain and 
internationally.· . 

11.12 The authors commented that the WHO found no links between m~les, 
MMR, and inflammatory bowel disease and a survey of conditions associated 
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with autism did not mention inflammatory bowel disease. A rise seen in the 
incidence of autism started over a decade before the introduction of the MMR 
in 1998. Unproved theories are no basis for dropping a vaccine of proved 

. global safety and effectiveness. . 

. 11.13 In the American Journal· of Gastroenterology, September 2000 Dr.W akefield 
(et al) reported on atotal.60.children with developmental disorders (primarily . 
autism) and compared their ileocolonoscopic findings (both macroscopic and 
historical) with those of 22 "control" children and 20 with ulcerative colitis. 
In all, 93%· of effected children had lymphoid nodular hyperplasia (LNH) in 
comparison to 29% of "controls" and chronic colitis was identified in 88% of 
effected children in comparison to 5% ·of "controls". The authors concluded 
that children with developmental disorders frequently exhibit a new variant of 
inflammatory bowel disease "autistic enterocolitis". 

11.14 The Chairman, Rep. Dan Burton, of the Government Reform Committee, US 
House of Representatives referred to Dr. Wakefield's and Professor O'Leary's 
research as having uncovered a possible connection between inflammatory 
bowel disorder in children with autism who received the MMR vaccine and 
have the measles virus in their·small intestines when they appeared before that 
committee to give evidence on "Autism: Present challenge,Future needs. Why . 
the increased rates?" in April 2000. 

11.15 DrS. A. Wakefield and S.M. Montgomery published an article in Adverse 
Drug Reaction and Toxicologica Reviews ("Measles, mumps, rubella 
vaccines: Through a glass darkly", 29 January 2001) suggesting that theMMR . 
vaccines were licensed prematurely. . 

11.16 The World Health Organisation issued a statement in response to the article as 
follows:· . 

''WHO has noted that other scientists have not been able to reproduce the 
results clain1ed by Or Wakefield and his team regarding measles virus in the 
gut. His published observations regarding the onset of autism following 
administration ofMMR vaccine do not meet the scientific criteria required to 
suggest that the vaccine is the cause. Other studies not cited by Dr Wakefield 
·find no link with autism or Crohn's disease." 

WHO Position 
WHO strongly endorses the use of MMR (measles, mumps and rubella) 

. vaccine on the grounds of its convincing record of safety and efficacy. 
The combination vaccine is recommended rather than monovalent presentation 
when available and the disease burden justifies its use. . 
There has been no new scientific evidence·that would suggest impaired safety 
of MMR. On the contrary, all results from vaccine trials published reaffirm the 
high safety and efficacy of MMR vaccine. 

11.i 7 The Centers for Disease Control in the D.S. have advised that splitting the 
MMR vaccine may be harmful because it would expose children unnecesSarily . 
to potential serious disease. For instance if rubella vaccine was delayed 
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continued transmission of the virus could result in· additional cases of 
congenital rubella syndrome, which is one of the recognised causes of autism. 

11.18 In the BMJ (February 2001) James AKaye et al studied children aged 12 years 
or younger diagnosed with autism 1988-99, with further analysis of boys aged 
2 to 5 years born 1988-93 to estimate changes in the risk of autism and assess 
the relation of autism to the mumps, measles and rubella (MMR) vaccine. 

Results: The incidence of newly diagnosed autism increased sevenfold, from 
0.3 per 10 000 person years in 1988 to 2.1 per 10 000 person years in 1999. 
The peak incidence was among 3 and 4 year olds, and 83% (254/305) of cases 
were boys. In an annual birth cohort analysis of 114 boys born in 1988-93, the 
risk of autism in 2 to 5 year old boys increased nearly fourfold over time, from . 
8 (95% confidence interval 4 to 14) per 10 000 for boys born in 1988 to 29 (20 
to 43) per 10000 for boys born in 1993. For the same annual birth cOhorts the 
prevalence of MMR vaccination was over 95%. 

Conclusions: Because the incidence of autism among 2 to 5 year olds 
increased markedly among boys born in each year separately from 1988 to 
1993 while MMR vaccine coverage was over 95% for successive annual birth 
cohorts, the data provide evidence that no correlation exists between the 
prevalence of 'MMR vaccination and the rapid increase in the risk of autism 
over time. The explanation for the marked increase in risk of the diagnosis of 
autism in the past decade remains uncertain. 

11.19 Dr. Wakefield and Professor O'Leary gave evidence on their research before 
the Joint Committee on 22 March 2001. During his evidence Dr. Wakefield 
indicated that he was not in any way anti-vaccine. He indicated the 
researchers believe that there may be a synergetic interaction between the 
components of the vaccine which increases the risk of an adverse event and 
that we have the ability with the single vaccines to prevent this interaction 
between the viruses. 

Prof. O'Leary indicated that children must be vaccinated and nothing in his 
testimony should be considered anti-vaccine. . 

11.20 The following statement of Marie M. Bristol-Power, Ph.D., co-ordinator, 
Network of the Neurobiology and Genetics of Autism, National Institute of 
Child Health and Human Development, National Institutes of Health before 
the Committee on Government Reform, V.S. House of Representatives, 18 
June 2000 may give the most up to date position on the controversy 
surrounding MMR, ffiD and autism: 

Introduction 
Autism is a developmental disorder that affects the most central of human 
behaviors-the ability to communicate, to interact socially and emotionally 
with others, and to have the broad repertoire of skills and knowledge needed 
to easily take one's place in the worlds of work and leisure. The great 
variability in expression of autism and related disorders indicates the 
complexity of the puzzle this disorder presents. Genetic, infectious, metabolic, 
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immunologic, . and possible environmental influences have been implicated as 
possible causes or triggers of autism. 

We believe that no single cause will account for all cases of autism (and the 
range of Autism Spectrum Disorders), nor will anyone. intervention or 
treatment prevent or ~'cure" all its manifestations. Autism might be better 
understood as a class of disorders. Solving the puzzle of autism will be like 
peeling an onion, one layer at a time. To date, the gene, protein product, and 
some understanding of mechanisms have been found for Fragile x: once 
defined as a form of autism. This past year, a major gene for Rett's syndrome, 
one of the Autism Spectrum Disorders, was identified. Genetic "hots pots " for 
autism have been discpvered by independent, international groups of 
researchers using common diagnostic criteria. Promising work also continues 
on candidate genes such as on chromosome 15ql1-13, and the serotonin 
transporter gene. The current consensus is that autism probably involves 
multiple genes that interact in some complex way to make individuals 
genetically susceptible to Autism Spectrum Disorders. The scientific challenge 
is to identify both the genetic basis for the disorder and the other influences 
that might lead to or precipitate autism in susceptible individuals. 

Regression in Autism , 
There are two modes of presentation of autism-one, thought to be true for the 
majority of children with autism, in which the child has symptoms from birth, 
and a second, historically considered to constitute 20-30% of all cases, in 
which the child apparently develops normally and then loses fonctional 
communication and social skills, usually between 18-24 months. Recent 
reports suggest that the relative proportion of early onset to later onset 
regressive autism may be changing. Further research is needed to verify these 
reports. In any case, at this time, there is not a proven explanation why some 
children appear to develop nonn.ally and then regress .. As with the overall 
etiology of autism, there is' likely to be a variety of causes of autistic 
regresSion. In fact, a number of other developmental disorders, caused by a 
number of different mechanisms-genetic, metabolic, neurologic, immunologic 
and combinations of these mechanisms-are characterized by periods of 
normal development followed by regression. At the NIH, Scientifically 
defensible mechanisms will be investigated .so that the tragedy of wlrious 
forms of regressive autism can be understood and ultimately prevented. The 
NIH supports research in these areas, and encourages the submission of 
research applications on these different mechanisms. Currently supported 
studies in these areas include research at the University of UtahlUtah State on 
a possible immuno-genetic basis for autism and at the University of Rochester 
on the interaction of genes and environment in at least a subset of cases of 
autism. 

Vaccines and Autism 
Recent reports in the literature and testimony before this Committee have 
raised the possibility of a link between vaccines, especially the MMRvaccine, 
and regressive autism, a particular concern given the importance of vaccines 
to the health of America's children. A related concern has been raised about 
the possibility of a link between mercury and autism resulting from exposure 

67 



to preservatives such as thimersol in cumulative infant vaccinations~ Since it is 
clear that vaccines are safe and effective for the vast majority of children, 
such reports raise the .question of whether or not some children may suffer 
adverse events from vaccines that are helpful to the vast majority of children 
who receive them. 

Even before recent letters to the Secretary of Health and Human Services were 
received from the Chairman and Ranking Member of this Committee, the NIH 
was looking very carefully at the suggestions raised by cQngressional. 
witnesses. and others on what causes autistic regression. The results of current 
studies are inadequate to draw conclusions that would have far.;.reaching 
effects on children's vaccination programs. However, these results are of 
sufficient concern that they must be addressed. The NIH is taking a number of 
different approaches to get information needed as rapidly as possible to 
determine the merit of these recent concerns. 

In addition to pursuing ongoing research on the various causes 0/ autism, the 
NICHD, with co-fundingfrom CDC, has begun a study of regression in 1,000 
persons with autism through the Network on the Neurobiology and Genetics of 
Autism of the Collaborative Programs of Excellence in Autism supported by 
the NICHD and the National Institute on Deafness and Other Communication 
Disorders, A minimum of 200 children with documented regressive autism will 
be compared with matched groups of children with early onset autism and 200 
normally developing control children. Group comparisons (early onset autism, 
regressive autism, and normal development) will include 
presence/absence/duration of normal development, age at regression, 
vaccination histories of children and of mothers (i.e., maternal vaccination 
before, during, or after pregnancy), measles antibody levels, and association 
of vaccine additives and autism. The study provides for independent, blina' 
assessment of laboratory samples. Analyses will re-examine the hypotheses of 
Drs. Singh, Wakefield, and 0 'Leary. Initial laboratory assessments will 
include comparisons of immunity to measles using ELISA and other related 
tests of antibody levels and presence of measles virus nucleic acids in 
peripheral white blood cells using Real Time (RT) PCR. Subsequent 
assessments may include immunity to other components of the MMR vaccine, 
immune responses to DTP vaccine (including thimerosal), immune responses 
to host proteins, and transcript profiling using expression arrays representing 
infectious agents. 

Since no one study will be definitive, the NIH is also eagerly awaiting the 
reports and research recommendations on this topic expected to come from an 
established blue ribbon panel at the American Academy of Pediatrics, and 
another panel of experts about to be established by the National Academy of 
Sciences/Institute of Medicine. 

Retrospective research and literature reviews will provide valuable 
information. However, a prospective, longitudinal study is ultimately needed 
to determine the contributions of both genes and environments to healthy 
development and to the onset of developmental disorders such as autism. A 
national initiative, involving the NICHD and other NIH institutes, CDC, EPA, 
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other federal agencies, and independent research laboratories is needed to 
study the developmental course of autism and other disorders in the context of 

. normal development. Such an effort would involve following a minimum of 
100,000 to 150,000 children and youth from pregnancy through at least 21-
years of age, collecting both biological and behavioural measures, including 
vaccination history and exposure to other environmental toxins, diet,· and 
other influences. The NICHD is working with the other agencies to initiate the 
planning for such a study. The recent announcement of the imminent 
completion of the description of the human genome signals the beginning of a 
new era of genetic medicine. We must pursue knowledge of the role of 
environmental· influences in the course of autism and other developmental 
disorders with the same diligence we are applying to understand the 
underlying genetic susceptibility to autism. 

At the same time, we must be vigilant that we do not overlook alternative 
explanations for autism and for regression. For example, recent research by 
Dr. Karin Nelson of the National Institute of Neurological Disorders and 
Stroke has identified. potential biological markers present at birth that 
distinguish infants with autism or mental retardation from infants with 
cerebral palsy and from normal infants. This research, as well as work by Dr. 
Patricia Rodier at the University of Rochester that suggests onset of autism as 
early as the first three weeks. of gestation, raises questions about the impact of 
postnatal influences on the onset of autism. Similarly, possible metabolic or 
other infectious sources of autism etiology must also be explored. All 
hypotheses must be open to independent testing and researchers held 
accountable to the rules of evidence and peer review. 

11.21 In April 2001 the "Measles-Mumps-Rubella Vaccine and Autism Report" was 
released in the V.S. by the Institute of Medicine's Committee on Immunisation 
Safety Review. In this report the Committee concluded that: 

• the evidence favours . rejection of a causal relationship at the population 
level between MMR vaccine and ASD. 

• the preceding conclusion did not exclude the possibility that MMR 
vaccines could contribute to ASD in a small number of children. 

• because of the limitations of the evidence, the significant public concern 
surrounding the issue, the risk of disease outbreaks· if immunisation rates 
fall and the seriousness of ASD continued attention should be given to the 
issue. 

The Committee did not recommend a policy review at the time of the licensure· 
of MMR vaccine or of the current schedule and recommendations regarding 
administration ofMMR vaccine. 

Conclusions 
11.22 The Joint Committee considers that: 

there is no evidence of a proven link between MMRand autism. 
there is no .evidence to show that the separate vaccines are any safer than 
the combined MMR vaccine. 
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Babies are very susceptible to measles, mumps and rubella, which are 
.killer diseases, so they much be protected as soon as possible and this can 
only be done with the MMR vaccine. 
Giving separate measles, mumps and rubella vaccines would leave 
children unnecessarily exposed and vulnerable. 

Recommendation 
11.23 (i) The Irish Medicines Board should in its Annual Report provide up to date 

information on funded research by the NIH and CDC in the V.S. and any other 
agency on all aspects of ASD. Relevant information from private research 
such as the MIND Institute (Medical Investigation of Neurodevelopment 
Disorders) at the Vniversity of California, Davis School of Medicine and 
Medical Centre and NIDS (The Neuroimmune Dysfunction Syndrome 
Institute) in California should also be included. . 

(ii) Further research into methods of childhood immunisation including MMR 
and the pros and cons of the single vaccine be encouraged. 
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12. Risks of Vaccine-Preventable Disease Vs Risks of the Vaccine 

. 12.1 The Centres for Disease Control in Atlanta USA have published information 
on the risks of adverse events after vaccines and also on the risks of 
complications or adverse events after the disease itself. This data is collated 
below. 

12.2 Diphtheria 

Diphtheria Diphtheria Vaccine 

• About 1 in 10 people who get. • Swelling· and redness at injection 
diphtheria dies from it site common; may get localised 
(pneumonia, . respiratory failure, nodule at injection site - usually 
heart failure). Case fatality disappears 
changed little in 50 years. 

• Toxin release causes myocarditis • Hypersensitivity reaction may occur 
and neuritis. especially in those with multiple 

. prior boosters. . 

• Tonsillitis, pharyngitis • Malaise, transient fever and 
(hoarseness), membrane formation headache may occur 
can cause dysphagia, respiratory 
obstruction. Oedema causes ''bull 
neck", coma and death. 

• Rarely generalised urticaria, 
anaphylaxis or neurological 
complications reported. 

12.3 Pertussis 

I Pertussis Complications (%) Pertussis Vaccine (% 1st DTP) (%200 DTP) 

• Pneumonia 9.5 • Sore spot 25 9 
(17% in infants < 6mths) 

• Convulsions 1.4 I. Cry> 3hrs 0.4 0.04 

•• Encephalopathy 0.2 • High Fever 0.24 0.04 

• Death 0.2 • Convulsions 0.02 0.007 

• Hospitalisation 0.2 • Acute limpness 0.07 -
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12.4 Tetanus 

Tetanus Tetanus Vaccine 

• 30% mortality, increased m the • Pain and redness at site may persist 
elderly for several days - nodules at 

injection site may persist for several . 
weeks: 

• Causes "lockjaw" • Hypersensitivity reaction 
occasionally reported with 
extensive swelling elbow to 
shoulder, more often in adults who 
have received frequent doses of 
tetanus toxoid. 

• Uncontrollable muscle spasm can • General reactions (headache, 
cause spinal or long bone lethargy, malaise, myalgia: (muscle 
fractures. pain) and high temperature) 

uncommon. 

• Other complications include • Acute anaphylaxis and urticaria 
hypertension, cardiac artythmias, may occasionally occur and very 
aspiration pneumonia, pulmonary rarely peripheral neuropathy. 
embolii and coma. 

12.5 BaemophiJus Influenzae (HIB) 

Bib Disease Bib Vaccine 

• Prior to vaccine in 1992, Hib • .. Hib vaccine is one of the safest of 
caused 1/3 of cases of bacterial all vaccines and has reduced the 
meningitis. number of cases in Ireland from 

80-100 per year to under 8 cases 
. per year. 

• Affected 1 in 600 children under • Swelling, redness and/or pain in 
5. 5-30% recipients, usually resolves 

within 12-24 hours. 

• 60% of cases: Hib meningitis • About 1 in 50 get a fever that 
with 3-4% fatality and· 15-30% responds to paracetamol. 
serious sequelae including 
deafness, convulsions and 

. intellectual impairment 

• 40% of cases: epiglottitis, • Swelling and redness at site of 
osteomyelitis, arthritis, cellulitis, injection in up to 10% - usually 
pneumonia and septicaemia. resolves within 24 hours. 
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12.6 Polio 

Polio Vaccine Acquired Polio 

• 0.1-10% of cases associated with • 1 in 1.4 million 1 st doses - less 
paralysis depending on age at likely with 2nd/3rd dose. 
which infected 

• 5-10% mortality associated with • 1 in 2 million contacts of a 
paralytic cases vaccinated child can get polio but 

not if they have been immunised. 
Can be avoided by strict hygiene 
measures post-vaccine. 

12.7 Measles 

Measles MMRVaccine 

• All get rash and fever • 5% get rash or 5-15% fever at 7-
12 days lasting .1-2 days. 

• 1 in 20 get ear infections, • 1 in 2000 get ear infections. 
diarrhoea. 

•• 6 in 100 get pneumonia • 1 in 1000 are hospitalised 
I. 18 in 100 are hospitalised • 1 m 1000 get convulsions 

(febrile) 

• 1 in 1000 get encephalitis • <1 in 1,000,000 get 
encephalophathy 

• 2 in 1000 will die from it • Joint symptoms 25% (adult 
women) 

• 5-10 in a million get SSPE • Thrombocytopenia <1130,000 
doses 
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Mumps 

Mumps·· Mumps Vaccine 

• Fever, headache, swollen salivary • Serious reactions :from mumps 
glands in 30-40% vaccine are extremely rare -:- mini 

mumps. 

• Was one of the main causes of • Very rare neurological signs but 
acquired deafness m children, no long term effects (meningitis 1 
1120,000 cases reported. in SO,OOO to 1 in a million doses). 

• 1 in 10 got meningitis, resolves • . Swollen salivary glands and fever 
. in 3-10 days. reported rarely . 

• Encophalitis rare «21100,000) • eNS reactions including deafness 
rarely reported (1 in a million 
doses). 

• 1 in 4 teenage of adult males get 
a painful swelling of the testicles 
(SO% get some degree of 
testicular atrophy, but sterility is 
rare.) 

• Deaths 1';3· in 10,000 in recent 
years in the USA. 

12.9 Rubella 

Rubella Rubella Vaccine 

• Rash, low fever, swollen glands • S-IO% low grade fever and rash 

• Joint problems (arthralgia or • Up to 40% of susceptible adult 
arthritis) in adult females in up to females (>2S) have transient 
70%. arthralgia after rubella vaccine. 

• 1 in 3000 get thrombocytopenic • Thrombocytopenia <1130,000. 
purpura (gastrointestinal, cerebral 
or intrarenal haemorrhage may 
occur). 

• ·1 iri SOOO get encephalitis • Encephalopathy <1,000,000 doses 
(MMR) -

• Congenital rubella syndrome in 
up to 8S% of infants infected in 
the first trimester of pregnancy -
causes deafness, cataracts, heart 
defects, microcephaly, mental 
retardation, liver arid spleen 
damage, diabetes. 
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Conclusion 
12.10 The Joint Committee considers that information as indicated at 12.2 to 12.9 

and for Meningococcal C, if available would be usefulto parents/guardians in 
making informed decisions relating to vaccines . 

. Recommendation 
12.11 Information comparing the risks of each vaccine preventable disease to· the 

risk of each vaccine should b.e prepared by the appropriate authority, after 
consultation with relevant agencies, and circulated by each Health Board to 
parents/guardians on the first contact. 
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13. . Compensation 

13.1 Despite all the efforts to make vaccines as safe as possible~ a small number of 
vaccine recipients will experience serious adverse reactions. The issue of 
appropriate compensation for these children is one that should be addressed by 
any countries with an immunisation programme in place. The US and Britain 
are examples of countries which have a programme in place to address this 
issue. 

Britain 
13.2 The British Government, through the Vaccine Damage Payments Act 1979, 

has accepted that some children have been disabled to a level of 80% below 
normality. It is now paying £100,000 as a once-off payment to those so 
assessed. Up to March 1998 about 900 children had been awarded vaccine 
damage payments . 

. U.S. 
13.3 In order to reduce the liability of manufacturers and health care proViders, the 

National Childhood Injury Act of 1986 established the National Vaccine 
Injury Compensation Progrf:UllIIle (NVICP) in the US. The NVCIP is a 
Federal no-fault system designed to compensate individuals or families 
thought to be injured by childhood vaccines. No fault means that people filing 
claims are not required to prove negligence on the part of either the health care 
provider or manufacturer to receive compensation. The programme covers all 
routinely recommended childhood vaccinations. Cases are filed with the US 
Court of Federal claims, which decides which claims are eligible for 
compensation and the award amount. 

13.4 In order to avoid disagreements over what is vaccine-related, Congress created 
a Vaccine Injury Table as a legal mechanism to simplify such decisions. This 
table was developed by a panel of experts who reviewed the medical literature 
and identified the serious adverse events that are reasonably certain to be 
caused by vaccines. Examples of table injuries include anaphylaxis (severe 
allergic reaction), paralytic polio and encephalopathy (general brain disorder). 
The Vaccine Injury Table was created to justly compensate those injured by 
vaccines while separating out unrelated claims. As more information becomes 
available from research on vaccine side effects, the Vaccine Injury Table is 
updated. A vaccine is "presumed" to have caused injury if cl listed condition 
occurred in a specified time frame following vaccination. Since this is nota 
scientific determination, compensation claims may reflect. both medical 
conditions that occur naturally in individuals (e.g. epilepsy) not necessarily 
tied to vaccination, as well as, true vaccine-related injuries .. 

13.5 Individuals and their families can qualify for cOmpensation in three ways. 
First, is to show that an injury found on the Vaccine Injury Table occurred in 
the appropriate time interval following immunisation. The other two ways to 
qualify include proving that the vaccine caused the condition or demonstrating 
that the vaccine worsened a pre-existing condition. 
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13.6 The Advisory Committee on Childhood Vaccines (ACCV) of tllt~ Department 
of Health and Human Sernces has worked continuously to make a good 
programme better. The members of the ACCV include parents of children 
thought to have been injured by vaccines, their attorneys, representatives of· 

. vaccine . companies, and recognised medical experts in childhood diseases. 
Together this diverse body developed and approved a series . of 
recommendations that formed the basis for amending legislation proposed in 
1999. This legislation included many enhancements aimed at making the 
NVICP even more streamlined and less adversarial for its intended 
benefiCiaries. The proposals included doubling the statutory time limit for 
filing a claim, expanding compensation to families and simplifying the process 
for adjudicating claims. A draft bill titled the ''Vaccine Injury Compensation 
Programme Amendments of 1999" was sent to the Congress in June 1999. 

13.7 By August 1999 more than 1,400 families had received .the benefit of the 
Compensation Progi"amme through awards totalling in excess of$1 Billion. 

Conclusion 
13.8 The Joint Committee considers that in the light of the huge benefits of 

immunisation and the small number of children who experience serious 
adverse reactions a no-fault compensation scheme should be introduced in 
Ireland as soon as possible. 

Recommendations 
13.9 Legislation to provide for a National Vaccine Injury Compensation scheme 

should be drawn up at the earliest possible date. 
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14 Summary of some suggestions and recommendations received· 
by the Joint Committee 

Administration . 
1. Appointment of a National Immunisation Co-ordinator to oversee and 

streamline the effective implementation of all immunisation initiatives. 

2. A Central Vaccines Planning/Control Unit should be established within the 
Department with overall responsibility for procurement, logistics, planning 
and promotion. 

3. Appoint regional immunisation co-ordinators to assist in: 
implementation of new vaccines 
changes to the schedule 
cascade information to health professionals in the field. 

4. Information technology to support accurate database, timely vaccinations, 
facilitate surveillance and improve data collection must be harnessed more 
effectively. 

5. Assign a specific and unchanging· Personal· Identification Number to each 
child to facilitate detachment & reattachment due to mobility and to facilitate 
Public Health follow up. 

6. Down-line transfer of immunisation data is available in some Health Boards 
and needs to be widely available. 

7. Protocols/screening processes should be developed and put into effect for 
identifying persons vulnex:able to adverse reactions before a child is 
vaccinated. 

8. There should be statutory reporting of vaccine reactions .. 

9. There should be an independent body constantly monitoring vaccine safety, 
effectiveness and health trends. 

10. Screening techniques should be made mandatory. 

11. Introduce accelerated schedule of primary vaccines at 2,3,4 months to 
substantially overcome the problem of mobility. 

12. Health Boards should provide feedback to each G.P. on their performance 
twice a year. 

13. Health Boards should send postalreminders to parents when vaccines are due 
and advise G.P.'s when children are defaulting . 

. .. 
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14. The vital role played by Public Health Nurses (PHN's) in achieving 
immunisation update targets should be acknowledged, enchanced and 
properly negotiated. 

15. Immunisation should be seen as a nursing activity either in the clinics or with 
the introduction of a domiciliary immunisation service for defaulters. 
Practice Nurses, Public Health Nurses and Connnunity Nurses have 
sometimes been sidelined in recent years in the vaccine delivery area. 

16. The Health Promotion Unit must increase its efforts to promote immunisation 
through the mass media. There should be regular immunisation promotion 
campaigns on the' TV and radio and in response to any controversies which 
might arise. 

17. Travellers should be considered a distinct group and should not be assigned 
to a specific G.P. for the pmposes of vaccine provision. 

18. Parents of lower socio-economic status with more than one child need to be 
afforded special "interest and encouraged by health professionals in the area of 
immunisation. 

19. Establish Regional Vaccine Advisory Centres in order to answer questions, to 
give advice and to administer vaccines where there is genuine concern over 
the possibility of a side effect. 

20. Implementation of more comprehensive quality systems to ensure optimal 
delivery of vaccinations. 

21. Opportunistic immunisation should be available whenever"a child comes into 
contact with the health services. 

22. Establish Health Board run clinics in disadvantaged areas. 

23. Increase co-operation betweenG.P.'s & PHN'sin relation to defaulters. 

24. . The establishment of a parent-held infant report card which would include 
information regarding immunisation. 

25. Clear procedures should be put in place. whereby newborn" infants for 
immunisation are subsequently tracked by a designated offi~ through their 
G.P. to ensure immunisation has been offered and has taken place. . 

26. Systems should be established to ensure specific target groups, e.g. primary 
school entrants & schoolleavers, are dealt with. . 

27. All vaccinations, including those' from .4-5 years onwards, should be carried 
out by GP's. 

28. An annual review meeting of representatives of the interested parties should 
be held to discuss the scheme. 
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29. Improved dialogUe between vaccine manufacturers & vaccine policy makers. 

30. Improvements in the tendering system for vaccines to avoid possible stock 
management problems fot the supplier and shortage of vaccines for children. 

31. Commission regular qualitative and quantitative market research with parents 
on immunisation issues. 

32. Provision of evening or weekend clinics to facilitate parents to have their 
children vaccinated. 

ParentlHealth Professionals Education 
33. Improved information materials provided by a Government agency should be 

available to . parents and health promotion materials should outline the 
benefits and risks of all vaccines to enable parents make an informed choice. 

34. Health professionals must be aware of the latest developments and 
recommendations and be able to respond scientifically to the latest vaccine 
scares. 

35. Immunisation has been shown to be both safe and effective and should be 
promoted and encouraged by all health professionals. 

36. All health care providers who adniinister vaccines should discuss the 
potential risks and benefits of immunisation with parents. 

37. Educate GP's to look for warning signs including autism. 

38. Undertake rolling surveys and focus groups with parents m relation to 
immunisation. 

39. The specific concerns in relation to MMR safety should be addressed. 

40. A public- forum should be made available where experts from the pro and anti 
vaccination areas can present and debate their arguments. 

General Practitioner Remuneration 
41. Target based remuneration systems for GP's to recognise the greater effort in 

reaching the last 20% of the target group. 

42. That a three tier 37% bonus payment be introduced in designated· 
disadvantaged areas for the 95% target. 

43. That GP's working in'designated disadvantaged areas by offered a full 
subsidy to employ a practice Nurse independent of list size. 
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44. . That additional remuneration be given to GP's in disadvantaged areas. 
. . 

45. Confusion and' dispute with regard to immUnisation fee payments to GP's 
should be avoided as such negative publicity is not helpful. 

Additional Resources 
46. Support for methods to improve surveillance of vaccine adverse events . 

. 47. Further research into the area of childhood vaccination is needed. Resources 
and facilities to aid this form of research in Ireland should be provided .. 

48. That longitudinal independently funded research be undertaken to compare 
the health of non-vaccinated children with those who have received 
vaccinations. 

49. Resources should be made available in the short tenn to promote the use of 
computers within general practice. 

so. . Need for more research to facilitate education of professionals and to meet 
chronic shortage of staff in medical, nursing and administrative areas. 

51. An immunisation helpline should be created for use by both the public and 
general practitioners. 

Compensation 
52. No fault· compensation scheme where children suffer one of the recognised 

rare adverse events. 

Parent Payment 
53. Link: immunisation to a paYment to parents, perhaps on a differential basis 

Vaccine Controls 
54. Contingencies should be put in place· to rapidly withdraw vaccines should 

significant adverse reactions arise. 

ss. It is essential that all medicines in use in the country be subject to random 
tests. 

56. Put limitations on dangerous. toxins, such as Mercury, used in the 
development of vaccines. 

. Vaccine Adverse Reactions . 
57. A vaccine adverse investigation group which could look promptly, 

professionally and efficiently at alleged adverse events might be helpful. 
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Cf)nsent 
. 58. The choice of whether or not to vaccinate should always be left to the 

parents/guardians of the child .. 

59. Specific and infonned consent should exist for sch~ol vaccinations. 

60. Consideration should be given to making vaccination obligatory prior to 
primary school or creche attendance. 

61. A parent held immunisation record should be required at entry to creche and 
primary school. 
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Introduction 

This group would like to express our appreciation for being afforded the opportunity 
to present our views and concerns in relation to vaccination. This oral submission will . 
address the following areas: 
-V ~ine Safety . 
-Effectiveness of vaccination 
-Vaccination cannot always eliminate the disease 
-Alt~rnatives to vaccination 
-Reoommendations 

Vaccination Safety [see pages 5-9 ofwrittensubmission.j 

One of the main areas of parental concemis that of vaccine safety. The majority of 
Health Care Professionals maintain that vaccines are safe and adverse effects rare. 
However~ critics of vaccination question such assurances on the basis of: 

-Validity and reliability of the research conducted [Time:frame of studies; Faihire to 
use unvaccinated control groups; Funding for research] 

-Dr. Scheibners research linking Sudden Infimt 1)e.at~ Syndrome and vaccination 
versus research indicating an increased incidence ofSiidden trrfimt f)"eath Syndrome in 
unvaccinated infants. 
High incidence of Sudden Infant Death Syndrome in the U.S.A. where vaccination is 
mandatory versus low incidence of Sudden Infant Death Syndrome in Japan where 
children are not vaccinated until after two years of age. 

-Dr. A. Wakefields research which links the M.M.R. with Inflammatory bowel disease 
and Atypical Autism. 

-Link between the D.P.T. and neurologica11y damaged children [Encephalitis leading 
to minimal brain damage, learning disorders and Autism]. . 

-Po$Sible adverse effects on the immune system [Auto-immune disease; Asthma; 
Rec\lfTent infections in children] .. 

-Vaceines contain chemicals and toxins of the microorganisms themselves [S.V.40 
Virqs in the Polio vaccine; More recently possible contamination of the Polio vaccine 
with new variant C.1D] .. 

-Use of live Polio vaccine has been the main cause of Polio in the last 15 years. 

-Difliculty in establishiilg a causal relationship between the vaccine and complications 
that arise following its administration. 

Vaccination is· not as effective as it is purported to be [See Page 4 of 
. writteBsubmission]. 

Vaccination has not always been found to prevent the disease for which it has been 



administered. For example of those contracting Measles in the U.S.A.in 1985 80% 
had been vaccina~ed. Recent out breaks have occured among 100% vaccinated 
populations. 
A similar situation can be found for other diseases [Diphtheria, Pertussis, T.B.] 
V ac~ination may also lead to the occurence ofthe disease in atypical age groups. It 
may also ca1;l.se atypical symptoms and complications. 
One could also argue that susceptibility to infectious disease is multifactorial and not 
solely dependent on vaccination status. 

Vaccination cannot always eliminate the disease [See page 9 of written 
submission]. . 

Critics argue that many of these diseases were declining prior to the onset of 
vacci,nation[ Polio, Diphtheria, Measles, Tetanus and Pertussis]. 
Decreases in the reported incidence of infectious diseases may not be representative of 
a relationship between vaccination and the disease itself. It may result from: 
-Undeteporting of disease 
-reclassification of disease 

Alternatives to Vaccination [see pages 9-10 of written submission]. 

Use of Homeopathy during epidemics and to treat vaccine reactions. 
Health Promotion Practices .. 

Recommendations [See page 10--11 of written submission]. 

1. Independently fimded research comparing the health status of a control group of 
unvaccinated children with a study· group of vaccinated children. 

2. Access to information that presents both sides of the debate. 

3. Continued support at Govemmentallevel for freedom of choice in relation to 
vacqination. . .. 

4. A public debate where experts from the pro and anti- vaccination areas can present 
and debate their arguments. 
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Dear Committee Members, 

I am the secretary and founder of the Hope Project. The Hqpe Project was originally 
, founded in 1996 to help all persons with mental handicap qy providing information 
and support.' We also work for the improvement in services'for them. We, as an 
organisation, were very quickly inundated by requests for help from families of children 
and adults with autism and autistic spectrum disorders. 

To date, we have been in touch with more than 600 fa,milies, numerous profesSionals, 
politicians, civil servants, media and concerned memb~rs of the public. The rate of 
contact is increasing as our group is better known and.as the rate of children being 
derailed into autism is increasing. 

Based, on my personal experience, my work in the Hope Prpject and my research 
there is no doubt in my mind that vaccination is causir'}9 aL4ism and other medical 
conditions. 

Many would immediately counter that my belief is to acer1f!in extent anecdotally 
based. Yet the anecdote is the starting point of all me<;fical knowledge. It is the job of 
the researcher to examine the anecdote and distil the truth that is to be found therein. 

in the area of vaccines it seems that there is no place for a2ecdote even when the 
same anecdot~ is multiplied by thousands and even mmiol1s, even when each one of 
those thousands ano millions of anecdotes is the story,of a destroyed life. 

It seems that immunisation is an article of orthodox medical faith above criticism. At a , I ' 

meeting with the Department of Health last year, a medical 'officer told us that aWe (the 
Department of Health I the medical profession) will not go ~ack (modify vaccination 
practises) until we have the definitive study (proving th~t a vaccine can be unsafe)" yet 
the the medical profession goes ever "forward' introdycing more vaccines,without the 
definitive study proving that they are safe. ' I ' 

", 

Vaccine ,safety and,effectiveness is the the great unpr9ven hypothesis which no one 
seems to feel must be proved before more and earliervacpines are injected into our 
population. I feel that the onus should be, on those prod~ing. promoting,' profiting 
from and administering vaccines to prove that they do 1"ot ,cause harm rather than on 



parents to prove that they can and do. 

Not only have vaccines created autism in many childr~ bu~ the vaccine controversy. I 
maintain, has been instrumental in denying these sam~ children the medical help they 

.. ·need once they are autistic. Very few doctors seem-wHling to acknowledge the serious 
disease condition suffered by autistic persons. There are 00 clinics for autistic persons . 
as there ~re for asthmatics, diabetic, cystic fibrosis, AIIJiS, ~tc. I have reason to . 
believe that the lack of expert medical care for autistics goes beyond departmental 
sluggishness and is based in an attitude of resistance by medical and Department of 

. . Health authorities to recognising autism as more than a ps¥chOlogical condition. To 
recognise autism as a medical condition is to beg the ,question of its medical origins. , . . 

In Ireland there also seems to be resistance to admitting tt)e staggering increase in the 
number of children succumbing to autism. Again an qdmi~ion of an autism epidemic 
begs the uncomfortable question of cause and deman,m pOsitive action to stem the 
autism epidemic. 

I would like to make just a few points on auti~m and irl)fflunjsation. 

I am prepared to elaborate on anyone of these. 

1. Autism is Cl particularly cruel disability because 
it handicaps people in the very areas that make life livable like relationship, 

communication and imagination 
it affects all five senses skewing $ensory and m9tor messaging in a way that 

makes existence confusing, frightening and painful 
it sets the nervous syste"l on high alert and anxiety ,nd the immune system on 

constant overdrive. ! 

Autistic persons who have been able to give us a glimpse Qf the condition reveal a 
suffering that we who enjoy normalcy find it hard to cqncei',(e. . . . 

2. Autism is a relatively new disability. 

3. Autism has been rapidly increasing in the developoo world. The increase in the 
occurrence of autism and other autistic spectrum disorpers is such that it is being 
termed an "epidemic" in the United States. 

4. A similar rapid upward trend in autism is being expE1"ien<fed here in Ireland. 

5. Autistic persons are suffering from a disease proces$. 

6. The Hope Project have been in touch with hundreds of families. Most of the 
personal histories of autistic person's that have been r~lat~ to us indicate a vaccine 
connection or the probability of a vaccine connection. . 

. I 



7. The majority of the parents suspect that vaccinati0l") was pausative in their child's 
. autism. Many of these parents express a certa~nty about subh a connection. 

8. Many parents also cite possible factors in the family.or child's medical history that· 
. may have created a susceptibility. Many of these parerrts f~el that these factors should 

have been taken seriously by medical personnel. before repommending· or deciding to 
. administer immunisation. . . 

9. After their child's autistic derailment. very few of the1a"]i1ies found medical . 
personnel who were willing to take their opinions on a ,possible vaccine connection or 
their child's medical condition seriously.· . 

10. Children succumbed to autistic derailment at a gre~.variety of ages ranging from a 
few days to 12 years. Only 1 family felt certain that theJr child was born autistic. In this 
case the mother had had a severe viral episode durin~ pr~nancy. . 

11. Autism is disastrous for the individual, their family and for society. 

12. The Irish State will have to take autism and the au~sm rpidemic seriously and find 
out why it is affecting so many of our children. No po~ibl~ causative factor should be 
above suspicion and scrutiny for any reason. And no ~ort' should be spared to 
prevent children from becoming autistic. 

13. Medical and governmental personnel responsible for our nation's health should 
be independent having no interest, financial or otherwise, in drug companies. 

14. The Anecdote: Normally behaving child receives v,accine. Sometimes a physical 
reaction is noted. Immediately, or within a short periop of ~ime, the child experiences 
a significant deviation from normal behaviour and development. This anecdote has 
been noted by thousands even millions of families worldwIde. This anecdote sho~ld 
be listened to and studied.. . 

15. Medical knowledge is served by investigating aneqdot, and distilling truth not by 
ignoring anecdote. . . . . 

16. Many untrue and unproven statements are made t() influence parents' decisions 
about vaCCinations, for example: Vaccines are safe, vacciflesdo not cause autism, 
vaccines do not weaken the immune system, "we are best served by trusting experts", 
etc. 

17. Although there may be a genetic component in autjsm, ~he autism epidemic can 
not be explained by genetics. Tllere is no such thing ¥ a ~enetic epi~mic. 

18. The known history of autism parallels the history of vacrcination. 

19. Drug companies in their own literature concede th~ SE:frious even fatal adverse 
. .. 



reactions to immunisation happen. 

I 20. Drug companies issue recommendations and warnings with vaccinations that 
seem to be largely ignored by Irish medical personnel. 

21. In the absence of: 
-an effective screening system to identify persons at rlsk of vaccine reactions 
-a system to establish the health status of persons to;~ vaccinated . 
-a system of immediate and sustained medical (also therapeutic and 

educational) intervention when there has been an adverse reaction 
-automatic reporting of adverse reactions and long t1rm follow up of those who 

reacted ..' 
-an independent body constantly monitoring vaecine safety. effectiveness and 

health trends I 

.In the presence ot 
-national media campaigns aimed to get maximum immunisatio{l uptake rates 
-one size fits all vaccines . 

We as a society should seriously consider the Jogif our position. 

I would maintain that we, as a society, are dal?bli1l9 in the area of hUl'!lan 
sacrifice when we decide th,t it is alright to a,cept that a minority of 
persons can be sacrificed to suffer serious a~ver~e reactions like death 
or lifelong mental and physical disability for the preceived good of the 
health of the majority. . 

22. Numerous vaccines have been discontinued for safety reasons. Some of these 
were removed after they were administered to milliorisof J:,)ersons world wide. 
Hillary Kilprotsky, director of Cure Autism Now, veteran vaCCination promoter and 
immunisation program director wrote "There can be few greater opportunities for man 
made disaster than the mass immunisation campaign9 t~t are now routine in many 
countries," ... . 

23. Throughout history medical treatments of choice hav~ been discontinued because 
they were dangerous and ineffe9tive after enjoyingcopsiderable favour even the .. 
status of medical orthodoxy .. 

24. When thoroughly tested, autistic persons display complete auto immune 
breakdown comparable to AIDS or leukemia. ! 

25. The autism epidemic constitutes a tidal wave of .Ojsab~i ity that has the potential of 
engulfing all the funding available to the special nee<¥ se or. . . . . . . . 



. Presentation to the Joint OireachtasSub-
. . .. 

Committee on Vaccination and Children, 
Department for Health and Children~ 

Objectives of the Presentation 

Chairman, esteemed members of the nail and Seanad. Thank. you for providing us 
with a platform through which we can express our :fi.tJdings and recommendations. 

As Chairman of the Hope Project I am presenting myself as a campaigner and I 
campaign from the heart. I devote a lot of time to the research of autism and while I 
do not claim to be a medical expert I am becoming an expert parent of an autistic· 
child. As a group devoted to the medical, educational and therapeutic research of 
autism we are today representing the latest in medical findings by a worthy group of 
doctors and scientist from around the world, some of them not too far from here. 
Since we were founded in 1996 we have been in contact with over 600 families, . 

. numerous professionals and concerned parents. 

There is no doubt in our minds that there is a rapidly increasing number of autistic 
children in this country, which begs the question; what is causing this increase? 
Parents are presenting with the same problems. They continuously hint at a vaccine 
connection. Their normally functioning child suddenly becomes derailed, usually 
before age two years, and generally following a vaccination. The stories are usually . 
identical, the child had developed nonnally until then, sometimes displaying a 
propensity for upper respiratory infections, colic, hay fever, allergies etc. After 
vaccination, mild to moderate or even severe fever, lethargy, and behavioural 
changes generally precede the more noticeable long-term effects associated with 
autism. The once well functioning child becomes alienated from his family, . 
withdraws from society, and refuses to participate innonnal childhood activities. 

Families that have spoken to us generally relate the same history of events, the 
onset of bowel problems as well as symptoms of a disfunctioning immune system. 
Some parents have noticed that their child reacted badly to the earlier vaccinations 
i.e. the three-in-one (DPT) and that the latterly administered MMR vaccine ruined 
their child's he8.Ith. . 

Parents who suspect that vaccinations had a role to play in the onset of their child's 
. autism, find that their claims are falling on deaf ears, and are told by the medical 
profession that badteactions to avaccineare limited to one in every 10,000 cases .. 
I'm afraid that this is simply not true and I have personally been involved in a 
population-based study. of an area in Cork where the numbers of autistic children 
far exceed these grossly falsified numbers. 



I cannot emphasise enough the necessity of not only acknowledging the vaccine 
connection out in examining the role of its denial in the prevention ofproviding 

. 'appropriate treatment, for the children who have been damaged. The controversy 
surrounding vaccines and autism should not act as a deterrent in the process of 
providing adequate treatment for our autIstic children, insteadit should act as an 
alann bell beckoning immediate intervention and action provided by conscientious 
good science. 

After returning from a Medical Conference in Birmingham I am delighted to report 
that medical science is making stark new discoveries on the aetiology of autism. 
World renowned doctors and scientists are examining virgin territory and are 
coming up with startling·results relating to autism as a medical disease, not a. 
psychological or psychiatric one. We are on the brink of discovering new 
tre$nents and it is only through the acknowledgement of the actual trigger of the 
disease that we can attempt to provide help and solutions for later therapy and 
treatment. 

It must be stressed that these children are suffering from a medical condition that . 
includes bowel problems, immune defects and neurological damage. The origins of 
autism may be multi~factorial, which may include genetic susceptibility, 
disfunctioning Immunological and metabolic systems. Autism is now emerging as 
an auto immune disease. Many autistic children are now being diagnosed with 
Autistic Enterocolitis, a new variant of Bowel disease, which manifests itself in the 
epithelial cells of the gut. 

I would like to draw your attention to some medical findings, which relate to the 
autistic biology. Following this I would like to make some recommendations, 
which we feel, would certainly ameliorate the suffering of the autistic population 
we represent. As Chairman .of the Hope Project· I represent a group of children 
among them my own son, who are categorised as autistic, but some of whom also 
suffer from a bowel disorder. In my son's case this bowel disorder has been . . 
diagnosed as Ileal-Lymhoid Nodular Hyperplasia, a new variant of Bowel Disease 
otherwise known as Autistic Enterocolitis. 

. '. 



Snmma'ry of Findings; 

Cl Researchers are discoveririg links between vaccines and autistic spectrum 
diSorders. 

Cl While vaccinations have helped eradicate certain diseases, they have caused 
, side effects ranging from minor brain damage to more serious disorders, and 
even death. 

Cl Vaccinations do not limit themselves to causing noticeably severe side 
effects. Problems arise later for the child who suffered from a mild fever, 
accompanied by drowsiness or lethargy for a number of days. 

Cl Not every child is a suitable candidate for vaccination. Some children suffer 
from immunodeficient conditions where the onslaught of live viruses 
confuses an already disfunctioning immune system. 

Cl Not every drug is 1000/0 safe for 100% of the population. Many drugs· 
include pamphlets advising users of the potential contraindications and 
adverse effects. 

o Vaccines create a major immune insult to those who may already possess 
some form of immuno-deficiency or who are unable to fight viruses 
successfully. 

o Some children, perhaps through genetic pre-disposition, are unable to handle 
the insult to their immune systems provided by multiple vaccines .. 

Cl Recent findings indicate that autistic children may have a faulty mechanism 
in clearing viruses. 

Cl There are no long-term scientific safety studies following vaccination. Why, 
not? . 

o There are vested interests in the manufacturing of vaccines. 

Cl In response to the outcry of parents, professionals, and educators onconcem 
of the D1creasing number of children with autism spectrum disorders, the 
Californian Legislature and two Goyernors of different political parties 
responded by mandating the first objective report on the increase in autism in 
California. ' 

Cl The body responds to the vaccine with an iriimune reactioIl that attacks its 
components. Sometimes the immune reaction also attacks a constituent of ' 

. the body itself, which bears a chemical resemblance to the constituents of the ' 
vaccine. 



a virUs antibody levels have been measured in autistic children~ however the 
majority of autistic children who had virus antibodies, also had brain 
antibodies Le. anti-MBP (Myelin Basic Protein)(See attached appendix 
Singh, Yang and Lin.) 

a Injuries following vaccination may not be immediate. Disorders involving 
damage to the exquisitely timed development of the young central nervous 
system may come to light weeks or months after the damage was inflicted. 

a Accompanying Bowel Disorders need ~o be acknowledged and treated. 
Parents do not invent diseases ortheir symptoms! 

a New findings (See appendix: Wakefield et al, American Journal of 
. Gastroenterology and those of Or. Vijendra Singh) need to be openly 

assessed and accepted. . 

a Japanese findings in 1993 resulted in the withdrawal of all forms of the 
MMR in favour of their monovalent form, following reports that adverse 
reactions were up to 78 times as frequent as those reported by the chief 
medical officer. (See Lancet Article) 

a Japanese policy changed previous MMR vaccine administration to 
monovalent Measles vaccination as a result of findings. 

a Withdrawal of Rota virus Vaccine as a result of deaths and bowel obstruction 
following immunisation 

a "Modem Vaccine programs seem to ignore the high potential for mutation of . 
the viruses. It was established in 1986 that a mixture of non-virulent viruses 
can produce a disease by means of complementation recombination" 
According to warnings issued by R. De Lang in 1984, "mass immunisation 
with several live viral vaccines might increase the probability of genetic 
recombination and might result in a new disease" . 

a "Almost any vaccine can lead to a non-infectious inflammatory reaction 
involving the nervous system ... The common denominator consists of a 
vasculopathy that is often ... associated with demylina~ion." Dr. Charles M 
Poser, distinguished neurologist (1987).· 

a Proponents of immunopathogenis could account for a subset of autism 
similar to the above. 

IJ One possible reason for a child's immune system being incapable of coping 
with a vaccine might be genetic deficiencies in protein-manufacture 

. necessary for normal immune reactioh. 

IJ Researchers at Edinburgh University are claiming success with a new nasal·· .. 
spray vaccine being invented to prevent Multiple Sclerosis~ Their claim is .. 



that by using protein pieces in their vaccine they will be able to convince the 
immune system that it doesn't have to harm itself or launch an attack. They 
are attempting to educate the T -cells (Immune defenders) not to set off 
inappropriate reactions. (See appendix) 

I:J Recent research carried out by the FDA suggested less that satisfactory 
discoveries of the manufacturing standards of the 'Flu vaccine ata location in 
Liverpool. 

I:J To date Reed Warren Ph.D. (Utah State University) and Sudhir Gupta M.D. 
Ph.D., immunologist at University of California at Irvine Medical School, 
have come up with results. indicating that 38-45% of children with autism 
have significant T -cell abnormalities. 

Recommendations 
I:J A proper count of autistic persons needs to be collated. 

I:J Current medical findings and their implications relating to autism need· 
detailed examination. 

I:J Safety studies to be performed on vaccine's effects for an adequate post
immunisation period. 

I:J Screening techniques to be made mandatory. 

.. I:J Clear markers for susceptible children to be evaluated 

I:J Compensation for Vaccine Injury •. 

I:J Limitations on dangerous toxins used in the development ofvaccines 

I:J Role of Mercury to be thoroughly examined as a preservative in vaccines 

I:J Do not give vaccines to immuno-suppressed individuals or those with 
unstable genetic diseases 

o Check s.tatus of immunity before immunisation 

o Undertake further studies similar'to those of Dr. Andrew Wakefield and 
Professor John O'Leary. 

I:J Examine new evidence of Dr. MaryMegson into the clinical 
management of Autism as a disease from derived Vitamin A deficiency, a 
depletion of which occurs as a direct result of the use of the:MMR. 

o Ensure appropriate treatment for the varying symptoms of autism at . 
this clinic, whether it be medical, neurological,psychological, etc. 

.~ 



a ProVide appropriate research facilities into the medical aspects 
associated with autism. 

a Extensive immunological research to be performedon children 
displaying immune abnormalities. 

a CoUaboration with American Professors and Scientists who are already" 
researching the following area of dysfunction or abnormality 

a Provision of Autoimmunity tests 

a Creation of a forum which would focus on the medical aspects of Autism 

a Extensive research on bowel permeability and gastrointestinal problems 
associated with autism. 

a Research on sulphation abnormalities. 

a Provide due testing and research facilities for the country's autistic 
population. 

a Provision of immunoglobulin therapy" 

"a Provision of Transfer Factor 

a Provision of Autoantigen therapy 

a Examination of brain demyelination in Autistic children 

a Examination of Cytokines deviation in Autistic children 

a Examine the role of Auto Antibodies in Autistic children 

a "Provision of proper testing laboratories in Ireland 

a Provision of a Mass Spectrometer for the testing of peptides 

a Educate GPs to look for early warning signs of possible autism. 

a Provide proper clinic facilities for autistic children 

a . Accord due respect to parents of autis~c children when they attempt to 
describe "the series of events leading to the onset of their child's autism •. 

"" 

"' 
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Dear Committee Members, 

Personal SubmisSi9" 

My father is a doctor. He administered vaccines. He was ~nd is a·good doctor and a 
good Dad. I was a believer in immunisation. For me yacciration was essential to . 
good health. Questioning the value or safely of vacci(lles Would have been like 
questioning the value of tooth brushing or eating gooQfoop. 

I presented my first child at the GP's surgery for vaccination at 11 months. The GP 
admired him. He was a bright, happy, healthy, hands(Jme preastfed baby. About three 
days later, we returned to the GP. We told him that sirce,Ne had seen him last, my 
son.was having several spells a day in which he coulq not'catch his breath, his eyes 
would roll and he would struggle to use his muscles. The spell would end when he 
finally caught his breath, by then he was generally lying limp and blue in my arms. The 
GP told me that was "normal", he was just being bold ~nd it was a bad habit. This was 
my first child and I trusted doctors so I believed him. He suggested that I could dap 
my hands, shout at him, give him a little shake or even sprirkle water on him to snap 
him out of it. , 

Thus a psychological spin was put on this "behaviour" and I never suspected the DTP 
+ POlio vaccine he had just received. If there was a q~ti9n in the GP's mind about . 
the onset of this behaviour immediately after administr~tio'1 of the DTP+ Polio, he· 
didn't mention it. . . , 

For the next fIVe years these spells continued with varying~verity but decreasing 
freqUe. ncy. This child develOP. ed a funny glazed starin~ loo and a stutter. Despite this 
he was very bright. By 7 years of age he was reading fibo his age and writing in . 
script. At this time. we spent 5 months in the USA. In prd~r to attend school there, he 



had to have· a measles vaccine even though·he had had me~sles several years 
p'reviously. My father gave him the required monoval$l1t m~asles injection and my son 
started school the next day. Initially all was well, he lil5ed hi~ new class. his teacher 
and settled in quickly. Within about two weeks all this changed, h~ became so 
aggressive and uncontrolled that he was gien a home tutor from the school system. 
Sent home as unfit to ~ around other chi n. He Wc;tS referred to a clinic for 
dysfunctioning childrer1.~gail'\.p . I explanations were forthcoming and the 
vaccine was not given a thought. 

We returnet\ to Cork where his behaviour settled down after about a year but he was 
left unable to read or write with definite visual perceptval prpblems. He attended a 
remedial school for two years. I was told that to enrol J1im the school had to make an 
exception because his IQ was high. Eventually he returned to the normal Irish school 
system for what turned out to be a long frustrating stru~gle v,tith failure. I sent him to 
the USA to complete his secOndary schooling in a mqre a~demically sympathetic 
eJWirQnment and he even managed to complete two years of' university. While there. 
his visual problems were diagnosed and he learned that hip condition. had a name, 
ADD. . 

It is interesting to note that the visual-perceptual distortion tflat prevented him from 
reading, writing and concentrating were not present b,fore the measles vaccine as he 
was reading and writing well for his age at that stage. . 

Today he still. struggles, by sticking to a very strict diet, he firds he is able to 
concentrate and is pursuing a degree as a mature stu~ent. 

My second child, a daughter, received the single mea$les vaccine at the same time as . 
her older brother. She was 5 years. At 7 years, she ~me . down with measles which 
she gave to her autistic brother of 5 years and her ba~y brQther of 20' months. These 
two boys had routine cases but her case of measles Vias af:ypical: particularly severe, 
lengthy and abnormal. Previous exposure to measles immunisation increases the risk 
of atypical measles in a subsequent case of measles. A1yP,)icial measles carry a 
significant risk of the development of a!Jto immune dispas~. Following this case of 
measles, my daughter became very prohe to illness. If any flu or cold was around. I 
could rely on her to catch it. '; . 

....• 

Several years later, she was d~gnosed with auto immune thyroid disease. Today she 
Jives With the tiredness, weight problems, heart palpit~ion, and other manifestations 
of this:disease. .' '. .' , 

My third child, Jamie, ~ough colicky devel?ped n~rmaJly fpr 4 months .. ~amie met 
every develOpmental milestone ahead of hiS cousin wJ10was 4 days older than he. 
My father, who VI!ilS registered to practise medicine in the ~SA and Ireland . 
adm.h1istered Jamie's DTP+ Polio at my request just befor~ leaving for an .extepded . 
work stay in the USA. Within a very short time, Jamie started SGIearning i~tIy as 
in acute pain and lost all development even becoming un,ble t6'hoid up his head~r 



" attach to the breast. He became intensely sensitive to light, sound and touch. He 
seemed to be" calmed only by being left alone in dark ,and ~ilence. He began to 

# " exhibit strange repetitive behaviours and seemed not to req6gnise me any more. 

When my father retllrned after a three month absence,.lle was very surprised at the 
change in Jamie's who had been developing so well vyhen 'he last saw him. Observing " 
him, my father suggested that he might be blind or de<lf. 

We were so trusting of vaccines that Jamie received his secpnd and third dose of 
DTP+ Polio as a matter of routine. " 

At 7 months, a paediatrician suggested that Jamie m'ight be flutistic. Autism at that 
time was considered to be a result of bad mothering. r knew he had changed when my 
parents left the country, so I assumed that it was then that I must have fumbl9d the" 
emotional football and made Jamie autistic. Again a ~ychplogical spin had diverted 
attention from the vaccination he received at the time Pt my father's departure. 

Jamie's screamed for years and suffered many physical symptoms especially bowel 
problems but" all were" seen as behavioural manifestatIons of his" autistic psychology 
and results of his "mental retardation", . 

In his preteens, Jamie received 2 HepatitiS shots recommended by his service 
provider. Around this time he began to develop visible epilEilptic fits. Again I did not 
question the vaccine even though another handicap~ child who lived in our area 
and was in our support group never returned to the day centre after being vaccinated, 
The child sickened and died after several weeks in hOfpital. The fact that his last day 
at the centre was the day he was vaccinated seemed f1 coi~idence to the group and 
myself. 

Shortly after this,Jamie and his 5 siblings contracted )Nho~ping cough. Three of 
these children had been vaccinated with the DTP inst(*ld Of the DT and were therefore 
vaccinated for whQpping cough." Our GP asked me to let her know if those.vaccinated 
with the pertUSSis vaccine had milder cases but there was no discernible pattern. 

In October 1994, there was a campaign to get the eld~rly ~md disabled vaccinated for 
the expected flu. Jamie was, for him, healthy. I decidc;KI to keep him that way and 
brought him for his first" (and only) flu shot. The next day h. was flattened with f~u. I 
remember nursing him and regretting that I ha~n't gotten ryis shot earlier because he 
must have been incubating this flu at the time of vaccinati0r. It did not occur to me that 
the dreaded flu was not expected in Ireland. ",ntU "after Christmas and that no one else 
in the family Came down with this "flu". For the next 10.months Jamie worsened. His 
epilepsy became very active. He·was bOOridQe.n r'epe~~1Y with recurring "fIus·. Even 
when he was "well" he was very c~.arldfeeb.le. t1egrtadually lost his mobility and . 
a lot"~ weight. ~e was eventually "~·Wlth a dO~ pneumonia. He has " 
neverfuUy recOVered from thiS. , : " ".. " 



It was very clear to me that the influenza shot had direptly c;lused his illness. 1 decided 
, to investigate. In looking up the drug company guidelines fpr the flu shot I discovered 
• that it was not supposed to be given in the presence qf an unstable neurological 

status ... Jamie was an active epileptic! 

Over the last summer, I received.three phone calls frotn anl,Jrse working for his service 
provider, seeking my consent to vaccinate -Jamie for H~pati~s B.· She did not even 
mention that the vaccine for Hepatitis A was included. Armed with the American PDR 
and MIMS, I explained .to the nurse that there were da"ger~ with the Hep B vaccine 
especially for disab.led children most of whom have mediCCjlI problems. I later 
discovered that even after my information, other parenJS w~re told that the vaccine was 
safe. Parents whose children are residential clients of the 'service were not given the 
opportunity to chose or even informed that the vaccin~ w~re being administered to ' 
their children. There is now an unusual amount of sicJ<ne~ and hospitalisation 
among the vaccinated clients. The service is claiming that'this is normal for the 
se~son. The unvaccinated students in the service's speci411 schools on the same 
campus in the same season are enjoying an unusually high school attendance. The 
schools are only beginning to vaccinated students nQw_ . . 

Two weeks ago, Jamie fell in an epileptic fit and cut his eyeJid. I brought him to the 
local A & E in case he needed a stitch. While waiting ~o hours to see a doctor, Jamie 
had 6 more fits. When this young man arrived, he made o~e or two routine inquires 
establishing that Jamie was my son and not able to speak for himself and then 
launched straight into the tetanus vaccine. The speed took my breath away. He did 
not ask me if Jamie cut himself on rusty metal in a farnwar9, if Jamie was healthy 
enough to have a tetanus booster, why Jamie was haVing repeating fits. He knew 
nothing about Jamie or presumably the drug companies vyarnings which exclude 

· Jamie from having the tetanus vaccine. . , 

My sixth child was a yery ~ealthy and happy ~aby a~~ ~hil~. He had the ~sua,1 early 
baby shots. He received hiS MMR at 3 years In the Initial "batCh up campaign" when 
the MMR vaccine was first introduced in Ireland. Soo". h~ developed recurring , 
earaches and loss of hearing. Frequent earaches COl1tinLied to trouble him until he 
w~nt on the "autistic dief last year. The earaches werf9 blflmed on small ear canals yet 
he had not had trouble as an infant or toddler before ttie ~MR. He now manifests a 
urinary peptide profile within the autistic spectrum., I 

My ninth and youngest child, went through about 4 periocJs of nocturnal breathing 
distress as an infant During the first two, I rang the mjdw.e who had delivered her for 
advice.' Both times I commented that I· had her at the qOctors only a few days before . . 
. and that she had been fine. I did not make the conneqti01l1 at the time but the only 
visits I made to the doctor with my babies were for immunisations. These episodes 

· were frightening but with the midwife's guidance, I thil'Jk we may have avoided my 
baby's cot death. She was not given the MMR as by fhal time, I had investigated the 
flu vaccine and was investigating others. What I was Jeajrning about immunisation 
made me decide to forego her MMR. 



, The only argument I ever had with my father was ab0yt vaccinatiGn around ,the time I 
• was beginning to question them. He had given manrvaccines in his life and must 

have found my doubts disturbing. However as I said ~rlierl. he is a good Dad and a 
good doctor. He started his own investigations and hiis followed the debate closely 
over the last 5 years. He did a health survey of 4 gen~ratiol/1S of our family. This he 
found an eye opener. As expected red-green colour l?Iindn~ss, glaucoma, gall bladder .. 
and thyroid problems ran through the generations. Tfle n,w generation however also 
had autism, diabetes, asthma, allergy, failure to thrive, bo~el and heart conditions, 
learning and behaviour problems, etc. but few of the "9hild~ood diseases". The 
reverse of previous generations. Had lifelong chroniQ iIInEtSs replaced acute 
childhood diseases? . 

He, now feels that vaccines are playing a part in this sOift. fie feels that they were a 
good thing but that with the multiplication of immunisapons, the lowering of the age of 
immunisation, the genetic engineering of modern vac~ine viruses and the policy (in 
the USA) of compulsory vaccination which leads to thfl va~ination of those who are 
not up to it, we may now be suffering from too much Of a g(>OO thing. 

I will never allow any of my children to be vaccinated qgail1. I am acutely aware of the 
high price some of my children in particular and my farnily as a whole have paid for my 
unquestioning faith in immunisation. 

It was not scare stories or research that has brought me, a vaccine believer, to this 
decision. It is the vaccinations themselves. It is time for ther National Immunisation 
Board and the Department of Health to understand ~ it is the vaccines themselves 
and real peoples experiences with them that have cal/Sed tile uptake rates to fall. 
Until they take a fresh, unprejudiced look at the subj~t an~ do real independent 

. research into: the health of vaccinated and unvaccina~ ~rsons, the safety ,and 
effectiVeness of vaccines, develop protocols for identifYing persons wlnerable for 
adverse reactions, scrutinise the health history of the vaccine era and exclude 
personnel who have a conflict of interest from making .polifY decisions about 
immunisation, vaccine rates (and confidence in doctors) Will continue to plunge. 
Parents are not stupid. They have Witnessed their norma; children change after 
vaccines. In the·pastparents brought their children for vapcination because they loved 
them and they will stay away from vaccination for the ~mr reason. 
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. PROPOSED STRATEGY 
INCREASE IN AUTISTIC SPECTRUM DISORDERS· 

i , 

Proper count of autistic persons using the DSM IV 
Proper count of persons within the Autistic Spectrum in th~ normal schools and . 

special schools including students with other cqnditions ego Down's Syndrome. 
Proper count of children with ASD awaiting school pla.cem~nt or awaiting appropriate 

school placement. 
Epidemiological study of the incidence of Autistic Spectrum Disorders in Ireland. 
Expansion of educational I therapeutic services to deal wilh present and projected 

ASD population.. I 

Study of ASD rates in unvaccinated children. 
Independent research into cause of increase. 

COMPREHENSIVE SYSTEM FOR EFFE-Wc:IVi TREATMENT OF 
PERSONS WITHIN THE AUTIS IC SPECTRUM , . 

Treatment * Teaching * TherFlPY 
I 

Hospital based Centre of Excellence tor ASD: Treatment, 
Research and Resource ~entre 

'. 

Staff: Immunologist, Gastro-enterologist, Virologist, . Epidemiologist, . 
BiochemistIToxicologist, Parasitologist I Cell PhNsiologist, Data Officer, 
Educational Psychologist. Dietitian I Nutritionist, R~earch ASSistants, I 
Information Officer, Educational Research . 

Lab capable of doing more specialised tests required 9Y tme autistic I autoimmune 
. enterocolitis condition .. 



Hospital based Regional Clintcs fo!' ASD 

.. Immunologist. Gastro-enterologist, Paediatrician, Dietitian; Homeopath, Therapists 
(speech and language' communication, occupation~I' sensory integration, 
crania-- saccral, emotional' affective I play, behavioural, music, physiotherapist, 
family, neura--developmental, etc.) psychologist (educational, behavioural, 
developmental) and treatment 'screening personn~1 (audio integration 
techniques, ophthalmologist, ·Irlen, visual retraining lechniques, etc.) All 
informed in the Biology of Autism . 

Lab capable of doing basic tests required by the autoimmune entrocolitis 

Key' Aspects of Comprehensl"e System 
Policy of urgent response: that is child to be seen at the A~ional Clinic as soon as a 

problem is suspected. 
Clinic to accommodate facilities for ongoing interventiqn anp treatment of children by 

clinic personnel. : 
Clinic team to work with children on an ongoing basis; Ongoing assessment to result 

from ongoing intervention. . 
The clinic's'edu~~onal' t~rape~tic personnel to co~nu?usl~ liais~ wit~ the f.amily, 

school, cliniC'S medical' dietary personnel, service prOVider, Juvenile officer, 
etc. especially in the development and assessment pf Individual Education 
Plans (IEP). : 

Clinic to contain special unit able to accommodate ~rsons with challenging 
behaviour during transition in diet, educational ,prov,ision, etc. 

To staff services required by increasing ASD population, sufficient personnel will be 
, . required. Provision must be made for sufficient.und~rgraduate, postgraduate 

and in-service training and retraining in course~ to provide professionals 
knowledgeable in ASD. 

It is time to lay to rest the concept that it is sufficient to havE1 a handful of therapists to 
cater for a large population. The needs of persQns with ASD must dictate the 
number of trained personnel available. 

Because of the urgent needs of persons with ASD, laqk of personnel is not an excuse 
for lack of needed services. Where personnel ~nd ~xpertise are not yet 
available, it will be necessary to import them . 

. Parents must no longer be required to go from one gavernment department to another 
seeking services required by their child. . 

Effective teaching provision 
Every person to be provided with the ~ethodology 

. appropriate to their n~ds' 
Structured system of planning for ASD person's needs ie IE;P, ICP. 
Evaluation of methodologies that purport to have success in educating persons with . . 

ASD must be carried out. These methodologies mu~ be evaluated without' 
budgetary prejudice. .' . . . . 

A wide range of.effective m~thodologies must be mad~ aV4lilable in Ireland' so that 



clinicteams and schools will have sufficient opijons from which to select the 
optimum educational plan for each individual child. . 

. In general. autistic children need a 1-1 teaching ratio, on a full day, full year basis. 
Further up the autistic spectrum, children may ~ave ,the same requirements in 
their areas of deficit. . 

At some time, particularly early in their education, most children with ASD will benefit 
from some form of Applied Behavioural Analysis (ABA). 

An appropriate teaching placement must be provided Immrdiate to clinic referral. 
A teactling placement will commonly take the form of a special class placement or 

specialised support in mainstream school. However in some cases a home 
program may be needed. Parents' who choose to hpme educate or to run an 
intensive home based program must receive th~ teflching and financial support 
they require. . .. 

Where needed, appropriate educationa.1 provision must be made for adult persons 
with ASD. This adult teaching provision is most important as attention to 
medical , dietary and therapeutic issues in the "Hospital based Regional ASD 
Clinic" will enable adults to benefit 'from teachi~ w~en they previously failed to 
do so. 

PREVENTION 

Changes in vaccination p,acti,es: 
Identification of persons who are at risk from vaccination. ' . 
Immune status to be checked before vaccination. 
Delay in timing of vaccine, return to monovalent vaccination. 
Specific and informed parental consent for school vaccinations. 
Parents, GP's, Teachers. etc. made aware of symptoms of ~accine reactions. and the 

early signs of ASD derailment (at any age) to ensure immediate response.' 
Review of present research in vaccination, post vaccir,e encephalitic syndrome, 

Minimal Brain Damage (MBD). etc. 
Scrutiny of drug company "safety studies" of vaccines 
Discourage overuse of antibiotics. 
Removal of toxins (eg mercury) and contaminants from vaCCinations. 
School based vaccination programs to be abolished. 

1. Doctors giving school vaccinations do not as a rule have access toa child's 
or family's medical history and are not in a position tb assess the risk to an 
student., 
2. Concentration of recently vaccinated children.' corystitute a danger to teachers 
and unvaccinated classmates. " . 

Independent vaccination research. ' 
Immediate referral to Hospital based Regional ASD,Clinic r'hen any cause for concern 

manifests itself and after any vaccine reaction. 
Vaccination to become an informed choice 
Statutory reporting of vaccine reactions , 

. , 



DIETARY REQUIREMENTS j'oF fSD 
Recognition of "Autistic Dief for Diet Supplement undEf Supplementary Welfare Act 
Rebate system for "Autistic diet". ~ . . 
Recognition of and support for Autistic diet among seryice providers, schools, prisons; 

etc. where indicated. . 
Addition of drinking water fountains in schools to provic;te a'1 alternative to milk, 

commercial drinks and juices. . .. , 
A total review of labelling requirements for legislation resulting in statutory food 

labelling including labelling of agents used in food Rrocessing and packaging. 
Food industry encouraged to produce and supply foocfs ·suitable to the ASD 

population. 
Irish studies on diet I learning and behaviour change QOmrpissioned. 

RECOMMENDATIO 
Families of persons with ASD to pe respected and su ported at all times. 

It is vital to a successful campaign against the ASD epidem;c in Ireland that the Hope 
Project and other parent - experts be involved in planJi1ing find implementation. 

, . 

We would highly recommend that the Department of ~altn and Children and the 
Department of Education and Science make funds av~ilabie to the Hope PrQiect for 
the creation of a National Autism Resource and InformFitior Center and Autistic 
Spe~ Disorder Help line;' ... . 

I 



REMEMBER 

Autistic Spectrum Disorders are ontt}e jn~rease. 

Autism is a personal tragedy, a social nigtttniare and an 
economic .disaster. ' i 

Vaccination can cause ASD . 

. People suffering from an Autistic Speptrum Disorder have a 
medical condition and must receive ~ppropriate medical 
attention urgently_ ' ' 

People affected by an Autistic Spectr~m pisorder must 
have very early and continuingappropri~te teaching and 
therapeutic input. " 

Everyone suffering from an ASD canJ)e improved, with 
immediate intervention many can be normalised and 
maintained with diet. 

Dietary manipulation is indicated in almo~t all cases of 
Autistic Spectrum Disorder. : 

The Irish Constitution guarantees fre,e appropriate primary 
education to every per~on. ,', 

. . 

This , right· can not be den i~d 00, th~b~~i~ 0.' sca.~ce 
resource, lack of appropriate 10cal.fac~Utie$ or·.t;tny oth&r 
excuse. " 

V~ccine producers· should be requir~d to-~l>ay for:tne 
viCtims of their products. . " , 
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MMR Vaccine 
. 

Any information obtained here is not to be construed as medical or legal advice. The decision to 
vaccinOte and how you implement that decision is yours and yours alone. 

The PREPARED statements of many of those who testified are alreadyori the house website This is 
not their actual word-for-word testimony but their prepared statements submitted to the 
committee but you will get the idea. 

Shelley Reynolds Testimony - Parent of MMR vaccine-damaged autistic child 

.1eana Smith Testimony - Parent of MMR vaccine-damaged autistic child (1 of twins) 

Scott Bono Testimony - Parent of #AMR vaccine-damaged autistic child view with Adobe Acrobat 

Kenny Curtis Testimony - Parent of MMR vaccine-damgged autistic child view with Adobe Acrobat 

Also website with an article on Dr. Megsen's research & work with kids with autism - she was. 
incredible 

Dr. Megson'sWebpage 

Dr. Megson's House Submitted Testimony on MMR Vaccine Dangers/Autism/Vitamin A Treatment 

. Dr. Rimland's Autism/MMR Vaccine Dangers Testimony 

Dr. Singh's Autism/MMR Vaccine Dangers Testim.ony 

Dr. Andrew Wakefield's Testimony - Researched and found measles RNA in the gut of autistic 
children view with adobe acrobat 

Dr . .1ohn O'Leary's Testimony - Researcher who verified Dr. Wakefield's findings view with adobe 
acrobat 

Payne, FP, Baublis, N, Itabashi, HH, Isolation of measles virus from cell cultures of brain from a 
. patient with subacute sclerosing panencephalitis, New England .1ournal of Medicine, Vol. 281, No. It, 
Sept.ll,1969 Case Reports: A 6 year-old boy, whose parents denied a history of measles in the . 
patient or his Siblings, had received live measles virus wCcine in December, 1966. One year later, 
during.January of 1968, he began to show behavioural changes. By February, it was noted that he 
began·to fall frequently to the left, to use his left hand in preference to his right and to respond 
to questions with only lI>fes" or "NoR. By the end of the month, he was aphasic and incontinent, and a 
right hemiparesiS had developed. In early March, a profressive quadruplegie was manifest and he 
experienced generalized conwlsions._he died in April 1968, 3 months after the onset of hiS 

1IttP:llwww.nccil.netJ-WWltbmImmr.btm 1')/11100 
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landrigan, P.J., Witte, J.J., (26/3n3), Neurologic Disorders Following Li~ Measles Virus 
Vaccination, The Journal of the American Medical Association, Vol223, No.· 13:pp 1459-1462 
Abstract: From 1963 through 1971, eightyfolr cases of neurologic disorders with onset less t~ 
30 days after li~ measles-virus vaccination were reported in the United states. Thirteen could be . 
adequately accounted for by cases other than vaccine, and another 11 were uncomplicated febrile 
conwlsions probably related to vaccination. One case met diagnostic criteria for subacute 
sclerosing panencephalitis. The remaining 59 showed clinical featlres of encephalitis or 
encephalopathy. Causes of these cases could not be eStablished, bUt 45 (16'0) had onset between 6 
and 15 days after vaccination; this clustering suggests that some may ha~ been caused by vaccine. 
From 1963 throUgh 1971, 50.9 million doses of measles vaccine were distributed, and, therefore, 
incidence of the reiported neurologic disorders was 1.16 per million doses. Risk of encephalitis 
following measles infection is one per thousand cases. (my note - the vast majority of vaccine 
complications go unreported making the figUre inaccurate and the figure for encephalitis 
complications following measles infection is grossly overstated.)-

Keep in mind when reading the follOWing abstract that the Australian recommendation has recently 
been altered to say that simple colds and febrile conditions are no longer contraindications to 
vaccination. Keep in mind also, the case of [)avid Bonello who went to the doctor to be treated for a 
. cold at 4 months old,.was vaccinated against his mother's wishes, and is now permanently broin 
damaged. 

!Crober, MS, Stracener, CE, Bass, JW; Decreased Measles Antibody Response After Measles
Mumps-Rubella Vaccine in Infants with Colds; JAMA, April 24, 1991-Vol 265., No 16 Abstract: We 
examined the possibility that the common cold or afebr-ile upper respiratory tract infection might 
interfere with successful immunization in children who recei~ standard measles-mumps-rubella 
vaccine. Infants 15 to 18 months of age presenting at oUr well-child clinics for routine examination 
and immunizations were divided into two groups. Thos infants with a history and physical findings 
of upper respiratory tract infection were compared with· healthy control group infants who did not 
ha~ upper respiratory tract infections; and who did not have a history of upper respiratory tract 
infection symptoms within the previous month. Both groups were studied for their serological 
response to measles-mumps-rubella vaccination. Prevaccination serum samples were obtained prior 
to vaccine administration and postvaccination serum samples were obtained 6 to 8 weeks later. 
Measles antibody was measured in these serum samples by an indirect fluorescein-togged antibody 
test. Ten (21%) of 47 infants with colds failed to de~lop measles antibody, while only one (2'0) of 
51 well infants failed to ~Iop antibody. We conclude that infants with colds ha~ a significant 
sero-conversion failure rate associated with measles vaccine administration and that this may be 
the cause of some primary measles vaccine fai Ilres. 

Farrington P Pugh S Colville A Flower A Nosh J Morgan-Capner P Rush M Miller E, A new method 
for active sur~illance of adverse e~nts from diphtheria/tetanus/pertussis and 
measles/mumps/rubella vaccines, lancet 1995 May 27;345(8961):1369 Abstract: We desCribe a 
new method for acti~ post-marketing sur~illance of vaccine safety based on patient records. We 
studied the association between diphtheria/tetetanus/pertussis (DPT) vaccination and febrile 

. conwlsion. and between measleslmumps/rubel1a (MMR) vaccination and febrile conwlsion and 
idiopathic thrombocytpoenic purplrQ (ITP) in fi~ district health"authorities in England by linking 
vaccination records with computerised hospital admission records. We found an increased relati~ 
incidence for,conwlsions 0-3 days after DPT vaccination. The effect was limited to the third dose • 
of vaccine for which the attributable risk (all ages) was 1 in 12,500 doses. Completion of 
. vaccination by 4 months instead of 10 months after the change in the UK to and accelerated 

http://WWW.nccn.net/-wwIt.b.lQImmr.htm . J9IJJ/UO 
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immunisationsche.dule may have resulted in a 4-fold decrease in febrile conwlsions attributable to 
bPT vaccine. 67% of admissions for a conwlsion 6-11 days after MMR vaccination were attributable 
to the measles component of the vaccine (risk 1 in 3,000 doses). An excess of admissions for a 
conwlsion 15-35 days subsequently: there was no evidence of a mumps strain-specific effect. The 
estimated absolute risk of 1 in 24,OOO.do5e$ was 5 times that calculated from cases passively 
reported by·clinicians. This finding emphasises the need f.or active surveillance of adverse events. 
The record linkage method that we used is an effective way to identify vaccine-attributable 
adwrse events. 

Herceg, A .• An outbreak of measles in a highly immunised population: immunisation status and 
vaccine efficacy. Australian Journal of Public Health, 1994 Vol18, No 3 Abstract: An outbreak of 

. 18 cases of measles in a primary school in the A~aliQn cQpital Territory n August and September 
1993 provided the opportunity to study measles immunisation status and measles vaccine efficacy. 
Parents of 384 (78 %) of 491 children answered a questionnaire on recent illness consistent with 
measles and measles immunisation. Parents transcribed details of measles immunisation from the 
personal health record of the child to the questionnaire. Thirty-three percent of cases and 3;4 

. percent of the other children had not been immunised. Overall~ 95% of children had been 
immunised. The efficacy for all measles vaccines was estimated to be 90 percent (95'0 confidence 
interval (a) 75 to 96) and for measles-mumps vaccine 87 percent (a 70 to 95). All of the 
immunised cases had received measles-mumps vaccine. There was no incrased risk of measles 
infection in those who had been immunised at under 15 months of age compared with those 
immunised at 15 months or older, or in thos who could not provide a date of immunisation compared 
with those who could. None of the children who had received two doses of vaccine caught measles . 
. The date of immunisation was provided by 65% of the respondents who said their children had 
been immunised. Asking parents to provide this date instead of viewing the health record is a less 
expensive way of assessing immunisation status but this method needs to be evaluated. Measles· 
o~ks still occur in highly immunised populations when vaccine effjcacy appears to be 
acceptable. . 

MMR Fact Sheet 

I received a copy of a 35 page MMR fact sheet from Richard Barr of Dawbarns Solicitors. Bank 
House, King's Staithe Square, King's Lynn, Norfolk PE30 lRD, UK. I will give some excerpts and 
those interested will have to contact the above mentioned address for a copy. Dr. Andrew 
Wakefield of the UK who did work on Crohn's disease and measles is looking into autism and 
measles 

- The Japanese findings indicate that adverse reactions to these types of MMR vaccine were up to 
78 times as frequent as our Government's Otief Medjcal Officer of Health has Admitted 
(7.1/1000 = 78.111000). (1) If those figures are correct, then the vaccine .is more dangerous than 
the illness; and it does not give a great deal of confidence that the government has got its figures 

- ( or information about safety or side effects) right. 

There have been reports of subacute sclerosing panencephalitis (SSPE) in children who did not have 
a history of natural measles but did receive measles vaccine. 

Clients ( and those who have contacted us ) have reported to us a number of problems with the 
vaccine. To date we are aware of more than 600 inst.inces of siqe effects following the MMR and * 

MR vaccine!. i"he figures in (brackets ) .. ;side effects as of January 1997. . 

Autism (202) Crohn's disease and .other serious chronic stomach problems (110) Epilepsy (97) 

http://WWW.nccn.netI-WWltbmImrDr.btm 19111100 



Hearing and vision problemS (40) Arthritis Qnd arthralgiQ (including juvenile r~matoid arthritis) 
(42) Behavior Qnd learning problems ( in older children) (41) MyQlgic encephalomyelitis (ME) and 
chronic fatigue (24) Diabetes (9) GuillQin - Barre syndrome (9) Idiopathic thrombocytopaenic 

, pl)t"pura (and other purpuras) (5) Subacute sclerosing PQnencepholitis (SSPE) (3) Wegener's 
Granulamatosis (2) Multiple Sclerosis (1) Death (14) , 

Our inVestigations indicate that there are biological mechanisms by which the components of MMR. 
vaccine can cause encepholopathy which leads to Qutism. It may be caused by immune complexes -
( moleCules of antigens Qnd antibodies linked together) blocking smoll blood vessels in the brain. (2) 

The distinguished neurologist Dr. Charles M. Poser has drawn the link between the vaccines and 
demyelination. Almost any ... vaccination can lead to Q non infectious inflammatory reaction involving 
the nervous system .... The common denominator consists of Q vasculopathy that is often_ .. 
associated with demyelination. (3) , 

We know of experts who believe that there is Q connection between Qutism and peptides leaking 
through the gut WQII. damage to the gut WQII is caused by inflQmmatory bowel disease, and it looks 
likely that we will be able to show that the vaccine CQuses that condition. Therefore, through this 
route Qlone, it follows that there is Q clear possible link with the vaccine. - Dr. Andrew Wakefield 
has Q fQct sheet on children with perSistent stomach problems (pains, constipation or diarrhea) 
following the vaccination. ' 

References 

(1) A prefecture-wide survey of mumps meningitis associated with measles, mumps Qnd rubella 
vaccine. TQkashi FujinagQ, MD, Youichi Motegi, MD, Hiroshi TQmura, MD Qnd TQkayoshi Kuroume , 
MD. Pediatric Infectious Disease Journal, March 1991 Vo!. 10, No. 3. 

(2) The Biology of Autistic Syndromes: Christopher Gilberg and Mory Coleman: MQcKeith Press 2nd 
Ed. pg-22. 

(3") Posner CM. Neurological syndromes thQt arise unpredictQbly. ConsultQnt January 1987 pp. 45-
46 " -
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MMR Vaccine .. Encephalitis in Children 

Measles-Mumps-RubeIlQ (MMR) VQccine as Q PotentiQI Cause of Encephalitis (Brain Inflammation) in 
Children 

MARCH 9, 1998 ISSUE #39B by Harold E. Buttram, MD Townsend Letters Dec. 1997 

Childhood autism is the result of encephalitis Qffecting primarily the limbic system of the brain. 
located below the cerebral cortex. A relatively few number of 'cases are due to genetic causes. but 
officiQl1y the great majority are of unknown causes. 

Bernard Rimland. PhD, founding director of the Autism Research Institute, estimates that there 
are now Q minimum of 250,000 Qutistic children in America, Q 10 to 15-fold increase in the past 50 
or so years. Dr. Rimland. internationally recognized as Q leading expert in the field of autism. has 
publicQl1y stated that he believes current childhood vaccine programs are one of the major causes 
for the current epidemiC of autism.1 , ' 

, ' , 
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The US Committee on Qaildren. Youth, and Families has eStimated there are now 7!j million 
American children with dewlopmental delay compared with 4.8 million in 1991. Of these, 30% are 
thought to be autistic or haw outistic tendencies .2 It is true that statistics are supject to 
question, but the real scope of the problem can be gained by talki~ with \eteran elementary school 
teachers. and I haw talked with many of them. Without exception in myexperience,-they 
emphatically confirm that there has been a dramatic and widespread increase amo~ school 
children in learni~ and behavioral disorders attention deficit and hyperactivity, and children 
requiri~ special education. These cha~ appear most notable since the 1970's. Dawbarns Law 
Firm of E~land has published a paper in which they report on over 600 instances of side effects 
followi~ the MMR and MR vaccines, which were introduced in E~land in 1988.3 These include 202 
cases of autism, 97 of epilepsy, 40 with heari~ and vision problems, and 41 with 100 behavioral and 
learni~ problems, the latter in older children. Although British health officials deny a relationship 
of these conditions with the vaccines, Dawbarns has accounts of over 200 parents who beliew that 
their children were normal before they were vaccinated, and who can point to nothi~ (other than 
theVQccine) which could account for the deterioration in their children's conditions. 

The Physician's Desk Reference. in its section on the MMR VQccine, states that complications from 
MMR, such as encephalitis and optic neuritis, occur Itwry rarely." This is the conwntional view, 
sincerely held by a majority of doctors, but where does the truth lie? Could it be that adverse 
conseqUences to MMR VQccine are occurri~ on a larger scale than officially recognized? 

Hypothetical model for MMR VQccine as a cause of encephalitis Nerve cells of the brain function by 
conducti~ nerw impulses, Much like electrical wiri~, these cells require insulation to function 
normally. This insulation is provided by myelin sheaths, made up largely of fatty material. For the 
_ most part myelination of nerve cells of the brain does not commence until after birth. Most is laid 
down duri~ the first 5 years of normal dewlopment. It is now generally thought that the process 
of encephalitis, whether from wild viruses of liw-virus vaccines, is associated with an interference 
with the myelination process brought about by the dewlopment of antibodies against myelin basic 
protein, a constituent of the myelin sheaths .4 

- -

In theory there are several mechanisms whereby the MMR VQccine could haw increased potency to 
induce harmful autoantibodies (antibodies which attack the body's own tissues and organs. _ 
includi~ the myelin sheathes), once injected into the human system. First and perhaps foremost. 
MMR is incubated in chick embryo culture medium. which necessarily includes precll"sors of all the 
organ systems of the chick. includi~ myelin basic protein. N.erck Pharmaceuticals. which produces 
N.MR vaccine, claims that all traces of the chick embryo are remowd before the VQCcine is 
released for use. This may be true, but it is probably irrelewnt as it does not take into account the 
process of mobi le genetiC elements, more commonly referred to as a jumpi~ genes. a Viruses being 
made up entirely of genetiC material, they are highly susceptible to this process. It has been shown 
that viruses are genetically cha~ by accepti~ genetic material from cell culttres. 

The genetic imprint of the chick myelin basic protein. which is fOreign to the human system 
because of its chick origin, maY be programmed to induce antibodies against human myelin basic 
protein. once injected into the human system. This in turn, potentially resulting in encephalitis. The 
second theoretical reason is that the N.MR VQccine is injected by needle directly into the system. 
This differs, from the natural infections which are ·cushioned" or buffered by the muCosal immune 

-system (Secretary IgA) of the respiratory tract. By passi~ this mucosal immune system. the 
injection may carry greater potency for-harmful-autoantibody formation.-Third, measles virus -
carries protein similar to those found in myelin sheaths 6 so that antibodies induced by the measles 
vaccine may cross-react harmfully with myelin. -
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Carrying this line of thought further, in 1993 Vijendra Singh, PhD University of Illinois, published G 

study in which they found antibodies to myelin basic protein in 50 to 60% of autistic children 
tested.4Recently at a public meeting Dr. Singh present.ed information on an unpublished, 
preliminary study of 27 autistic children in which he found nearly 50% correlation between MMR 
antibodies and antibodies to myelin basic protein in serum draw'n from the children.7 Dr. Singh' 
emphasized that this study was very preliminary and that no conclusions could be drawn from it. 
However, it does raise a higher index of suspicion that the MMR vaccine may result in encephalitis 

· and its various complications on G fairly large scale. Once again, this leads us to question whether 
or not many vaccine reactions are passing unrecognized and therefore unreported by the US 
medical community. 

Reasons for under-reporting of adverse vaccine reactions in the USA As reported in the J otrnal of 
the American Medical Association in 1990, there is a general malaise among American physicians in 
reporting adverse drug (and vaccine) reactions:.8 ,9 Based on this report, the present voluntary 
reporting system appears to have resulted in very low levels of adverse reaction reports. 

The original screening studies for measles, mumps, and rubella vaccine were limited to short 
periods of time such as 6 weeks observation for adverse affects. This limited time did not take 
into account the possibility of delayed reactions, which may outnumber those occurring within the 
6 or so week period. In the case of cancer, we know there may be periods of years between the . 
original body insult and onset of cancer. In the case of the vaccines, it is' possible that slow and 
subclinical process of encephalitis may be initiated which may not manifest until much later an 
therefore remain unrecognized as having been caused by the MMR vaccine. 

It is possible that MMR vaccine reactions are now occurring on a much larger scal.e than they did in 
the original screening studies, because manychildren today are second generation vaccinees; that 
is, they are born mothers previously vaccinated with MMR. The mothers having been vaccinated . 
with genetically contaminated MMR, as previous described, the children may haw heightened 
susceptibility to adverse reactions when rechallenged with the vaccine.10 Further confirmotionof 
this concept is found in a recent report fr.om Japan where it was demonstrated that live virus from 
measles vaccine do persist in mononuclear cells of the body in children with autoimmune 
hepatitis.16 Doctors, having been conditioned by the rarity of adverse reactions in the original 

· screening studies, are generally inclined to dismiss these reactions as due to other causes. 

The decline of childhood diseases before vaccination There is a generally held concept that mass 
vaccine programs were largely responsible for control of former epidemic diseases, but with the 
probable exception of the polio vaccine, in mast instances this was not the: case. From 1911 to 1935 
the 4 leading causes of death among those aged 1'to 14 years; covered by Metropolitan Life 
Instrance policies, were diphtheria, measles, scarlet feYer and whooping cough.ll 

HowE;ver, by 1945 the combined rates from these 4 diseases had declined by 95'0, bef~ mass 
vaccine program ~an in the United States .12 By far the greatest ·factors in the decline were 
better hOUSing with I.ess crowded conditions, better nutrition, and other public health, hygienic, and. 

· medical measures. 

Discussion The conYentional view is that adverse vaccine reactions are relatiwly uncommon. At 
variance with this are internationally recognized authorities such as Dr. Bernard Rimland. Also at 
variance are marry parents whose children haw dewl.oped inedical complications follOWing vaccines 
where no other cause was evident. Time may prove that one of the basic flaws in AmeriCan 
childhood .vaccine programs is that it is increasingly compulsory and mandatory. Once consictered 

http://www.nccn.netl-WWltblnImmr.htm . 19/11/00 . 

~ I 



the fountainhead of freedom, in the enforcement of \'Qccine programs, America has become one of 
the most stringent and arbitrary of all nations. Parents refusing to have their children \'Qcciriated, 
often for religious reasons, are subject to charges of child abuse. . 

.. 
Public health officials contend that such compulsory measures are necessary for control of 
infectious diseases which, they maintain, would increase along with childhood death rates if the 
\'Qccine mandates were lifted. In my opinion, this argument does not bear up to scrutiny for the . 
following reasons: 

**In 1979 Sweden banned the pertussis (whooping cough) \'Qccine, considering it both ineffective 
and dangerous. In spite of the banning, or perhaps because of it, Sweden maintains one of the 

. lowest infant mortality rates in the world. In 1975 Japan raised the age of pertussis \'Qccine to 2 
years of age, considering it dangerous in infancy. Since that time, sudden infant death syndrome 
(cot deaths) have largely disappeared in Japan.13 

**Other nations with either voluntary wccine programs, such as England, or lessstringeritly 
enforced programs have lower infant mortality rates than the US. With few exceptions. they have 
not had a return of deadly epidemics (with high mortality). One researcher has estimated that, in 
the case of autism, it may take 15 years to reach the standards of scientific proof that N..MR 
\'Qccine is causing autism in a large portion of children with the condition. Can we afford to wait 15 
years? 

For sake of argument, let us assume that scientific proof is eventually gained that MMR. is 
causatively related to a significant portion of children with autism and developmental delay. If we 
continue to enforce \'Qccine programs as at present, one shudders to think what the future 
generations will think and write about us. Mistakes might be forgiven, but not the enforcement of 
these mistakes. If such does prove to be the case, we can rest assured that they will be neither 
kind nor charitable in their judgments of us. -

Conclusion 
As previously mentioned, time may prove that \'Qccine programs went awry when they deviated from 
the most basic of traditional medical ethics; the right of a patient to choose or reject medical 
_ therapy, or the right of parents to accept or reject medical procedures such as \'Qccines for their 
children. The right of free choice provides a system-for checks and balances now lacking. As a 
result, present \'Qccine programs are going to extremes and are possibly causing more disease than 
they are preventing. The remedy? Parents should t>e allowed the right of free choice to accept or 
reject \'Qccines for their children. 

Addendum Of·related interest to the subject of MMR \'Qccine as a potential cause of encephalitis 
is the report of Dr. Sudhir Gupta and coworkers in which they found marked abnormalities of the 
immune systems of autistic children.l0 Could the MMR \'Qccinehave been a contributing factor for 
these ~nOrmalities? In 1991 there was a report of significantly higher child mortality following 
high-tittered measles \'Qccines co~ with standard measles \'Qccines among children in 
Senegal.14 Subsequently a study was undertaken to assess immune responses to the high tittered 
\'Qccines.15 The results showed suppression in Iymphoproliferation; that ;s, suppression in 
Iymphocyte production (lymphocytes are a closs of white blood cells which play Cl major role in 
governing the immune system). . 

In the above study report it was stated, '%e effect of measles immunization on immune responses 
in infants has not been systematically studied." The study was \'Qluable but it tested only two 
strains of high red measles wccines, not the standard \'Qccine. As a result we do know that the 
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high-tittered vaccine does cause immune disturbances, but we do not know the effects of the 
standard measles vaccine, studies not having 'been done. If such studies are not already in progress, 
let us hope that they soon will be. . 

CotTespondence: Harold E. 8uttram, MD 5724 Clymer Road Quakertown, Pennsylvania 18951 USA 
215-536-1890 
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.llIRIIiI:QIl defccUvc products bepn in and its Japanese distributOt', 
1975. The proposed law im;ludes r 'Yam,anouchi Pharmaceutical Co. of 

.tI~:nm·es for gmuer acc:ountabilitj Tokyo. are inadequate. The man is . 
cm the pan: of dru& companies, the : seekmg Y66 million ill damatJ~ from 
middlemen Who r~t them and .: the twO drugmaken and the Harada 

... __ actual diug tales. and, ulti- HOipita1 in HiroWma. Insufficiendy 
doctora themselves. Drug strOng warnings about drugs have 

".ll8tlutllCtlLUe%S 1rill be required to • been c:;ited as a factor m the recent 
clea.n:r m~cation insuuc- dcaths-14 as of De<: 26-from 

i.Dcluding infOmaation on advcne dfea:s associated with Useyir 
bDtelillial side-d£ects, which drug dis- (sce Lartat Nov 6. p 11(6). In the 
~rib':ltOlrs will be obliged to pass on to future there may wen be more law-

who in nun will alert suits by patients and families in ".DlS. But COD&umet-ri.ghts groups Japan, e:spcc:ially if stiff clauses exist . 
lawyeu remain aitical of the within a product-liability law, 

_, ..... 11·.. ovcnll ~ for On a different note, the Health 
''lg to £avour manufaetc:m:rs, so Ministry, in a renewed effOrt to 
.a debate seem. iDc:v:itable. The redw::e bc8Jth-are COStll, i; recom-

Ic:oIilomi(: PIanniDg Apncy is now in menmng that cenain Kampo drugs 
of drafting the blw, which will aapanes.e herbal medicine in the 

iD.ttoduced at the nut session of Chinese tnldition, see l.4ncet. Aug 
Japanese Diet. ~ ~sensuS 21, P 485) no longer be covered by 

fIftJltuaDy be IQched. national health insurance. The min-
'Ibe council'. report throws into istry advocates the removal of Kampo 

relief the filing in early Decem- : c:InJp prescribed for chronic diseases 
of I Jawlrujt by a Hiroshima man : and aged patients and has called for B 

cJain:aa diat t:aking intederoa discussion of its proposal by the 
in the Iou of use of his • Mediall InsuraQce: Council. Srrongly 

.UWII, In this 1irat court case in Japan opposed is the Japanese Society for 
mtc:rferon and im sidc-c:ffccts, the Oriencal Medicine. wbich argues that 

contends that be was not in Japan's rapidly ageing society. 
1..1IDl~!d of po6$iblc side-effec:ts before Kampo is iadiapensabk for adequate 
"atllKlllt \VU started., and. that the health care. As of the end of Decem-

and information about inter- bet the council has reported that it 
by its producer, Schering- will form a group to nudy Kampo 
Corp of the UDitcd States, issues, as wen as to mediate between 

w'. troubles wltla ........ U ............... vaccine 

JIpIMSe Miuiauy of liealdl md 
(MHW) . h.u relcued a repon: cm 

domesbcally prcduc;cd measles-
.. p..rubdla vaccifte$ mat WcR with-

1993, becwte· of 
aseplic: meniD&id$. 

.Cl::ardixll to tbe repon. an avc:r:agc of lin 
1044 vac:ciJwiont bat been compli
byUepIic~ 

AIepI:ic ~ bad been tepOtt:ed to 
• complication bC the MHW meulca-

... rps-rubella vac:dnc from 1be 8W1 of 
iatrcxhlCCID into tbe JWion.al vacdna

P'OtJrlDlLltl.t. OrigiDaUy. rAc MHW 
that I cue of ucpIic UICIlklgiti$ 
~ every 100000 to 200000 

6 moAW later. the mmisuy 
to ~. the figure to 1 in 

dlouImd aDd to \llP caution in 
,. of mcaslea-mump!l-ftlbtiJa vac

. ad to c:ompiJc • IDIII1UaI. toz. cI.octon 

pmcription of these YacC:mes. 
iDtnKluced, measles-mumps

~tion was mll2Cl:amry, but a 
Iatu, as reportS of advcnc dfcca of 

ZcreascO. it was rcdataifjcQ as 
beiDa available on . ZeQueat. The 

meaalcri-mwnps-Nbdla vaCcination pro
~ was suspetl<k:d ,.'ben the v:accillH. 
WCI'C withdrawn. . 

When the incidence of vaccine-.AOCia.t
cd IDCDiniiU6 ,.,chtd 1 in 1200 in 1991~ 
the MH\V auth~use of triple-amigcn 
vacc:iDes other than dtc MHW veraion, 
but despite pl'OteStli, eon'tiQued with the. 
~on programme beCaUIC it iud&ed 
"'tbc incideo<:e of adverse e1fecn oC 
mcatlcs-mumps-rubclla \'accinatiuD to be 
lower than that of these diseaw1l aDd 
would. be etrectM: in pmre:ntiag 
encephalitis and hearizIg loss" . 

The VIIccine used at the $tart ot'the aov
emment prosramme contained muulp$ 
vaccine developed by Osaka University 
Microbiology ~rch Ce:xitef (OMItC), 
mQ$Je$ ClDtiguI. dcveloped by Kitusto 
Rcaearch-. <::enter, and Nbclla ~en 
develOped by Takeda Pharmaceutical 
(:ompany. TbeK insti{U(ei bad also pro
duced their own vcrsiOl\$ of themeulcs
mumps-Nbella vaccine bUt these were DOt 
r:ecoguised for otficial use until blc 1991. 

EXperience with me use 0( the four ver
sions in the vac:clnaaon programmc indi-

conflicting viewpoints. 
Just as the Health Ministry is mov

ing to downplay Kampo's role. the 
Tokyo Metropolitan Government is 
@Caring up. to expand Kampo's use. 
In fact, it has just released. a ff1)Ort 

extolling Katnpo's vi:nues UKi 
inaeasing me aI1o.;ation of funds fOt' 
Kam.po research and treatment in the: 
budget fOt' tilt: De:x:t fi$cal year. The: 
Tokyo MeuopoliQn Government'" 
KodairaCcntc:r now houses. some 
1600 ditferent medic:ina.l plants, and 
officials are urging in<::teued d0mes
tic production of kampo raw materi
al!! as well as national health COYetase 

of 3 much wider range of IC.tmpo 
drugs. 

The: move biJJhligbu 8 hcalth-care 
trend that retlec:ts Japan's growiDg 
awareness that its own traditions· and 
roots may provide solutions fO 

domestic problems. Since the Mciji 
Era (begun in 1868), Japan has 
emphasised a policy of ''Tum fO the 
West and Away &om Asia". Today 
this is being gradually replaced by a 

'!!enSC that "Tum to Asia and Away 
from the West," especially ~qcrc 
medical care is concerned, m.,- :pield 
mort' positive resuluo. In this respect 
the benefits offered by Oriental medi
cine: are being r~a1uated. 

Catrien Ro.c;$ 

ated rhat the OMRC version save the 
besl result-l case of aseptic meniDgitis 
per 18686 vacdnations, whet't.a$ me ~~ 
c::ines from the other inst:lmtioD$ :tuId c:om
plic:ation ratei similar to tbc MHW 
combination at 1 in 1212 and. J in 1813. 
MHW thus coDdueted rescardl on the 
OMRC venion wirh the hope of com:iDu
inI the MMR ~. Howc:vc:r. the 
IINdr rcvca1ed surprising tindiDp. OMR.C 
was fourid to have used unautb.orised ~ 
dUClion tc~ iD the ~ or 
its mumps .vacQQc. AlthOUfJh _ Urabe 

. main bad bccD used by aD three iDIt,I.-
. tutes. OMRC bad cbar1acd ro the c:e1J..cW-
rure medlod for ita· VIICCiDe pto4ueI:ion 
&om the lU:IIDiou-membranc c:alrure 
RMthod without DOdfying MHW: f'lU'Iber
more. the organisation became suspected 
of .manipWating data ~ tide
c&cts in &Y01lr of its product. . 

This cat.t. en<:ouraaed thole oppotiD, 
the nc:cin2tion ~ to apply pnlI

$U" cm MHW'. ~ 
vac<:illflticm rate8t wbid1 bad ~ 
&om about 50% in J 989 to atDUI'id 300/_ 
in 1990, had coadnued to dec:IiDe. Same 
muuicipalities .had· almdy stOpped 
~umpa-rubella 1/'Udrlaoon of 
their own accord. In Man:b, 1992. the-
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ra($( ~ DC ~mmemcomp«nsatJon COt them i."'cre charicy palients., with an aver-
death due to complication from vacc:ina· IS': IQ of 86 and schooling of Ins than 10 
tlon \1,'&$ apprO\'Cd. ~Rd)" t"l'O· mON rcars ~. a DeOll"(menl of Enerr. official 
lamilia tiled JUit against OMRC and told the Timtls. -We're tallring .about bun-- • 
MtlW, boldinS . these organisafioft$ dr.eds of rad$, I)"nielield doset-... 
respon~blc for tM deaths u( theit, infants • In a nucrition 'Study conducted· horn 
from U5,e of flawed meas!tI'$-mumpH'Ubcl- 19,,~ to 19;6, resea~hers hom HaNard : 
la \'aCcines. ljt'li~'crsity and the Massachusetts Insti- : 
~ lQ\'emmeDt also I~t a IS"''Sl.lit 1851 11.1(': of T ecbnology fed radioacti\·c calci- : 

ynr Oil deaths and. cnmplications CIIUsc:d um·andiron to m~ntalh' reurdcd teenage : 
b~' inCucnza ncCil\'(s, and publk opinion oo,·s· !l\inS at tM Fcm~ld Sta~ School in : 
has also been Nnning aglWlSl che current W~ltham, l\.\2$'$lchusetts, according to the • 
national vaccination prognunme. MHW t$ Bom)ll OltX1#. It seems thi parenrs and 
now beins blamed for the loss oC public guln:iian$ of !be children Were never fully 
confidence in dK entire programme. informed c,( the naNre of die expcrimtnl, 

In the meantime, thot American phar- •. Cc:!' reccive a l:pecijl! diel. 
tna<:clltlcal comr-ny Merck ShIIp and _ NASA, curious to leam about the 
Dohme has atlllO\ltl<:td plan .. to market its potentisl danger 0{ the rsdiarion to astTo--
combined anti~ \"acci.oe, MMR 11. ,in naut'5 in space, sponsored a project in 
Japan atier clinical trial1 ba~ been con- wilieh roughly 200 civilian patientS ~ 
ducted in zhis counuy. Mctck claims the pla~ in a special~' built room Whose 
incidc:m::e of ucpfie mcninsitis with its walls contained radioactive cobalr :and 
product lO be much lower than with canium, creating WNT one official told • 
Japanese ~~ iu vaccine uses tAe the 1\_ York Ti,,~ was "'vimWJy a sea of : 
Jeryt Lyon SlraiD of mwnps virus. The radiatiooM

• : 

Urabt: saain bat bctn· IISSOCiatcd with • • Congrelsional inveuigators have rcpoft. : 

aseptic meum,icis elscwbcn: (sec Ul~" cd W;lt in the 19;01· go\-cmmeDC : 
Apt 1 i, 1993. pp 979-82). reseatcherli iD Los Alamos \\IOrkins OD • 

MSI<oto Yawata 

US human radiation 
experiments . 

us officials an: PfOmisini a 6ill inVC$tip- • 
don of govcmment .... ponsored research 
prosrammes in which at k:ast 600 to 800 
people were expoRd to ndtauOft, often 
wihout mtormed consent, for medical and 
militalY reseatdl. Ac:cordin& 10 news 
repom, the human experiments WUe con· 
ducted by rcse.udlcn &om the Atomic 
Energy Col1'UtlisliOft, the militltY. and 
other 80vcmmcnt scientists in cooperation 
with mearchcn from manywell--relpcct
td uniVersities md. hospitals. Most of the 
~entl were con<hlcud iD the lft.40s 
and 19505. but ~ continued wdlinto 
me 19705.· 

The scandal was· touc:hcd off last 
November wben lAc Albuq",,,u~ Tribtnu 
te~dthat US scitctists had. injected· • 
.18 people with plutonium in the 1aCta' half : 
Or the 19401. In ft'potllC to the rc:vdJl- : 
tiom US Sneq:y Secretery ~1 O't.eary . 
promised to open up her dc:pamnent', 
6Ies relevant (0 cbis and citbc:t' experi
ment$, documems that .. ,. estimated to 
tun to )2 million pages. 

Sina:: me TriI1wu>', exposure, dtefe has 
been a flood of stOries in the US press, 
rcYeliliac a wide ftIDgC of human ~. 
mct:\t$, many of wbic:h seem to have vi0-
lated even the fess..than-strinsent ethical 
swuianU of the time: 
• According to the NI!tI1 ytri Ti~ &vm ~ 
1960 to 1971 the govcmmcnuPQNomh : 
programme at theUniVCl'5ity of Onc:in
nan in v.'hidl 87 CllDCCr· parients were • 
eXf)O$ed to' radiation. "All bw. three of : 

106 

nuclear weapons dcsi;ned to kill enemy 
soldiCf$ with radiation poisoning. con-
ducted 5,evera)tnts in which bombs con
structed of conventional explosives were 
used to dis~ rsdioactive material into 
the 3U11ospherc.Simillr e~nts were 
also conducted in Tennessee and Utah. 
Civilians living in the CM areas were !lO[ 

informed of the cxpcrirnentd. 
• In. the 1949, rc:scarehers at Hanford 
Nucleu Weapons Plant released 7800 : 
cuci~ of radioactive iodine into me ~ 
atmosphere to test the effectiveness of' ! 
radiation detection equipment. Agsin, : 
DCUby rcsidcn[<$ were not warntd of the i 
tcst. • 

R.escarc:hCf'$y.ito were involvcd in some 
of these srudteS h"\'e pointed out dlat at • 
the tUnc littie was known of me tOllJ~rm : 
dan~rs of radiation exposure atld IlIJUC • 
that it is unfair (0 criticise research con- : 
ducted clec:adts ago rOt r.iling to mcr:t : 
tOday', ethical standards. : 

But documents l.'eV(!ai dlat at Icsp: ~ ; 
officials were a\lllre of the etblc:al pl'Ob- : 
lems raised b!' some experimentS. In ! 
1950, Or Joscph Hamilton. ancxpen: Oft : 
illb:'mal radianon poisoning at Uvcnnore· ~ 
National L.aboratori~ in California, wt'O(c : 
a memo to the US AtOmic Energy Cam- : 
mission', chief health otfici.al c:riticisiac a 1 
radialion experiment designed [0 KC : 
wbetber soldiers could mu funC'l'iOfl amr : 
a nuclear attack. Rccommendilli that ~ 
hqe monla:y$ be used in the restS in-.d : 
of man, HamiltOn "'TOle, "If this is lO be : 
done in humans, 1 feci that thOM con- : 
cemed in the Atomic Energy Commission : 
would be mbject to tonsidcnblt ala.. : 
cillm, IS admittedly, this would have a lit- ; 
tie of the Buchcnwald tOUcb", an allUMOft : 
to the Nazi death camp where medica!. ~ 
experiments were alnd\lctt4. : 

O'l.,ary ba, Ofdetcd hel' staff to deter
mine me numb« and naazrc or me bp\!I'
imcncs, to trltCe any livirIa sub;ects or daeir 
siJl'IIivort. and to evaluate «he lepllty of 
dte cxpedmcow protOCOIs. "'lbosc pctr 
pte wbo Wel'C wtongecl Deed to be cvm
pensated". O"Lary said. -And we OUIbt 
10 go forward and explain to the Coacn:ss 
what ~,.an<i let the Coftgms of 
the United Slalet and the Amaican pub
lic detennitlt what would be appropriate 
compensation ... 

HMO loses US$89·3 
million lawsuit 
A jury in Califomia. has awatdtd 
US$89':) million 10 me family of. WOQW2 

whcm health maintenance organisation 
(HMO) rdbscd to pay (or a bone-manvw 
uansp(:mt IS treatment b her meusutic 
bn:ur c:aru:c:r. Wbeo Nelcne fox. a 38· 
yar--old woman _0 was diaJllOStd with 
breast cancet in 1991, asbd bc:r iMurer:. 
Health Net, CaIifomia's second laqest 
HMO. to emet the cost of I marrow 
trIUlsplanc, 'Cbe company r$cted het 
claim. It cited ~ iD its ~n 
ofbenc6ts that Slid the plan did not COllet 

irm:'stiptional treaa:nent. wb.icb the docu
ment defines as aeatmalt that "'bas not 
been widely aec:eptH as p!'O'ft:!I aid eft'ec
dve ~ iD the orpnisecl medical 
community'". Fox was able to nise the 
money oc:c:dc:d. for dH umtplant, tmd. iD 
1992, unde.r:wcnt the proctdute. Never
meles-s. she died last April. 

Fox', brother, attorney M.adt Hieplcr. 
arsuinlt me family', asc in coun. poisued. 
out mar die descripcioa ofbalditc speci6-
ally Irate!! that the Health Net p\all t!4¥
en bone-manow traNplants aDd ~ 
does it esptaSIy matt an cxccpdoa (or 
tnnsplants done to treat ~ bt'Q$t. 

cancer. Ricplcr cootesU1cd dlat ~ 
tow traDspJamation is now lID accepud 
tn:atmcot for bta$t emctr and. d\CrCfOre. 
the escMioft clause n:lar:iq to inftsdaa
tional treaDJlcot, did DOt apply. 

In an imcrvicw met the trial. Hiepk:r 
cbarBed that baI'Cb plaat ddibuately use<:I 
vague wordinI In inVUbptional and. 
cxperim.ental aeaonau lhdulioD clauses, 
to IIYOId paym, claim,. He Rid dsat dIcy 
bow that SU'IIIBIina people who are lac-
Uta a catutmphe _-.: bave 1:be family 
aDd raoutCe$ to fisbL Hiepkr Ibo sai<l 
hcalm--ptan cxecuti9ft who pt bonuses· 
Cor cuRinl COStS 1houkI not be allowed CO 
dec:ide wt\ed\er a patient's claim should. be 
covered, "'There', a clar coaOict of iDter
eH. Th.ey 1ft makiag loo. 200. aDd 300-
dtollsand dollar· decisions. bundRds or 
Dmc$ • yeu. dI.at they .CID penoDaIly 
benefit from by OtllJial trMUDentI" •. 

But L~ Swallow. the anomer. who 
represented Health Net. Mid wbac 'Cbe jury 
rHIly decided Wls dwlt IftIn'OW trmSpr.n-
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My namo is Mary Norflcot Mcgson. 1 am a board-«rtiued pc:di.uieiaa. . 
Fellowship trained in Child Development, a member of the American Academy of 
PcdiaIJig mu Assistant Profenor otPediatrics at Medical COU. ofVirgiaia. I have 
practicecl pediatrics for twenty-two ycm. the last fifteen years seeiDa only cbildrcn with 
Developmental Disabilities. which include learning disabilities, .ucn.tioa deficit 
hyJ)eractivity diMmer, ~" .. ebml palsy, m~ntal retardation·and autism. 

In 1978, I lcamcd asa resickot ... Bulatun FloadngHospitalthat the Incldcllco of 
autism. ~ one iD 10,000 childral. Over the last ten years I ba\le watched the iDcidence 
of audsm. Skyrocket to lrJOO.. 1 16QO childnm.1 Over the last nine mootbs, I have treaIed 
over 1,200 children iD my office.. Ninety percent ofthcac childmt are Auti,mc: aDd aom 
the Richmond area alone. lbe State DepartmCtlt ofEdueation reports that there are only 

. 1 512 autistic students in the ctate of Virg:inju. , 

MHMll KKco.c.iaJ have c:n:ated loCa1 Infant intervention programs, and have bad a 
bard time keeping up with the numbers of delay~ infants and toddlers. I have servec1 as 
advisor to the City ofRicbmcmd and the suaoundin& comtics have established CD.Iire 
Pl'Oamms for autistic children that fill multiple classes in several schoo1a iD each district. 
The segment of children with ~ve autism, .. the form where. cbi1dnin develop 
IlODDQlly for 4 period oltimo then loIc skilJa &Dd sink iJlto au.Usw J.UU:$l wmmonly at 18-
24 months of age, is ~na at a phmomenaJ rate. I am seems ~lc.chikInn in the 
same family affected, Ir1cluding in the last ~ mur cases oru~~ ~on" 

. d.evelopiD,g iD tour yoar old children after their M:MR. and DPT vaeciMtiaa. In the past. 
this was unbeant of . . ... 

ID the vat ~ority Of~ cases, OIlepanm·~rtS nisht bliDdn..;z orodter 
rarer diacm:tCiCl ..... hid! .'" ~ by Il 8aletie defect In a 0 protcin.' W!lerc d:ley join ceD 
membl1ll'le rcccpton. which are aetivated by retinoids. ncurotransmiu.ers, homtones, 
secietin aDd. other protein messengers. Q protcios are cellular proteins that upgrade or 
downgrade siJtDlls in sensory orpns that regulate touch. taste. smell. heAring.Nt vision. 
They are found all over the body, iD. high eoneentradon in the gut and the brain:" and turn 
on or off multiple .mecabolic pathwCl)':J inol~ tboac £01' glucoac, Upid.,protcin 
metabolism" and cell gr:o\\o1b and SlJ%'Vh.al.' C1oso to the age ot"autistic rqp:essi.cm. " we 
add _"pis tom which complete\>, disrupts G Alpha sipls.' Tile opposi~ G protciDs 
are On without i.n1u'bition leading to: . . . 

. 1.' Glycolen hrca1cdnwn M B11Jmnr.o8~. Mmy of tb.eIe chilcll'cll haye 
elevated blood sugars. There is sixty-cight percent incidence of diabetes in 
patents aud grandpa."CDts of these children. 

.... . , 
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2. Lipid breakdown which increases bloOd far$( that IMtI to h)'perlipidemia. On.
third offamiUcs has either parent or grandparent who died from myocardial . 
infarction at lea than 5S years of ago and diaposec! with hypcdipiWwiat.. 

3. 'Cell gR)"th ditfcrentialiOD and sunivai wtuch leads to uncontroUed cell 
growth. There are ~2 cases of maJigIWlCies associated wi1h n.s..onmpenc; in 
60 tarnilies of'these autistic childreQ.' The measles antl"body cross reacts with 
intermediate fitamenbll whid\ Are the glue that hold cells toSethor in the pt 
'A;all. The loss of ee) I to cell eomection interrupts aproptosis or Ihe ability of 
neighborboodcells to kiltof'fabnouwu ~olll$. ~~fit vaceinc at l' months 
preceeds the DPT at 18 months which turns on uncontrolled cell growth 
differcutiation and survival. 

Ono-third of' families report colon cancer in the parents or ~.IO The 
etmr.tir. t!t'lff!d, found iD 3o..50~ of aduli can.::etl"8, is a eaacer ~e (m-9DCOgcps>. It is 
the same defect as that for congenital stationary mght blindness.ll · , 

G protein defects cause severe loss of rod fua.ction in most autistic children. l! 
They lose night vision. and light to d8l:k shading on objccts in the daylight. They sink . 
into a ~ eye PU2Z1~" seeiD& only color and lhape in All of'theiI'visual field., except 
for a '1)ox" in the middle,. the only place they get impftlSSion ofthc three dimeDsiortal 
nature of oOjeeta. Oaly when they . look at tdcvWon 01" • computer do they pRdi~tably 
hoar the right language for what they s~. They lry to make sense of the world around 
d1c:m by 1iDiD& up toys. sortiDg by cOl«. They bave to "sCe"' objetts byaddiDg boxes 
together. mu "tbinJctr.s in pictureS." Their avoidance of eye contaci is ID attanpt ~ Pt 
light to 1aad ott CCDterin the retina where they have some nxt faaction. Su4dea1y 
math .. tmlt'.h his lib saDdpa:per OD their skin_ commOn souada beccmae liko Dai.la 
liCIapec! Oft a b1actboaid. We think they caam.ot ~t, but wo arc'smkiDa thOae
chilclrcn iAto a:l~p&mtiDgat 18 .mon~ or .. -.uw dicy aldlt:ryIDg*ftpreo\K 
uthe lansuaae 1hey .. hearins is connected to what they are loo1ciDg at. at the laDle 
ti!n~. ' 

. The defect Cor congenital stationary niSM bJ..indnc:ss on the short ann orthc X 
('hromosome afFeeta Cen membrane calcium chcmclsl3 which, i(not f\w:uoaiDg. block 
NMDAlglutamatc reccptors in the hippocamp~ I. where pathways conacct the 10ft and 
li&hl uutiu widllhc froDl.allobe. MargarctSauman.baa described a lack. of cell growth 
and dit'fcrentiation in the hippocampus seen on autopsy iD autistic childral. l' Tb.c frontal 
lobe is the scat of executive ftmc:tlOD. atteaoon, inru"ition of imp~ social judgcmalt 
and all executive ftmctiODS. 

WIl_ ctimulAted. tbeoe NMDJ\ rcCoptoD tbroup C protoius stim.ulatc n~GICMl' 
Vitamin A Rceptors discovered by RoD. Evans, et at Doc 1998.16 When blocked, in the ' 
8uwud lIIudel, mic.:4: are unable to .learn and remember' changet in lhcir mvironmertt, they 
aet as utheyhave signitiC8IU visual perceptual problems. and have spatiallear.a.ing 
defecits.1 ~ _ ' 
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Of concern thc Hepatitis B vinLs. protein seqUalCcwas isolated iD the ,fmt: for . 
&1mi1ar retinoid rcceptors (RAR beta)." which is the criticalreceptor important for brain 
plasticity and retinoid signaling in the hippocampUS,19 After the nxrcuryis mDO\'ed, I 
understand we will restart Hepatitis B v~cine at day ODe oflife. Studios need to be done 
to detcmUnc ifthis plays an addith-e TOn in the marked increase in autism, 

I am usinS natural lipid soluble concentrated cis foim ofVitamiJ:l A in cocilivcr 
oil to bypass blocked G protein pathways but, turn on those central retinoid receptors. In· 
a few days, most of these children fCgain eye contact and some say their "box" of clear 
vision grows, After tlNo months OD Vitamin A tra.tment, these children, when gi\o's a 
single dose ofbetbanechol to stimu1ate pathways in the parasympathctic system iD the 
~ focus. laugh, concentrate, show a sense of hum or. and talk after 30 minutes as it ___ '" 20 . . 
tecOnn~"",," . ' 

This improves cognition. but they are stiD physically ill. When these cbiidrcn get 
the ),1,,\{R vaccine, their Vitamin ASIO.res are depleted. they can not compensate for 
bloclced pathways. Lack of Vitamin A which has been called "'the anti-infective agent, " 
leaves them immune-suppressed. Tbey lack cell mediatec:l immunity. T cell acti\~ 
important for loOS term immune memory. requires 14-hydroxy retJ'OOrotinoL On co<llivcr 
oil, the only natW'al50Dn:C of 14HRR., the children get well. 

I live in a small middle cl ... a.cighborhood with twca.ty-three houses. I rcccatly 
counted thirty children who live in this community who are on mediauionfor ADHD. 
One week ago, my oldest son who is gifted but dyslexic bad twelve lICighboJhoocl iicnds 
over for d.ina.cr. Ai I looked aI'O\'I.Dd the table, an of these childre.D. but onc had dilated. 
pupils. After two and onC half months oftaldng vitamin A and D· in. cod Jiver oil, my SOD 

announcect. ., can tcad now. ~thel~dosittjump around ohd1e page anymore:" Hc is 
able to focua and his bandwriuQ8 hat'improved dramaticat1y. In his high school for 
college bound dyslexic studca.ts. 680(70 teenagers·rcport seeing headlights with 
statbursts. a symptom of cogcnital stationary night blindness. 

I think we arc staring a disaster in. the face that has affected thousands of . 
Americans. The children with autism or dyslcxialADHD are lucky. 1b.cre are many 
other. children DOt identified, just disconnected. 

. . 

We must direct all of our resources and efforts to cstabUsh rnultidiscipliDaty 
eentCl'S to treat these childn=a.. lDSmaDCC. companies should pay for evaluations, both 
medical and psychiatric, and treatment. 1bcse cbiidrcn arc physically ilJ~ imIinmo
suppressed with a ch~nic autoimmune disorder affecting multiple orpD systems. 
Funding to lOok at ctiology of autism. to identify children at risk prior to "autistic 
rcgrcasiOEl. .. and to prevent this disorder is imperative. lmpltmlCllting vacctnc policies 
that are safe for ill children should become QJ&t titst priority. 

, , 
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Mothers from all over the country have brought pictures of their autistic children . 
to Washington this weekend. ~ost ofthcse clrildren were born normal and lost to 
"autistic reJrCSSion." 1..M1c inlO the-ir eye. and you win bear thcil' silence. 

Tb:mkyou 
Mary :S-. Mcgson, MD 
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Testimony before Congressional Oversight Committee on Autism and 

Immunisation 

Or Andrew J Wakefield MB.,BS FRCS 

• 

Mr Chairman and members of the Committee. 

The purpose of this testimony is to report the results of the clinical and scientific 

investigation in a series of chHdren with developmental disorders, principally 

autism. Nothing in this testimony should be construed as anti-vaccine; rather the 

author advocates the safest vaccination strategies for the protection of children 

and the control of communicable disease. The opinions expressed in. both this 

text and the attendant presentation. represent those of the author. I am testifying ... 

on behalf ~f the children who have been referred to me for investigation, and am 

not here on behalf of, or representing. any institution. 

These studies were undertaken against a collective background 

experience of the principal authors, of over 500 peer-reviewed clinical and ' 

scientific papers, published in reputable medical journals, and over 1000 peer 

. reviewed abstracts presented to learned societies. The ongoing studies form part 

of an international, multidisciplinary research program including California's MIND 

Institute at UC Oavis .into inflammatory diseases of the intestine and childhood 
.. . 

developmental disorders, invo!ving the disciplines of pathology, immunology, 

virology (particularly. molecular detection of viral genes) and epidemiology. All 

. studies were approved by the appropriate institutional Ethical Practices 

Committee. 

We have now investigated over 150 affected children with autistic 

. spectrum disorders. A preliminary report of the first 12 children has been 

published (Lancet 1998;351 :637-641). A detailed analysis of the first 60 children 

in due to be published (American Joumal of Gastroenterology). The clinical 
. . . 

findings described in these reports have been reproduced in the extended study 

of more than 150 children. The latter group includes 4 children from the US. 

Independently, other centres investigating children with autism and 

gastrointestinal symptoms in the UK, Europe and the US, have confirmed the· 

clinical findings that comprise the syndrome of autistic enterocolitis. 

. I 
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Our study was initiated at the request of parents. and was stimulated by the 

conviction that their children had; 1) developed normally during the ~rst 1~2.years 

of life; 2) undergone developmental regression to autism. in the majority of cases 

follOwing measles mumps rubella (MMR) vaccination. and; 3) develo~ 

gastrointestinal symptoms that, in the parents' opinion, were closely associated 

with the behavioralldevelopmerital pathology, Almost without exception, the 

anxieties of the parents, as described above, had been dismissed by the medical 

and allied professions, Bowel symptoms had been disregarded without 

investigation, Raising the issue of the possible role of MMR vaccine in their 

child's autistic regression had led.to an acrimonious breakdown of the doctor· .. 

parent relationship in many cases, 

One of the fundamental rules of conventional clinical medicine is to listen; to 

listen to the patient or the patient's parents. and then to investigate the 

presenting symptoms, without prejudice. in order to detennine whether or not 

they have an organic origin. In this context, the Committee should ~ aware'that 

the parents' story is remarkably consistent whether; for example, they come from 

the US. Canada, the UK, mainland Europe, Asia or Australia. The pervasive 

features include developmental regression and gastrointestinal symptorils 

following MMR vaccination (Figure 1). 

Figure 1 New Straits Times, Kuala Lumpur 
"After receiving his MMR inoculation at 18 

·months, Nicholas came down with a very bad 
case ()f gastroenteritis. From then on I noticed 
very distinct changes in his behavior," 
Ang recounts. 

Accordingly, we have conducted a series of detailed studies on behalf of 

. these children, the findings of which, in summary form, include: 

2 



1. A pattern of symptoms that comprise abdominal pain, abnormal bowel habit 

(constipation with overflow diarrhoea), bloating, reflux. The pattern and 

severity of behavioural and gastrointestinal symptoms appear to parallel, each . 

other. 

·2. A frequent history of atopy (asthma, eczema, hay fever) 

3. Recurrent, refractory upper respiratory tract/ear infections .. 

4. A strong, family history of autoimmune disease. 

5. On direct visualisation of the lower intestine, ileo-colonic lymphoid nodular 

hyperplaSia (swelling of the tonsil-like tissues in the small and large intestine; 

figure 2), plus inflammation of the. colon and, to a lesser extent, the ileum. 

Figure 2. Marked lymphoid 
nodular hyperplasia of the 
terminal ileum in a child with ' . 
autistic enterocolitis 

6. Low numbers of circulating immune cells (Iymphocytes; figure 3) and an 

. inability to respond appropriately to common antigens to which the children 

have been exposed previously (tetanus, diptheria, pertussis. house dust mite, 

candida). These differences are statistically significant compared with age~ 

matched healthy controls. 

GROUP 

. . '-fit *UDOI"ClOfftItIII 
8 0 l.--_-..;;._--.... ___ ---' • __ 

'0 

Figure 3. CD3+ Iymphocyte 
counts in peripheral blood of 
autistic children (each blue . 
square, represents one child) 
compared with age-standardised . 
reference ranges~ showing the 
upper (green) and lower (red) 
limits of normal (5th 

- 951ti 

centiles) 
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1 .. In blood. a raised circulating IgG measles antibody titre that is statistically 

significant when compared with age-matched healthy controls. The same. is 

not sefltn for antibOdies to mumps. rubella or cytomegalovinJs. 

2 .. In preliminary studies. the presence in intestinal tissues. of measles-specific 

antigens (protein). specifically in the follicular dendritic cells of the reactive 

ileal lymphoid tissue. 

Figure 5. Measles virus 
nucleocapsid protein in the 
centre ofa reactive lymphoid 
follicle in a chUd with autistic 
enterocolitis 

3.The absence, in the same lymphoid tissues. of antigens specific for other 

common viruses including mumps. rubella, adenovirus. herpes simplex virus I 

and 11 and HIV. 

4. The absence of measles antigen, in intestinal lymphoid tissue from 

developmentally normal children without inflammatory pathology . 

. 
5. Investigations including chromosome analysis, metabolic analysis, imaging 

studies of the central nervous system. electro-enCephalography and analysis of 

cerebrospinal fluid did not reveal any alternative causes for developmental 

regression in these children. 

6. Jhe presence in 3 of the initial 9 children with autistic enterocolitis who were 

studied by gene amplification technology, of measles virus hemagglutinin (H) 



-' 

7. MicroscopicallYi in intestinal biopsy tissue, a specific and subtle inflammatory , 

pathology in the colon (figures 4 & 5) that, overall, appears distinct fromJhat 

seen in patients with Crohn's disease, ulcerative colitis. idiopathic 

constipation, and histologically normal controls of a simi.lar age. 

Figure 4. Autistic enterocolitis: 
acute inflammation in a colonic 
~t . 

Figure 5. Autistic entei'ocolitis: 
colonic crypt abcess within the . 
black circle 

8. A pattern of colonic inflammation that distinguishes autistic enterocolitis from 

other common forms of inflammatory bowel disease. as demonstrated by the 

detection and quantification of specific immune and inflammatory molecules in 

the intestinal lining. 

Figure 6. Activation 
of the immune 
sYstem in the bowel . 
lining in autistic 
enterocolitis. A == 
normal child: B = 
autistic enterocolitis. 
Staining represents 
Class 11 antigen 
expressiori (LN3) 
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. gene in peripheral blood immune cells (Kawashima H et al. Digestive Diseases 

and Sciences. March 2000) 

7. Subsequent molecular studies of the detection of measles virus genetic 

material will be described by Professor J.J. O'Leary. 

The issue of coincidence 

Many pediatricians have expressed the opinion that, for autism, any 

association between MMR vaccination and the parents' recognition of the child's 

behavioral problems is coincidental. Such an assumption is inappropriate in the 

absence of a thorough history and investigation. For example, symptoms of 

classical, early onset autism are often noticed initially, in the first and second 

years of life the child does not develop in the way of normal siblings and peers. 

Parental concerns about the child's development are often expressed in the 

second year, when these differences become evident. MMR vaccine is given 

. routinely at this age, and coincidence is therefore inevitable.. However, in 

children with autistic regression, the pattern. is of loss of speech, language and 

social skills, accompanied by bizarre behaviors, in a previously developmentally 

normal child. This is consistent with an early onset disintegrative psychosis. 

F~rtherrnore, loss of speech and language are accompanied by symptoms of 

excessive thirst. bowel disturbances, self-injury, and a self-limited diet associated' 

with cravings for particular foods. Atopy and recurrent, refractory upper 

respiratory tract infections are prominent features. These symptoms do not 

feature in the ,exclusively behavioral descriptors of the diagnostic manual for 

autism· DSM-IV. 

The issue of coincidence may be addres$ed, in part, by considering those 

chitdren who have received more than. one, measles containing vaccine. If the 

intestinal pathology and the associatedbehavioral problems are causally linked 

to a persistent viral infection of the intestine, then re-exposure to the same virus 

vaccine might be expected to exacerbate the condition by, for example, eliciting 

an immune response against virally infected cells. In the cohort of children with 



autistic enterocolitis under our care, we have 10 children who have received 

more than one dose of a measles containing vaccine. Developmental/behavioral 

changes had to be identified contemporaneously, rather than retrospectively. The 

data for first and second vaccine doses, and initial and subsequent behavioral 

changes are shown graphically, below (Figure 7). 

MMR and Behav. Change 

. (cohort \IiItI booster only) 

. .. ---- -•• • - -- • • MMR 

• tst Sehav. Change - • 
• BooGte,_R 

~~. ==~"~-~-:-----J • 2ndBehav o-g. o tOO 200 

Age in months 

Figure 7. The graph, where each time line represents one Child, shows 

that for 7 children (2-4 & 6-9) developmental regression accompanied both 

exposures. In 2 children (1 & 10) it followed the second dose. long after the 

second year of life. These data are not consistent with coincidence. 

Temporal trends in autism 

. If MMR vaccine is causally related to autism and autistic enterocolitis, then 

there should have been an increase in the numbers of cases of autism following 

the introduction of MMR vaccine in different countries. Moreover, since MMR was 

introduced into different countries at different times. the effect should be one of 
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Temporal trend for autism: 
US and UK 

Superimposing the data for 
the US and the UK analyses 
described above. identical 
time trends are seen. with a 
delay in the rise in the UK that 
corresponds to the later in 
introduction of the MMR 
vaccine in 1988 

It. is important to note that the UK and the US use exactly the same diagnostic 

criteria for autism and yet there is a 1 O-year delay in rise in the number of cases. 

These changes are very unlikely to reflect artefacts due to changing diagnostic' 

criteria. This is confirmed by reviewing the temporal trends for autism and 

learning dis.abled children in the state of Illinois from 1991-1997. 

No. of cases 

2~O~------------------------------~ 

1991 1992 1993 1994 1995 1996 1997 

o Learning 
disabled 
x103 

• Autism 

~igure 12. Temporal trends for autism and learning disabled (x103) in Illinois. In 

1994 the broader autism criteria of OSM.l1I Revised (OSM.III-R) were amended 

' . . , 
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Temporal trends for autsim 
cases in California 

A dramatic rise in the numbers of 
new cases of autism seen in the 
first birth cohorts eligible for MMR 
vaccination (bar) 

There was a rather protracted 
period over which MMR was 
introduced in the US. because of 
the continued availability of 
monovalent vaccines. 
(F.Yazback. personal 
communication) 

Source: Office of Developmental 
Services, Sacramento, Ca. 

similar temporal trends in different countries. with any increase corresponding 

with the introduction of MMR. 
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Temporal trends for autism 
U.K. North London 

Data published in the lancet, 
compiled by the Public Health 
Laboratory Services and the 
Department of Community 
Paediatrics. Royal Free Hospital. 
Data show a doubling of autsim 
cases in the first birth cohorts 
eligible for MMR. with a dramatic 
and sustained rise thereafter. 
Bar shows fIrSt birth cohorts 
eligible for MMR 

Source: Taylor et at. lancet, 



to the more exclusive DSM-IV. Had the increase been an artefact of diagnosis, 

then the numbers should have levelled off beyond 1994. 

The Finnish paper 

No evidence for MMR-associated inflammatory bowel disease or autism in a 14-

year prospective study. Peltola et aI, Lancet 1998; 351: 1327-1328. 

The study: 

• Identified adverse events following 3 million doses of MMR in Finland during 

the 3 weeks post-vaccination 
. . 

• Traced those individuals with severe gastrointestinal symptoms (diarrhea 

/vomiting) after MMR, lasting 24hrs or more. There were 31 recorded 

episodes. 

• Followed up those 31 individuals from 1 to 14 years (mean=9 years) after 

MMR 

• None of the 31 children had a diagnosis of autism or inflammatory bowel 

disease 

The problems 

• No one has ever suggested that acute gastrointestinal symptoms within 3 

weeks of MMR is a risk for autism or inflammatory bowel disease. 

• Parents reported behavioural changes as the initial presenting feature in 

their children 

• . 31 children is far too small a number, and the children are still too young to 

assess risk of inflammatory bowel disease. 

Conclusion 

• Peltola et al tested the wrong hypothesis 

I 

I 
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The Taylor paper 

Taylor Bet al (Royal Free & University College Medical School & the Public 

Health Laboratory Service) published a paper (Lancet1999;35~:2026-2029) that 

soughtto dispel any relationship between MMR vaccine and autism. They 

performed a Case-Series analysis of children with autism in North West Thames: 

Reasoning: If there is a causal association between MMR and autism, there . 

should have been a step-up in the numbers of children with autism in the first 

birth cohorts eligible for MMR. The authors stated that such a step-up should 

.have occurred in those born in 1987 since these were the first children eligible to 

receive MMR .in the second year of life. There was a crucial omission from the 
.' . . . . 

paper by Taylor et al. In 1988""; with the introdudion of the MMR in the UK - a 

"Catch .. Up" campaign was instituted which targeted pre-school children of one to 

four years of age who had not previously received monovalent measles, mumps. 

or rubella vaccines irrespective of their immunity to the three infections.' 

Corroboration of this comes in the form of a contemporaneous paper from . 

Or Christine Miller, previously of the PHLS, who stated: "Although the program 

will be aimed mainly·at the one to four year age. groups, where it will have the 

. maximum effed, MMR vaccine can be given at any age. n (Miller C. Introduction 

of measles/mumps/rubella vaccine. Health Visitor 1988;61: 116-117) 

Taylor et al noted that the rise in autism occurred in children born in the 

few years before 1987 and concluded, therefore, that since this rise had started 

before the introduction of MMR it could not have been caused by MMR. This 

paper has been cited by various vaccine officials as definitive proof of the safety 

of MMR in this context. 

T aylor' et ai's' omission of the crucial information' on the catch'!'(Jp 

campaign, led the reader to believe that those, ~md only those, born in 1987 were 

the first children eligible for MMR. They were challenged on this omission in a 

subsequent letter to the Lancet {1999;354).ln their reply they acknowledged that 

they were aware of the catch-up campaign and admitted that no fewer than 36 

autistic children in their data-set were born before 1987 and had, therefore, 

received their MMR over the age of 2 years. They claimed that this was not 

..... . . , 



relevant since symptoms had apparently started in these children before MMR. 
. . ~ , . 

This. is not relevant; testing of a "step up" hypothesis is not based upon analysis 

of individual case n9tes, other than to confinn diagnosis. Since .they were aware 

that their cohort contained children who received the MMR after the age of 2 
years it was not scientifically legitimate to test the hypothesis that a step up 

should be seen in those born in 1987. The fact that the step up occurs in those 

born in 1986 is alanning, and would be consistent with an association with MMR. "~;I 

Such were the anxieties about the quality of this study that it was recently 

the subject of a special, and highly critical debate at the Royal Statistical Society 

in London. The conclusion reached was that Taylor ~t ai's st~dy design was 

wrong~ 

Further evidence for a temporal association between the introduction of 

MMR and an increase in the numbers of cases of autism comes from a current 

study of autism in island populations. The data forStleUand are sho~ below. 

Year of Birth 

Shetland Islands, 
Scotland. 

A birth cohort effect 
for autism is seen in 
those born after the 
mid 1980's, 
corresponding with 
the introduction of 
MMR vaccine. 
Source Thrower D. 

", 
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Year of Birth 

Figure. A similar birth cohort effect is seen for those born in the Western 

Isles of Scotland, a geographically distinct group from the Shetlands. . 

MMR and Compound effects 

. Parental reports have implicated the polyvalent MMR vaccine, but rarely the 

monovalent measles vaccine. in autistic regression. Is such a causal association 

consistent with what is known of the risks for acquired forms of this syndrome? 

Atypical patterns of exposure to common chndhood infections - measles, mumps. 

rubella and chickenpox - have been associated with autism and autistic 

regression. In utero and infant exposures have been identified as periods of 

apparent susceptibility, when both the brain and the immune system are 

undergoing rapid development (Oeykin EYand MacMahon B. American Joumal 

of Epidemiology 1979;109:628-638). It is notable that a close temporal 

relationship in.the exposure to two of these infections during the periods of 

susceptibility may compound both the risk and severity of autism. Although 

historically, these rare patterns of exposure may have accounted for only a small 

proportion of autism. the w!despread use of a combination of the candidate 

agents in a single vaccine may have changed this. Recently, measles containing 

. , 



vaccines were linked to developmental regression (Weibel RE et al. Paediatrics 

1998;101 :383-387). 

In order to understand why autsistic enterocolitis might result from a 

compound effect - where the interadion of multiple concurrent viral exposures is 

important - it is helpful to examine the pattems of childhood infedion that have 

b~n identified as risk fadors for persistent measles virus infection and delayed 

disease. One important pattern of infection that may increase the risk of delayed 

disease is where different viruses interad, either with each other or both interact 

with the host immune system simultaneously. A close temporal exposure to 

measles virus and another infedion,including chickenpox or an encephalitogenic 

enterovirus, is associated with an excess risk for a rare fatal encephalitis 

(subacute sclerosing panencephalitis), the onset of which may be delayed for 
. '. 

many years. Similarly, atypical patterns of measles infection. including a cloSe 

temporal eXposure to mumps infection, but not other common childhood 

infections. have been identified as a significant risk fador for chronic Intestinal 

inflammation - Crohn's disease and lilcerative colitis. 

Clues that the component viruses of MMR could interfere. one with 

another, were provided in the very first pilot studies of this vf;iccine in 1969 

(Buynak et al. JAMA 1969;207:2259-2262).' However, despite providing compelling 

evidence of the potential for dose- and strain-dependent interadions between the 

component viruses in the MMR vaccine, both in the context of adverse reactions' 

and antiviral immune responses, the matter was left in abeyance. , 

Six years later, in 1974, the potential for viral interference in MMR was the 
. . 

subjed of a more detailed follow-up to the Buynak study, by Minekawa et al 
. '. 

(Biken Jouma/1974;17:161-167). The most striking observation was of a dos& 

dependent influence of the mumps vaccine upon not only clinical readionsto the 

measles component, but also seroconversion to rubella vaccine. 
.-

The ability of mumps virus to interfere with the cellular immune response 

to certain strains of measles virus and, thereby, in particular combinations 

... ' .. ' 
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potentially to reduce viral clearance and increase the risk of persistent infection. 

is an intriguing hypothesis to some of those involved in the current debate. 

Whatever the ultimate merits of this hypothesis, the contemporaneous 

interpretation of Minekawa et al was that further studies were necessary. 

However, it does not appear, from the published literature, that these further 

studies were undertaken. 

$ummary 

:> Autistic enterocolitis is a real syndrome 

:> The swollen intestinal lymphoid tissue provides a focus for searching for 

the cause(s) of this syndrome. 

:>. The virological ~ata indicate that this may be measles virus in some 

children. 

:> It would be imprudent to interpret the temporal relationship with MMR as 

coincidence, in the absence of thorough investigation. 

:> Epidemiologic and virologic data support the possibility of a compound 

effect of multiple concurrent viral exposures influencing: the clinical and 

immunologic response to MMR; the risk of autism; and, the risk of delayed 

sequelae. including chronic intestinal inflammation. 

:> Autistic enterocolitis appears to be important part of the current epidemic 

of autism and autistic spectrum disorders. 

Conclusions 

:> If, following thorough independent scientific investigation, it emerges that 

autistic ent~rcx;>litis and other related disorders are causally related to a 

compound influence of the component viruses of MMR, whether these 

viruses have been encountered naturally or in the vaccine, then through 

judicious Use of the vaccines. one may have a means for preventing the 

disease. Spacing the single vaccines, thereby dissociating the exposures 

that, together, may constitute the risk, provides a way of not only 

preventing the acute measles, mumps and rubella infections, but also, 



. potentially. the risk of one of the most devastating diseases that it has 

been our misfortune to encounter. 



Vijenma K. Singb, Ph.D. 
Department of Biology &. Biotechnology Center 
Utah State University, UMC4700 
Logan, Utah 84322 
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Today~ I will be speaking about the autoimmunity aspect of vaccines in' autism,. a 
medical condition that has been largely ignored by the medical community and federal 
government for a very long time and yet the incidence of autism is increasing at an 
alarming rate. 'An estimated one-half of a million Americans, mainly children, and 
dons more worldwide are known to suffer from autism, a heart-rending disorder 
that severely impairs higher brain functions: social interaction, communication, 
language, imagination and cognition. The disorder is a life-long mental disability with 
devastating consequences for both the patient and hislher family. Thus the financial 
,burden is huge for the families who care for children with autism, 

Autism is an idiopathic brain disorder, which simply means that the etiology of the 
disorder is 'not known. And there is no, single, clear-cut cause for autism. Causally 
speaking, I tend to think that autism is a complex disorder, in which 
autoimmunity to brain plays a key role. Today, in spite of virtuaDy DO funding 
available, autoimmunity is the most extensively investigated topic of researcb in 
autism~ This is by and large due to the fact' that autoimmunity is the prime target of 
therapy that has proven to be quite effective in ameliorating autistic characteristics. 
Thus the autoimmunity research, unlike the genetic research, has already significantly 
improved the health and welfare of individuals with autistic disorder. I have recently 

. coined a term "Autoimmune Autism (AA)" to refer to a subset of autism that has 
autoimmune etiology. Moreover, there are scientific reasons to think: that this subset 
may indeed be a result of vaccine injuries to children who display autistic regression. . 

Autoimmunity is an abnonnal reaction immune reaction, in which the immune system . , 
becomes primed to react' against body organs. It's a mosaic of highly' complicated 
interactionS and networking between cells and molecules of the immune system. The 
body makes .autoantIbodies against itself, resulting in damage to tissues and organs. 
The "autoimmune" response is what happens in autoimmune diseases such as lupus, 
and my research showed that a similar response my account for the brain abnormalities 
found in people with autism. 

Autoimmune diseases are identified and characterized' by many factors. The'haDmark 
is the "organ-specific autoantibodies" that have also been identified in people with 
autistic disorder. To that end, I have recently summarized laboratory data of 
approximately 400 cases (autistic and controls) and found that up to 8oo" of autistic 
children have autoantibodies to specific brain structures, in particular a brain protein 
known as myelin basic protein (MBP) of the myelin sheath, a fatty coating that 
insulates nerve fibers ,and absolutely essential for higher brain functions. These , 
autoantibodies are present qUite frequently (65-85%), in autistic children, but only' 
rarely «)"5%) in normal children and other disease controls. Accordingly, I postulated 
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that autism involves a specific autoimmune response· to MBP - an immune assault 
. that impairs myelin development in the developing brain, thereby modifying the nerve 
cell functions of the brain. Ultimately, by way of impaired wiring diagram in the brain, 
this results into autism. . 

Autoimmunity is commonly triggered by environmental exposures such as viral 
infections. Vuus serology (or virus antibodies) is an excellent tool· for studying virus 
infections in disease states. However, until ·recent1y, such· studies had not been 
performed for autism. Because of my ongoing research, I became interested in 
examining a virus link with autoimmunity in autism. I recently raised· two specific 
questions: (1) Does autistic children have a hyperimmune response (or increase of 
antibodies) for a specific virus? (2) Is there a relationship between virus antibodies and 
brain autoantibodies in autism? I conducted a carefully designed study to address 
these two questions. Succinctly, I made two very important observations: first, there 
was indeed a hyperimmune response to a virus and it was specifically for the measles 
virus (MV), but not for the other viruses tested [human herpesvirus-6 (HHV -6), 
·rubella virus (RV), and cytomegalovirus (CMV)]; and secondly, there was an 
association between measles virus antibodies and MBP autoantibodies (i.e., the higher 
the measles virus antibody level the greater the chance of brain autoaritibody). Few 
months earlier in the same year (February, 1998), I had already found that many 
autistic children had antibodies to a specific protein of the measles-mumps--rubella 
(MMR) vaccine (MMR vaccine preparation). These viral antibodies were also related 
to positive titers. of brain MBP autoantibodies. This. was most probably the rmt 
laboratory-based evidence to link measles virus and/or MMR vaccine to 
autoimmunity in children with autism. CoDectively, these observations led me to 
speculate that autism may be caused by a measles- or MMR vaccine-induced 
autoimmune response. Unfortunately, due to lack offunding, I have not been able to 
extend this research and the progress has been hampered. 

As I made scientific presentation of my initial findings, a vaccine-autism connection 
became even more apparent. I compiled a nonscientific, anecdotal survey of vaccine
injured children with ccautistic regression" or autistic disorder, as reported by families. 
Surprisingly, up to 93% of the reported cases had autistic symptoms shoTtly after 
vaccinations (52% post-MMR. 33% post-DPT, and 8% post-MMR and/or post-DP1). 
The remaining 7% of the reported cases were not linked to any vaccination at all. 
Indeed, if these numbers are reproducible, the data will lead to inescapable 
conclusion that these vaccines can potentiaDy cause autoimmunity in autism. 
Quite candidly, this will not be first time that a vaccine has been linked to a disease or 
disorder. There is quite a bit of literature linking vaccines to autoimmunediseases. 
Furthermore, ·an epidemiological study just publiShed in JAMA (March .8th issue) 
described "extraimmunization" amongst American children and considered it to be a 
contributing factor for the adverse effects of the vaccines. And I think the vaccines 
and autism connection is no exception to these adverse effects. 

In summary, the rapidly. accumulating evidence strongly imp6cates 
autoimmunity in autism, which in many may result from a vaccine injury. There 

. . is a possibility of an atypical measles infection in autism; but the evidence also 
suggests a MMR vaccine infection. Without any reservation, I would strongly 
recommend that this Congressional Committee reviews all the~information in 
bipartisanship, and explore the possibDity that drug companies never property 

. evaluated the safety of vaccioes in the first place. If this indeed were true then it 
becomes imperative that we as a society must pay an immediate. attention to this 
problem; otherwise, an epidemic of autism is a real good possibility. There should be 
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no mistaking about it beCause autism is on a sharp rise and vaccinations, especially the 
extraimmunization, could potentially eXplain this rise. The onset. of autism (or 
autistiC regression) post-immunization should no longer be regarded as merely a 
coincidence with the timing of the vaceination~ as our federal health otitdals 
continue to' do. We must find new ways to curve 'advene effects of vaccin~ 
induding autism. Considering a population of 500,000 cases of autism in the United 
States, the autoimmunity research, but not the genetic research,' has aIready had' a 
great impact on the health and welfare of autistic people. Since brain autoimmunity is 
found in up to 85% of cases, it can potentially help an estimated 425,000 Americans. 
Indeed, many of them are already reaping the benefits of the experimental autoimmune 

. therapy. Thus there is an urgent need to promote autoimmunity research in autism. 
This recommendation. is in'contrast to the opinions held by the directors of the federal 
agencies and major private foundations (Cure Autism Now and National Alliance for 

. Autism Research) who are erroneously committed themselves to fund genetic research 
only. Finally, I urge the Govemment Reform Committee to provide leadership for new 
solutions to the existing problems surrounding autism research, and request the 
Committee Members to be visionary and offer new hope to the people with autism -

. The essence of life is to care. 

Committee on Government Reform 
2157 Raybum House Office Building 

Washington, DC 20515· (202) 225-5074 
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Testimony before Congressional Oversight Committee on Autism and 
immunisation by John J. O'Leary MD, PhD, MSc, MRCPath. 

Mr. Chairman and members of the committee, 

The purpose of this testimony is to report the scientific results in a series of 
chBdren with autistic enterocolitis. Nothing in this testimony should be construed 
as anti-vaccine, rather it encourages safe vaccination strategies. The opinions 
expressed in this text and attendant presentation represent thOse of the author, 
and are not representative, of any organisation or institution. ' 

The studies were undertaken following an approach made to me by Dr. Andrew 
Wakefield (who has submitted independent testimony). The studies represent a 
trans-national. multklisciplinary research programme aimed at elucidating the 
causes andpathogenesis of infJammiltory bowel diseases and developmental 
disorders of childhood. 

Biopsy material for this study was provided by Dr. Wakefield and presented to my 
laboratory . using "blinded protocols-. Unique accession numbers were then 
assigned to each case to maintain patient and diagnostic anonymity. Senior 
scientists and technicians have carried out the research work at a dedicated state 
of the art molecular biology facility. 

Dr. Wakefield posed three questions to our group in relation to autistic 
enterocolitis: 

• ,Was measles virus present in gut biopsies of affected chHdren? 
• Where was measles virus located'in gut biopsies of affected children? 
• How much virus was present in gut biopsies of affected children? 

Following scientific discussions it was decided to augment this panel of questions 
by including two additional important questions: 

• Could measles virus genomes be sequenced from gut biopsies from 
children with autistic enterocolitis? 

• Could different molecular technologies be employed to confinn the 
detection of measles virus genomes in affected children? 

Before commencement of the project a standard operating procedure (SOP) was 
written in relation to handling of samples, extraction Of nucleic add and 
performance of molecular virology screening assays. The assays used in this 
study were: ' ' 

• In-situ hybridisation (with and without tyramide signal amprlfication [TSA)). 
• 1n-cel1 PeR 
• SoIuti:m phase PCR . 
• TaqMan quantitative PeR 
• DNA sequencing , 
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Testimony befont CongntssionaI Oversight CommiIIee on· Autism and biIrm.misaUon 
bvJohn J. 0'I.eary MD. PhD. MSc. MBCPath. 

Specific regions Of the measles RNA genome were selected as detection targets. 
These included the haemagglutinin (H), nudeocapsid (N) and fusion (F) regions 
of the measles genome .. 

Strict anti-contamination procedures were adopted throughout the study to 
prevent· false positive results being generated. These included separate ~nd 
isolated facilities for nudeic acid extraction, PCR· amplification; in-situ 
hybridisation and DNA sequencing. 

TECHNOLOGIES: 

In-sifu hybridisation: 

This technique allows localisation and visualisation of genetic sequences (DNA· 
and RNA) in cells and tissue sections. The in-situ hybridisation assays employed 

. cloned cONA (copy DNA) fragments of the Ht N and F region of the meaSles 
genome. Cloned fragments were labelled with biotin and /or digoxigenin using 
standard nick 1ransiation technology. Hybridisation (specific attachment) of probe 
to the target sequence in· cells and tissues was carried out using convel')tional 
chemistries. Oeted:ion of the formed hybrid was achieved using standard 
immunocytochemical techniques. In all cases tyramide signal amplifacation (TSA) 
was applied to increase detection sensitivity. 

One-step immunocytochemical detection has a sensitivity of 50 genome copies 
per cell; th," step immunocytochemical detection has a sensitivity of 10 - 15 
copies per cell: However. TSA achieves single cOpy viral gene detection in cells 
and tissue sections. 

In-situ hybridisation assays were performed on serial sections of gut biopsies 
from affected chDdren. Hybridisation efficiency was assessed using a conserved 
human repeat sequence (i.e. present in every cell). Negative control probes 
indOded Human PapDloma virus lypes·16 and 18 and Human Herpes Vuus 8. 

Immunocytochemical and detection controls were included in al assays. 

Optimisation· experiments were carried out using measles virus infected Vero 
cells and brain biopsy material from patients affected with sub-acute sderosing 
pan-encephalitis (SSPE). which is caused by·measles virus. . 

-



• using irrelevant primers 
• immunocytochemical and detection controls. 

Solution phase PCR: 

For affected children from whom frozen biopsy material was available. solution 
phase peR using primers to H. N. and F regions of the measles virus genom~ 
was performed. (Figure 2). 

Figure 2 Solution phase peR of F ,N and H genes of measles virus. 

Optimisation experiments were carried out using measles virus infected Vam 
cells and brain biopsy material from patients affected with sub-aarte scIerosing 
pan-encephalitis (SSPE). which is caused by measles virus. 

The detection sensitivity of single round PCR is 15 viral copy RNA equivalents 
(cRNA) in 10S RNA sequences. . . . 

Tag "an quantitative peR: 
. ~ 

This technique allows automated quan~tive. PeR analysis of RNA and· DNA 
gene sequences. My laboratory has been involved· with this technology for 
approximately 5-6 years. TaqMan PCR utilises two primers {as in conventional 
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In-Cell PCR: 

This technique allows the investigator to amplify (make copies of) DNA and RNA 
in cells and tissue sections with a detection sensitivity of one viral or rnammarlan 
genome copy per eeU, The location of the virus within the tissue. can be 
identified. In additiOn. problems with· DNA and RNA contamination are not 
encountered using this method. because only DNAlRNA present in tissue 
sections (i.e. either inside or Outside caDs) will be amplified and localised. (Figure 
1) •. 

Figure 1: Schematic representation of RT in-eell peR 

In these cases, measles virus RNA was amplified using in-cell RT-PCR (reverse 
transaiptase PeR). This technology employs a polymerase chain reaction 
(peR) step (in order to make copies of the RNA moleade) and a hybridisation 
step.using a IabEtUed probe to detect the newly fonned amplicon . 
(gene copies). 

Optimisation experiments were carried out using measles virus infected Vero 
eels and mea$les.;jnfected brain biopsy material from patients with sub-ecute 
sclerosing pan-encephalitis (5.SPE). . 

Four to six serial seCtions of gut biopsies from affected children were examined 
for the presenee of measles virus, white induding appropriate controls, i.e. 

• omisSion of reverse transcriptase enzyme, . . 
• omission of DNA polymerase. 
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DNA sequencing: 

Sequence confirmation of measles virus genomes was carried out using the ABI 
Prism 310 capiUary sequencer (PE Biosystems). . BigDye terminator chemistry 
and cycle sequencing Was employed to validate derived sequences. Positive 
and negative strand sequencing was performed with subsequent alignment of 
genetic sequences USing BLAST search software. (Figure 4). . 
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Figure 4. Electropherogram readout of a sequencing reaction. 
Bottom plate inustrates capillary 310 platfonn. 
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RESULTS:. I 

I. Optimisation emeriments 

1J191ml 1.5pg/ml 2J.L91ml 

ragure 5 I (above) demonstrates the optimisationexperiments for . 
RT -in-cell-PCR assays with measles virus transfected Vero 
cells. Copies of measles virus RNA can be seen in the 
cytoplasm of the cells. The intensity of the signal is dependent 
on the concentration of I probe used for the hybridisation I 
component of the assay. ' 
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Figure 6, (above) demonstrates in-cell I peR results in patients with 
SSPE. NOte the presence of measles virus genomes in brain 
tissue of affected patients. I 
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11 Biopsy results 

Using RT, ifl..cell peR and in-situ hybridisation with TSA, we are able to identify 
measles virus genomes in follicle centres of lymphoid aggregates of gut biopsies 
from children with autistic enterocolitis. The signals obtained (see FIgUfe 7) 
appear to be extra cellular and fibrillary in nature. Localisation of measles virus 
genomes was confirmed on serial sections from the same patient. In each 
biopsy. 1-300 of ampflfication were identified; indicating low measles virus copy 
number. The results must be taken in the context of formalin fixation, which, by 
its nature degrades RNA molecules in cells. and tissue sections. 

The fibrillary pattern seen by in-cell PCRis similar to immunocytochemical results 
'obtained for measles virus N-protein mmunocytochernistry (see Figure 7). 

~. 
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Figure 7 Left panel illustrating RT in-cell PCR results. Note the fibrillary 
quality of the signal, which Is extracellUlar. , 
Top. right panel: published electron microscopic image of a 
dendritic cell showing fibrillary processes of the dendritic cell 
matrix. . ". ' 

, Bottom right panel demonstrating nw8&l .. virus N-proteIn In a 
follicle centre. Brown/orange stain indicates positivity. 
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Measles virus genomes were identifiable by standard solution phase PCR (see 
FlQure 8) using fresh frozen gut biopsies from children with autistic enterocolitis • 

. 1: Patient 2:MV-F-protein (1SObp) 
2: Patient 3:MV.F..proteln (1SObp) 
3: Patient.2 :MV-H-proteln (150bp)' 
4: Patient 3: MV-H-protein (150bp) 
5: pos.control:MV-H-proteln 
6: pos.control:MV.F-protein 
7: pos.PCR control (PDH June) 
8: neg.control 

. Figure 8 lIIe!lSles virus - solution phase peR of patient samples. 

Using T aqMan peR, we have been able to quantify the measles virus copy 
number per 1,000 mucosal ~11s using 'gene dosage correction formulations', The 
copy number of measles virus in gut biopsies from children with autistic 
enterocolitis is low, at&pproximately 30 - 50 measles virus genomes per 2,000 
mucosal cells (includirlg gut epithelial. lymphoid -and dendritic ceUs) (Figure 9). 

Tac~ •. lan _ . plot of a measles virus ampllcon 
from a paraffin embedded tissue section of an affected child. 
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Confinnation of the presence of measleS virus' genomes was achieved using 
positive and negative strand sequencing of cONA measles amplicons (see Figure 
10) . 
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Figure 10 Positive and negatiVe strand sequencing 9f measles. virus F 
region in an affected child. 



Following investigation by scientists and technicians in our department, the 
subsequent results have been obtained: 

AutIstic enterocolitis children 
Twenty four of 25 (96%) autistic children were positive for measles virus including 
2 children from the US who were included in this analysis~ . 

Control children 
One of 15 children (6.6%) was pOsitive for measles virus. 

CONCLUSION: 

Using different molecular biological technologies· we have been able to . identify, 
localise, . guantitate, and sequence measles virus geilomes in gut biopsies of 
children with autistic enterocolitis. 

The question that now remains lobe answered is:· 
What is measles virus doing in lymphoid germinal centres of children with autistic 
enterocolitis? 

.-. 



Volume 95, Number 9,2000 September 

Original Contribution 
September 2000 
Volume 95, Number 9 

. Pages 2285-2295 

Enterocolitis in Children With Developmental Disorders 

Page 1 of 14 

A. J. Wakefield, F.R.C.S.,M A. Anthony, M.Se., Ph.D., M.B.B.S.,I:! S. H. Murch, Ph.D., F.R.C.P., F.R~C.P.C.H.,t 
Thomson, MB.ChB., M.R.C.P., F.R.C.P.C.H.,s S. M. Montgomery, Ph.D.,s S. Davies, ".R.C.Path.,b J. J. O'l~ 
M.D., D.Phil., M.R.C.Path.,1l M. Berelowitz, F.R.C.Psych.,' and J. A. Walker-8mith, M.D., F.R.C.P., F.RAC.P. 

. d 
F.R.C.P.C.H.-

OBJECTIVE: Intestinal pathology, i.e., ileocolonic lymphoid nodular hyperplasia (LNH) and mucosal 
inflammation, has been described in children with developmental disorders. This study describes some ( 
the endoscopic and pathological characteristics in a group of children with developmental disorders 
(affected children) that are aSsociated with behavioral regression and bowel symptoms, and compares th 
with pediatric controls. 

METHODS: Ileocolonoscopy and biopsy were performed on 60 affected children (median age 6 yr, ran 
3-16; 53 male). Developmental diagnoses were autism (50 patients), A.sperger's syndrome (five), 
disintegrative disorder (two), attention deficit hyperactivity disorder (ADHD) (one), schizophrenia (one; 
and dyslexia (one). Severity of ileal LNH was graded (0-3) in both affected children and 37 
developmentally normal controls (median age 11 yr, range 2-13 yr) who were investigated for possible 
inflammatory bowel disease (!BD). Tissue sections were reviewed by three pathologists and scored on a 
standar4 proforma. Data were compared with ileocolonic biopsies from 22 histologic ally normal childre' 
(controls) and 20 children with ulcerative colitis (DC), scored in an identical manner. Gut pathogens we) 
sought routinely. . 

RESULTS: Deal LNH was present in 54 of 58 (93%) affected children and in five of 35 (14.3%) contro 
(p <0.(01). Colonic LNH was present in 18 of 60 (30%) affected children and in two of 37(5:4%) conn 
(p < 0701). Histologically, reactive follicular hyperplasia was present in 46 of 52 (88;5%) ileal biopsies 
from affected children and in four of 14 (29%) with UC, b~t not in non-ffiD controls (p < 0.01). Active 
ileitis was present in four of 51 (8%) affected children but not in controls. Chronic colitis was identified' 
53 of 60 (88%) affected children compared with one of 22 (4.5%) controls and in 20 of 20 (100%) with 
UC. Scores of frequency and severity of inflammation were significantly greater in both affected childre 
and those with UC, compared with controls (p < 0.001). 

CONCLUSIONS: A new variant of inflammatory bowel disease is present in this group of children wit 
developmental disorders. 

Cite this artide as: . Wakefield AI, Anthony A, Murch SH, Thomson M, Montgomery SM,Davies S, . 
O'Leary JJ, Phil D, Berelowitz M and Walker-Smith JA. Enterocolitis in Children With Developmental 
Disorders~ Am J Gastroenterol September;95:2285-2295. 

. . aUniversity Departments of Medicine, bmstopathology, cPaediatric Gastroenterology, and dPaediatric 

Psychiatry, Royal Free and CUniversity College Medical School, Royal Free Campus, London, United 
Kingdom, and University Department of Pathology, Coombe Women's Hospital and Trinity College, . . . 
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Introduction 

.. We ha~e recently described a characteristic pattern of intestinal inflammation in a cohort of children wit 
developmental disorders Q). In these children, the majority of whom had autism, a period of initial nom 
development was followed by developmental regression and loss of acquired skills, sometimes occurrinl 
precipitously over a period of days to weeks. Long-standing intestinal symptoms, as described previousl 
Q), were typical of this group of children. These symptoms had often started at around the same time as 
behavioral changes. 

Deocolonic lymphoid nodular hyperplasia (LNH) was a consistent feature of this condition, an observati 
that has been reported subsequently in children with attention deficit hyperactivity disorder (ADHD) an( 
non-lgE-mediated food allergy @). There is an anecdotal impression that LNH is a common finding in 
children undergoingileocolonoscopy, although this has not been subjected to systematic analysis in a 
controlled study. It cannot be assumed that LNH is a normal finding in children, as aymptomatic childre 
are not subjected to ileocolonoscopy, and LNH may produce symptoms in its own right ill. Chronic 
intestinal LNH is a feature of either congenital or acquired immunodeficient states ~, ~, §., 1, ~. 2. lID aJ 

. has been described in congenital B cell abnormalities G. §.). and common variable immunodeficiency a 
In its persistent acquired form. ileal LNH has been reported in association with infection .with human 
immunodeficiency virus (lDV) before the development of AIDS om. . 
The other consistent feature of the intestinal lesion was a mild-to-moderate colitis that lacked the specifi 
diagnostic features of either Crohn' s disease or ulcerative colitis (l). This combination of features. i.e., L 
and nonspecific colitis. indicates the possibility of chronic mucosal and/or systemic immune dysregulati 
Systemic immunological abnormalities are not infrequent in children with autistic spectrum disorders (l 
12. 13. 14). although the origin and significance of the findings are uncertain. These immune changes. p 
the presence of myelin basic protein (MBP) antibodies @ and inhibition of macrophage migration to 
MBP (lQ). have led some workerS to suggest that the behavioural syndrome may be associated with 
cerebral damage due to an autoimmune response to myelin or other structural components of the CNS Q. 
W. As part of our initial study ill we undertook cerebral magnetic resonance imaging. EEG. and 
biochemical analysis of cerebrospinal fluid; none of these investigations indicated cerebral inflammatior 
that would be consistent with autoimmune demyelination. although a more subtle lesion remains a 
possibility. Alternatively, others have proposed that some forms of autism may arise from the toxic effe< 
of intestinal products on the developing brain 01, 18,12), a situation that may have some overlap with 
hepatic enephalopathy. An early childhood enterocolitis would be more consistent with the latter 
mechanism. . 

This study sought to describe some of the characteris~c endoscopic and histopathological features of thi 
syndrome in a larger cohort of children with developmental disorders and intestinal symptoms, and to 
compare the findings with those in developmentally normal children undergoing ileocolonoscopy. 

Materials and Methods 

This study involved the analysis of data from 60 consecutive children with developmental disorders 
(affected children) including those 12 children described in a preliminary report ID. The median age of t 
children was 6 yr (range 3-16 yr) and 53 were boys, consistent with the male bias of developmental 
disorders (20). Developmental diagnoses in the affected children were autism (50 patients), Asperger's 
syndrome (five),disintegrative disorder (two). attention deficit hyperactivity disorder (ADHD) (on~). an 
schizophrenia ( one). The latter child·was the oldest in the. cohort, .at 14 yr of age. The remaining child in 
this cohort, a girl 8 yr of age. had dyslexia and learning difficulties: she underwent developmental 
regression from approximately 54 months of age, which was associated with mouth ulcerS,conjunctiviti 

http://www-east.elsevier.comlaiglissuesl9509/ai~3248fla;htm 2000109125 
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. and severe constipation. Her developmental status is. currently under investigation. 

Autism is a behavioral syndrome that consists of q ... alitative impainnents in social interaction and 
communication, with restrictive, repetitive, and stereotypic patterns of behavior. Delays or abnormal· 
functioning in at least one of these areas occurs before the age of 3 yr. Asperger's syndrome is a high
functioning autistic spectrum disorder, and disiritegrative disorder is a regressive condition occurring at. 
>3 yr in a previously normal child. Loss of acquired skills may occur precipitously or over a period of 
months. Thebehavioral features are similar to those of autism but may be accompanied by loss of bowel 
and bladder control (20). 

The majority of affected children were white (52), but two were of Middle-Eastern origin, and one child 
had an Indian father and a white mother.-

All but three affected chilctCen had a developmental disorder that was associated with a clear history of 
regression, with loss of acquired skills after 2: 1 year of documented normal development (general 
practitioner/health visitor records). In three cases, affected children who had been developmentally nom 
failed to progress beyond a certain point, but did not regress. All but one of the affected children had 
current intestinal symptoms consisting of abdominal pain, constipation, diarrhea(or alternating constipa 
and diarrheal, and bloating. The one affected child who did not have current intestinal symptoms was . 
investigated at his parents' and general practitioner's request. Affected children were consistently fastidi 
in their eating habits, with a diet limited largely to cereals, potato crisps, and bread. Despite this, they 
typically seemed well nourished, with anthropomorphic indices within normal limits. Certain foodstuffs 
such as dairy products were reported by.parents to produce deterioration inbehavior, whereas withholdiJ 
such foods apparently produced behavioral improvement-in particular, for aggression, eye contact, anc 

. sleep pattern. According to parental reports, recognizably undigested food was often seen in stools. 

Investigations 

Medical and developmental histories were taken, and a routine physical examination was conducted. A 
fasting, morning blood sample was taken for routine hematology and biochemistry. Sera were screened 1 

. antigliadin and antiendomyseal antibodies. Common enteric pathogens were sought by routine serology, 
microscopy, and culture. A review of the children was undertaken by an experienced child psychiatrist tl 
confirm the developmental diagnosis using DSM-IV criteria aID. 

Ileocolonoscopy and Histology 

All children underwent routine ileocolonosCopy and mucosal biopsy. Deal LNH was classified subjectiv· 
according to prominence and extent as mild (grade 1), moderate (grade 2), or severe (grade 3), or as gra( 
if the ileum showed no LNH (Fig. 1), according to the report provided by one of three physicians. Simih 
ileal appearances were graded in 37 developmentally norm'!! children (median age 11 yr, range 2-13 yr). 
of these children had been investigated for symptoms of possible inflanu;natory bowel disease, although 
final diagnosis was neither Crohn's disease nor ulcerative colitis. Diagnoses in these children included 
idiopathi~ constipation (five patients), polyps (two), and LNH (five). In the majority (thirty), including 
those with constipation, the colonoscopy was reported as normal, and follow-up has not revealed any ot! 
abnormality . 

http://www-east.elseVier.cOIwajglissueSl9509/a.jg3248fla.htm 2000/09125 
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Figure 1 Lymphoid nodular hyperplasia (LNH) of the terminal ileum in affected children showing 
representative grades ofLNH: (A) none (score 0); (B) mild (score 1); (C) moderate (score 2); and (D) se' 
(score 3). 

Mucosal biopsies were taken from the ileum, cecum/ascending colon, transverse colon, descending/sign
colon, and rectum. Hematoxylin and eosin-stained histological sections from all biopsies were reviewed 
the routine pathology laboratory, followed by independent review and scoring on a standard proforma 
(Table 1). In those cases where there was disagreement between these two reports, sections were examir 
and reported by a third senior pathologist, whose arbitration provided the final score. In an identical 
manner, histological sections from the ileum and colon of children without developmental disorder were 
scored (median age 11.5 years; range 2-13). These included 22 consecutive ileocolonoscopic biopsy seri 
that had been reported as normal after routine histopathology assessment. All children in this non-mD 
control group had undergone ileocolonoscopy for investigation of intestinal symptoms and are included 
the 37 endoscopic controls, as described above. To validate further the evaluation and scoring, 10 coded 
ileocolonic biopsy series (five affected children and five non-mD controls) were reviewed at another 
institution by a senior pathologist in an observer-blinded fashion. Data from these independent assessme 
were compared. 

Table 1. Histopathology Proforma Used for Scoring of All ,Biopsies From Affected Children 
(Autistic Enterocolitis), Non-mD Controls, and Those With Ulcerative Colitis 

Histological 
Grade 
Score 

Acute 
inflammation 
Chronic, . 
inflammation 
Epithelial/LP 
chAAges 

Lymphoid 
follicles 

Crypts 

Normal 
o 

No interstitial 

Mild 
1 

neutrophils in Interstitial neutrophils in 
lamina propria (LP) LP 
'No increase in LP Mild increase with loss of 
mononuclear cells stratification within LP 

Disruption of epithelial 
Normal basal lamina. ' 

Condensation of LP 
Reactive changes: 

prominent germinal 
centres; tingible body 

·Nonnal macrophages 

Nonnal Bifid glands 

Goblet cell depletion 

httn~lIwww-ea.~t.elsevier.comlaifl/issual9509/aifl3248f1a.htm 

Moderate 
2 

Cryptitis 
Moderate 
increase 

Erosion 

Follicular 
enlargement with 

confluence 
Glandular 
disruption 
Panethcell 
metaplasia 

Severe 
3 

Crypt 
abscesses 

Severe 

Ulceration 

Aphthoid 
ulceration 

Dysplasia 

2000/09125 



Volume 95, Number 9,2000 September. Page 5 of 14 

In order to compare the site and degree of pathological changes in biopsies from affected children with 
those of a well characterized IBD, ileocolonic biopsy series from 20 children with established ulcerative 

. colitis (median age 14 yr, range 8-15 yr) were examined and scored in an identical mann~ . 

. Selection Criteria 

To avoid selection bias, children in all groups were chosen consecutively on the basis that they fulfilled 
primary criteria; that is, developmental disorder with bowel symptoms, developmentally nonnal with bo 
symptoms, developmentally normal with normal histology, or ulcerative colitis. . 

Ethical Approval 

All clinical investigations were undertaken with fully informed, written consent from the parents. The 
initial phase of these studies (l) was approved by the Ethical Practices ComInittee·of the Royal Free 
Hampstead NHS Trust. Thereafter, children were· investigated according to clinical need after a fonnal 
referral from each child's General Practitioner or Consultant. 

Statistical Analysis 

The analyses were performed using SPSS 7.5 for Windows and EpiInfo 6.04b. TheX2 test was used to . 
investigate differences in endoscopic and histopathological features between the affected children and th 
control groups. Where any cell in the analysis contained five or fewer subjects, two-tailed Fisher's exact 
was used to assess significance. to adjust for the potential effect of small numbers. The Speannan rank . 
correlation was used to investigate the relationship between grade of LNH (0-3) and absolute lymphocyt 
count among the affected children. 

Results 

'lleocolonoscopy 

llEUM. Complete ileoscopy. in which the terminal ileum was visualized and biopsied,·was successful iJ 
5~ of 60 (97%) affected children and in 35 of 37 (95%) non-IBD controls. The frequency and grade of iI 
LNH in these two patient groups is shown in Figure 2. Representative grades of ileal LNH are shown in 
Figure 1. The data demonstrate not only the consistent presence of LNH in the ileum of affected childrel 
of 58 (93%), but also its relative infrequency in developmentally normal children undergoing investigati 
for similar intestinal symptoms (five of 35; 14.3%); this difference is statistically significant (p < 0.001). 
affected children, 76% scored either moderate or severe; in non-IBD controls, all five children with ileal 
LNH scored either moderate Cn = 4) or severe Cn = 1). Of these five controls, symptoms that were the 
indication for ileocolonoscopy included chronic abdominal pain in four and change in bowel habit in onl 
endoscopically, there was no other demonstrable pathology to account for these symptoms . 

• • 
i 
f 
411 • 

. http://www-east.elsevier.comiai2lissuesl9509/aig324Rfla.htm 
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Figure 2 Percentage of children showing ileal lymphoid nodular hyperplasia (LNH), comparing affecte< 
children I] with developmentally normal children Ill, investigated for symptoms of inflammatory bowel 
disease, in whom the final diagnosis was neither Crohn's disease nor ulcerative colitis. LNH was 
Significantly more common in affected children than in controls (p < 0.001). . 

COLON. Complete colonscopy was successful in all 60 (100%) of the affected children and all 37 (100~ 
non-IBD controls. Colonscopies were scored for either the presence or absence of the following: LNH (t 
graded), red halo sign surrounding follicles @. loss of vascular pattern, mucosal granularity, mucosal 
erythema, and presence of ulcer(s). These features, which are recognized correlates of associated 
histopathological abnormality, were noted previously to be characteristic of this patient group 0). These 
features were recorded both for cases and for non-IBD controls; the data are shown in Figure 3. Colonic 
LNH was present in 18 of 60 (30%) affected children compared with only two of 37 (5.4%) non-ffiD 
controls (p < 0.01). Similarly, of the other six endoscopic features described above, all but ulceration are 
significantly more common in affected children compared with controls (p < 0.05). Although the mean a 
of the developmentally normal comparison group was significantly greater than that of the affected 
children, the presence or absence of LNH was not related to age in either group . 

.; .. 

Figure 3 Colonoscopic features in affected children III and non-inflammatory bowel disease controls • 
Colonoscopies were scored for either the presence or absence of lymphoid nodular hyperplasia, red halo 
sign. loss of vascular pattern (L VP). mucosal granularity. mucosal erythema, and ulceration. All of the 
features except ulceration were statistically significantly more common in affected children than in contJ 
(p <0.01). . 

Histological Findings 

http://www-east.elsevier.comlajglissuesl9509/ajg3248fla.htm 2000/09125 
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I1eal and colonic biopsies from 60 affected children, 22 non-IBD control children, and 20 children with 
ulcerative colitis were examined initially by a clinical histopathologist. and were subsequently evaluated 
and scored by another pathologist using a standard proforma (fable 1). In the 60 affected children, there 
was discordance between the two reports in five cases: these were resolved by a third pathologist, whose 
independent review agreed with the first pathologist in two cases and the second pathologist in three cas 
There was disagreement between pathologists concerning the interpretation of biopsies from only one.o1 . 
non-IBD controls (which was'resolved as showing mild inflammation in a cecal biopsy) and in none of t 
children with ulcerative colitis. . 

Ten ileocolonic biopsy series were reviewed and scored in an observer-blinded fashion at an independer 
institution. No indication was given of how many samples came from each patient group. Cases were 
clearly distinguished from controls by the blinded reviewer. Out of a possible total of 15 points, 
independent scores were identical for the same criterion in four of 10 cases (40%), within one point of eo 
other in five of 10 cases (50%), and within two points of each other in one of 10 cases (10%) (Spearman 
rank correlation 0.79; p < 0.006). No reviewer scored systematically higher or lower than the other. 

nEAL ffiSTOLOGY. A total of 86 ileal biopsies were assessed and scored. This total comprised 52 
biopsies from affected children (seven biopsies, consisting of fragments of villi only, were considered 
inadequate for evaluation), 20 from non-IBD controls, and 14 from children with ulcerative colitis. 
Reactive follicular hyperplasia (RFH) was identified in 47 of 51 (92%) biopsies from affected children a 
in four of 14 (29%) with ulcerative colitis. It was not present in any of the 20 biopsies from non-IBD 
controls. The differences between biopsies from affected children and from both non-IBD controls and 
those with ulcerative colitis are significant (p < 0.001 and p < 0.01, respectively). Qualitatively, ileallyn 
nodes in those children with LNH showed marked expansion of lymphoid tissue in histological section, 
described previously (1). Follicle numbers per biopsy were increased from 2-3 follicles per biopsy in 
normal ileal biopsies to 4-5 per biopsy in those with LNH: follicles were confluent with loss of follicle-t 
follicle demarcation. In comparison with normal follicles. the germinal centers were grossly enlarged an 
reactive, as indicated by numerous tingible body macrophages. The outer margins of the T cell zone wel 
not well defined as they were in normal ileal follicles, with the lymphoid compartment extending into, a: 
apparently expanding, adjacent villi. There was also disruption, but not destruction, of adjacent crypts. 
Expansion of lymphoid tissue around crypts gave the impression of a decrease in crypt numbers, a 
histological appearance similar to that described by Fiber and Schaefer 0. In addition, neutrophils and 
lymphocytes were often seen infiltrating the' epithelium overlying follicles: neutrophils were also seen 
infiltrating the crypt epithelium (acute cryptitis) in some cases. Overall, active ileitis (neutrophilic 
infiltration) was seen in four of 51 (8%) ileal biopsies from affected children. Aphthoid ulceration was So . 

in two of 51 (4%) biopsies. In the 20 non-IBD control ileal biopsies, none showed active inflammation. 
Only two (4%) biopsies from affected children scored positively for the presence of an increase in 
intraepitheliallymphocytes. and two (4%) for the-presence of eosinophil infiltration of the lamina propri 
·These features were not present in either non-IBD or ulcerative colitis controls. These differences were J 

statistically significant because of small numbers.· 

COLONIC mSTOLOGY. A total of 380 colonic biopsies were examined and scored; these included 22 
biopsies from affected children, 80 from non-IBD controls, and 71 from children with ulcerative colitis. 
The numbers and percentage of biopsies in each group showing pathological changes are shown inTabl€ 

. and Figure 4, respectively. Only one cecal biopsy in the non-IBD controls showed evidence of 
inflammation, which was scored as mild. In contrast, a high percentage of biopsies from throughout the 
colon showed pathological changes in both affected children and those with ulcerative colitis. The 
differences between both affected children and those with ulcerative colitis and non-IBD controls, for th 
proportion of biopsies exhibiting pathological change are, for each site, significant (p <:: 0.00 1) (fable 2)_ 
Inflaminatory changes in biopsy series from individual affected children, although distributed throughot: 
the colon, were patchy. Some of the histological characteristics of this colitis are shown in Figure S. 
Overall, chronic infliunmation was identified in colonic biopsies from 53 of 60 (88%) affected children, 
compared with one of22 (4.5%) non-IBD controls "and 20 of 20 (100%) children with ulcerative colitis~ 
The differences between both affected children and children with ulcerative colitis versus the non-IBD 
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controls are statistically significant (p < 0.001). There is no statistically significant difference between 
affected 'children and those with ulcerative colitis for the proportion of biopsies showing chronic 
inflammation (p > 0.1). An excess of intraepitheliallymphocytes scored positively in eight of 60 (13%)· 
affected children, 0 of 22 (0%) non-ffiO controls, and 0 of 20 (0%) with ulcerative colitis. There are no 
statistically significant differences between the respective groups (p > 0.1). Eosinophil infiltration of the 
lamina propria was observed in 24 of 60 (40%) affected children, 0 of 20 (0%) non-ffiD controls, and fo 
of 20 (20%) with ulcerative colitis. The difference between affected children and non-ffiO controls is 
statistically significant (p < 0.001). The differences between affected'children and those with ulcerative 
colitis, versus those with ulcerative colitis and noiJ.-ffiD controls, are not statistically significant (p > 0.1: 
Subepithelial apoptosislnuclear debris was present in 30 of 60 (50%) affected children, in eight of 22 (3( 
non-ffiO controls, and in 16 of 20 (80%) with ulcerative colitis. These differences are not statistically 
significant (p > 0.2). Although not scored prospectively, it was the clear impression of all reviewing 
pathologists that, whereas the presence of subepithelial apoptosislnuclear debris was a feature of normal 
biopsies, its extent was much greater in inflamed biopsies (that is, those from either affected children or 
children with ulcerative colitis). . 

I 
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Figure 4 Distribution of histopathological changes in the ileum and colon (CIA = cecumlascending, T = . 
transverse, D/S = descending/sigmoid, and R = rectum)' of .affected children IIJjJ compared with controls 
whose biopsies were reported as normal (non-ffiO controls) Ill, and children with ulcerative colitis D. Th 
differences between bOth affected children and those with ulcerative colitis, and non-ffiD controls,. for tl 
proportion of biopsies showing histological change at each site, are statistically significant (p < 0.001). 
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Figure 5 (A) Normal colonic mucosa from a non-inflammatory bowel disease control child. The surface 
epithelium is uniform, and the lamina propria shows loosely organized connective tissue and normal 
stratification of cellular density, which characteristically increases toward the epithelial surface. The 
demarcation between lamina propria and epithelial basement membrane is distinct (magnification x40)., 
Colonic mucosa from an autistic child. There is mild disruption and lymphocytic infiltration of the surfa 
epithelium. The crypt epithelium is infiltrated by lymphocytes and neutrophils. The superficial subepithc 
basement membrane is indistinct compared with (A). The upper two-thirds of the lamina propria contain 
an excess of lymphocytes, plasma cells, and macrophages, with loss of stratification. The matrix of the 
lamina propria appears hyaline in nature (magnification x4(». (C) Crypt abcess formation in a child with 
autistic enterocolitis (magnification xl00). (D) Crypt distortion in a child with autistic enterocolitis; bifil 
crypts are seen to the left and right of the micrograph (magnification xl00). Micrographs(B-D) come fr( 
different affected children. 

Table 2. Pathological Changes in Biopsies From Affected Children, Children With illcerative 
Colitis, and Non-mD Controls 

Autistic Enterocolitis 
(Affected Children) Non-mD Controls Ulcerative Colitis 

No. No. No. 
No. of . Exhibiting No. of Exhibiting No. of Exhibiting 

Biopsy Site Biopsies Pathology % Biopsies Pathology % Biopsies Pathology % 
lleum 52 46* 88.5 20 0 0 14 6* 42.8 
Cecumlascending 
colon 59 23* 39 20 1 5 17 14*t 82.5 
Transverse colon 53 33* 62 20 0 0 17 ll*t 65 
S~gmoidldescending 
colon 57 40* 70 20 0 0 18 17*t 94.4 
Rectum 60 29* 48 20 0 0 19 18*t 95 
Total 281 171* 61 100 1 1 85 66* 78 

* p < 0.001 compared with non-ffiD controls. 

t p < 0.01 compared with affected children. 

Figure 6 compares the overall severity of pathological change in the respective groups, by expressing the 
scores as a percentage of the total possible score (fable 1) for biopsies from each site. This format contr. 
the histological normality of the non-ffiD coritrol biopsies with the progressively increasing severity of 
ulcerative colitis from the proximal to the distal colon. The data from affected children reflect a subtle 
variant consisting of an intermediate condition of mild to moderate inflammation that, overall, seems no 
vary in severity according to site. The differences between both affected children and those with ulcerati 

. colitis and non-ffiD controls, for severity of histological change at each. site. are statistically significant! 
0.(01). Ulcerative colitis biopsies showed statistically significantly more severe change at each site 
compared with those from affected children (p < 0.001). 
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Figure 6 Severity of histopathological changes in the ileum and colon (CIA = cecumlascending. T = 
transverse, O/S = descending/sigmoid, and R = recfum) of affected children DID compared with controls 
whose. biopsies were reported as normal (non-ffiO controls) I), and children with ulcerative colitis D. Th 
differences between both affected children and those with ulcerative colitis, and non-ffiO controls, for 
severity of histological change at each site are significant (p < 0.001). Ulcerative colitis biopsies showed 
statistically significantly more severe change at each site, except the ileum, compared with those from 
affected children (p < 0.001). 

Routine LaboraJory Tests 

Routine blood biochemistry. including liver function tests, was unremarkable. Of the inflammatory 
-markers. the ESR was raised (>15 mmIh) in seven of 44 (16%, range 18-26 mmIh). and the CRP was rai 
(>5 mgIL) in four of 38 (11 %, range 6-17 mg/dl) affected children for whom these data were available. 
Hemoglobin was low «11.5 g/dl) in nine of 55 (16%, range 9.8-11.2 g/dl). whereas hematocrit was low 
(<0.37) in 19 of 54 (35%. range 0.3-0.36). On routine differential white cell coun4 eight of 55 (14.5%) 
affected children had a neutrophil leucocytosis (>8.5 x lfPIL, range 13.8-19.7 x 1091L). whereas 34 of 5 
(68%) were lymphopenic compared with the age-standar:dized referencetange. There was no statisticall) 
significant relationship between absolute lymphocyte count and grade of LNH when analyzed by the 
Speannan rank correlation (p > 0.5). 

It is notable that all four of the affected children with active ileitis had a raised ESR (range 19-30 mmIh) 
and that seven of the eight affected children with a neutrophil leucocytosis had active colitis. Only one c 
had both active ileitis and active colitis: in this child the ESR, but not the neutrophil count, was elevated 

Stool microscopy and culture, and serum antibody studies identified no common gut pathogens except it 
one child, in whom Giardia cysts were identified by microscopy. . . 

Clinical Findings and Developmental Diagnosis 

. Overall,- the gastrointestinal findings were similar in affected children, irrespective of their development 
diagnosis. The one possible exception was that a girl with dyslexia associated with developmental 
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regression at 54 months of age, who had ileocolonic LNH without ileitis or colitis. 

D~cussion 

These data both confirm and extend our original observations rn,and indicate a subtle and consistent 
pattern of intestinal pathology in this cohort of consecutively referred children. The cOmbination of 
ileocolonic LNH and colitis in children with developmental disorders distinguished them from 
developmentally normal children with similar symptoms (including abdominal pain and constipation) in 
whom LNH and histopathological change Were uncommon. These observations. in a broader diagnostic 
group of children with developmentaVpsychiatric disorders, and the recent report of Sabraet al. rn of 
similar intestinal pathology in children with ADHD, suggests that the findings may be relevant more wic 
to childhood developmental disorders. 

This study provides a quantitative assessment of a qualitative interpretation of histopathological change~ 
the ileocolonic mucosa. We have previously reported the quantitative assessment of cellular infiltration • 
. the mucosa in biopsies from these children, employing immunohistochemistry and cell counting @. n 
study confirmed the presence of a statistically significant increase in mucosal macrophage infiltrate and 
cells expressing class-IT MHC antigen in biopsies from affected children. compared with normal control 

Further quantitati ve studies have shown a statistically significant excess of CD3+. CD8+, and 16 T cells, 

of Syndecan-l + plasma cells in the lamina propria, and evidence of increased epithelial proliferation in 
affected children compared with both normal children and those with chronic constipation (R. Furlano ei 
al., submitted for publication). The pathology seems to reflect a subtle new variant of inflammatory boy. 
disease that lacks the specific diagnostic features of either Crohn's disease ~.g.,granulomata) or ulcerati 
colitis (e.g .• contiguous distal to proximal colonic inflammation). The inflammatory features were 
accompanied by endoscopic changes and included a patchy, mild-to-moderate pancolitis, where (with th 
proviso that only mucosal biopsies were studied) they were confined to the upper lamina 
propria/epithelium. It is of possible clinical relevance that active disease in the ileum and colon was 
reflected systemically in a raised ESR and a neutrophil leucocytosis. respectively. 

In view of the presenting symptoms in the affected children, the majority underwent ileocolonscopy rath 
. than investigation of the uppergastrointestinal tract. However, Horvath et al. have recently reported 

compelling evidence of inflammatory changes in the esophagus, stomach, and duodenum in a majority c 
~utistic children with. symptoms similar to those desCribed here (23). Where it is indicated, we have . 
included upper endoscopy at:ld biopsy in our protocol. Our initial findings are consistent with those of 
Horvath et al. and will be reported later. . . 

The median age of affected children was lower than that in either of the two control groups. However, 
within the controls groups there was no relationship between age and either endoscopic orhistopatholog 
features of disease. indicating that the comparisons made here are valid. The natural history of this . 
condition-autistic enterocolitis-is not known; because Crohn's disease and ulcerative colitis are rare il 
this age group, it is too soon to say whether or not the pathology will progress to a typical IBD pheilo~ 

It is notable that 68% of affected children had a lymphopenia. Immunological abnormalities are a recun: 
. feature in studies of children with autism <25.. ~. and detailed" immunological studies of affected childr. 
will be reported as a follow-up to this report. Reactive follicular hyperplasia is an antigen-driven resporu 
(2). In a preliminary study, we have reported evidence of measleS virus nucleocapsid protein in follicula· 

" dendritic cells of the reactive ileal lymphoid tissue and raised serum measles IgG immunoreactivity" in s( 
affected children (26). An association between measles virus, immunodysregulation, and autism was aJs. 
suggested by the recent study by Singhet al. (27). Measles virus is recognized not only forits ability to 
establish persistent infection, but also to induce prolonged Thelper cell, type IT immune skewing and 
immunosuppression (28). The follicular dendritic cell would be an ideal location from which to mediate 
such a response (29). . 
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It is tempting to suggest that a gut-brain interaction may be responsible for some of the behavioral featw . 
of this syndrome. Although the opioid excess hypothesis for autism was first proposed by Panksepp (l1) 
1979, and reiterated independentlyby'Reicheltet al. (lID andShattock et al. (19). it has only recently fo 
increasing acceptance in the pediatric psychiatry community. Opioid peptides of dietary origin, i.e .• 
gliadomorphine and bovine casomorphine, have been identified in the urine of some of these children w 
autistic enterocolitis (unpublished observations), and the possible significance of these findings is under 
investigation. 

In summary. an endoscopically and histologically consistent pattern of ileocoloni~ pathology has been 
identified in a cohort of children with developmental disorders. Reactive follicular hyperplasia. particub 
prominent in the ileum. provides a focus for investigating the nature of antigen(s) that may be driving th 
intestinal inflammation in .these children. This syndrome may reflect a subSet of children with 
developmental disorders with distinct etiological and clinical features. 
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Caroline McCabe 
clo Hope Project, Cork 

My child was born with an Apgar Score of 9 @ 1 minute and 10 @ 5 minutes, a 
perfectly healthy baby boy. He received his BCG at 2 days old and was back at 
the hospital within a week with what I now know was the beginning of his 
"derailmenf'. He finther reacted to his DPT which led to constant infections in the 
first year of his life. He then recovered to become a happy, affectionate child with a 
great sense of humour and an above average developmental score at 9 months. 
He received his MMR at 20 months and within two months had lost all verbal and 
non-verbal communication, recognition of his family and no longer tolerated human 
touch. 

The following years were heartbreaking for him and our family as he withdrew into 
a world of his own. When he was tlrCee years old I made a Will requestiJ;tg that, 
should anything happen to me, he not be institutionalised before his 11th Birthday if 
at all possible. He eliminated a multitude of feods from his diet from a very early 
age and suffered an LSD type reaction when he accidently ate some gluten twQ 
weeks after total elimination of Gluten/Casein commenced. . Toilet training and 
Speech came rapidly at that time. I researched the subject in the United States, 
South Africa, Norway and the U.K. I implemented every intervention that I could 
manage and his progress has· been amazing. 

He can read, write, do mathematics, swim, horse-ride, play rough and tumble, use 
his sense of humour to get his own way and enjoys family life. He has language and . 
social skills deficits which cause great distress on a daily basis. He is an intelligent 
child who is aware of his deficits, despite being only 7 years old. He suffers in a 
myriad of ways, often painful, with great fortitude. I have had the recommended 
Medical Tests done and I know he has an Auto-Immune illness which must be . 
addressed. I live in fear of being too late, of watching all his hard gained progress· 
recede as he matures. I know of a great many treatments in use abroad, which could 
ensure his continued recovery from this awful disease . . 
I am very grateful to the Committee for taking the time to investigate this situation 
and hope that we can get the necessary Medical Intervention in this' country to save 
all of these children from a life of pain and frustration. I believe that if we put in 
place all the Medical, Therapeutic and Educational interventions that are required, 
Irt?land could become a world leader in defeating this terrible disease that is 
devastating our children, families and society. 
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. . Ladies and gentlemen, members of the Joint Oireachtas Committee on Health and Children, 

My name is Cecelia Young and I am joined here today by Rosemary Kessick, Chief Executive 

. Officer of the UK registered charity AiA, (Allergy induced Autism), to talk about our experiences in 

. Ireland. 

AiA understands that vaccines have saved millions of lives wor1dwide and fully endorses the use of 

safe, effective vaccine to ensure the continuing health of the wor1d's children. 

AiA's remit is· to support medical research into the causes of autism and to disseminate pertinent 

infonnation to parents, carers and professionals. 

Under this rem~ AiA has held major seminars in Eire, bringing doctors and scientists together in 

both Dublin and Cork, to speak publicly about their research. 

. . 

For those present who may be unfamiliar with autism, it is important for us to define and clarify the 

nature of the condition. 

Autism is an end product, a collection of symptoms and may be C!lrrived at by many routes.· 

Readily accessible medical literature establishes the association with autism, of a number of 

. metabolic and genetic disorders as well as viral, bacterial and parasitic links. RubeDa, mumps and 

chicken -pox are listed amongst the associations. 

A number of workers throughout the world are researching a potential genetic component. Looked 

. at in the light of what is already known about the multi-factoria"1 nature of autistic spectrum 

disorders,· it does not come as a surprise that Dr. Ed. Cooke, Head of the Autism Unit at the 

University of Chicago, recently estmated. following a deta~ed rlterature search, that current genetic 
. . 

research only accounts for, at best, two percent of the autistic population. Given these numerous 

Ai~ 
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associations, it seems unlikely that anyone genetic condition will be discovered which will account 

for the remaining ninety-eight per cent. 

Considering the comparative rarity of those disorders already documented as having an 

association with autism, it is not surprising that worktwide incidence figures quoted more than ten 

years ago, were usually in the region of between one and five per ten thousand people. 

Based on a study by Dr. JudithGould, The National Autistic Society in the UK was beginning to 

publicise the incidence of autistic spectrum disorders asninety-one in ten thousand, as far back as 

1997 where the autistic spectrum was taken as autism and Asperger's syndrome. Recent audits . 

by independent researchers in the UK have found an alarming incidence of autism. 

. In 1999 in one UK health trust area alone, one baby boy in every sixty-nine, under the age of three 

is now being diagnosed as autistic. One West Yorkshire local education authority was supporting 

fIVe autistic children· in 1992. by 1999 the figure had risen to 111. These rising numbers are being 

echoed in Europe and in states throughout the USA, 

AiA is deeply concerned by these flQures. It is impossible to quantify the range in terms of relative 

seriousness as each child is disabled and many, if not most, will require some degree of help for • 

life. 

AiA is aware that. these flQureS are just not available for Ireland and calls for a full audit. This 

should encompass children already diagnosed with an autistic spectrum disorder in addition to 

those refened for regression and failure to develop. Figures should be sought from both the health 

and education boards throughout Ireland . 

. The worrying question is - can Ireland slJStain the financial burden of the projected cost ~hould we 

have the same burgeoning numbers here? 

Ait\ 
Registered Charity Number 1063472 
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AiA supports· work done on dietary intervention in autism and deals. on a day to day basis with 

· parents and p~fessionals who have made the choice to implement dietary intervention based on 

SCientifIC evidence so' far. 

Work initiated by Panksepp in the USA and continued by Reichelt in Norway and more recently· 

· .Shattock (UK)·and Friedman (USA), identified. that autistic subjects are not breaking down casein 

· and gluten in the body. The resulting substances areopioid peptide compounds. Opioid peptides 
. . . 

· .derived from gluten and casein are traceable in urine, and when these substances are eliminated 

from the diet. the peptides disappear and discernable improvement can be noted in behaviours, 

ability to learn and sleep patterns. A. five-year study by Knivsberg in Norway quantifred 

improvement and also regression in cases where refraction of the diet occurred. 

AiA's experience is that when dietary intervention is implemented great improvement in the. 

condition can occur, and in general. the younger .the child on implementation. the better the results. 

Many Irish children are being ·helped through dietary intervention .. The cost·of ~Iuten free and 

casein free food is great, but nothing Hke the cost of long term support for a seriously disabled 

person. 

A second area of focus is that of the sulphation mechanism in the body, which was first shown to 

be faulty in autistic children by Dr. Rosemary Waring. Reader in Human Toxicology at Birmingham 

University. This important system is responsible for the detoxification. of phenolic compounds, the 

conjugation of drugs and the cleaning up and disposal of used neurotransmitters also the turnover 

of.mucosa in the body. The enzyme responsible has been shown to be inhibited by cytokines both. 

in . the test tube and in human subjects. Cytokin~· are released· by the inmune system ill 
inflammatory conditions. As. a result of sulphation inhibition, individuals display varying degrees of 

tolerance to other foods and environmental allergens. Studies repHcatedworldwide on autistic 

subjects have. Consistently identified abnonnalgut penneability which rel~s on sulphation for its 

· integrity. 

Ai~ 
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AiA is contacted daily by parents and carers of autistic children throughout Ireland and the· UK, 

greatly concemed about physical symptoms such as constipation, diarrhoea, bloating and self

limiting of the diet, symptoms largely ignored by those professionals charged with diagnosis. 

Investigations by paediatric gastro-enterology teams worldwide, have identified acute and chronic 

inflammatory bowel disease in autistic spectrum disordered children. These children are often 

unable to verbalise and can only .indicate their pain by head-banging, screaming, tearing at. their 

hair and a number of other behaviours. Standard treatment for inflammatory bowel disease and 

associated constipation alleviates the pain, and many ot"the behaviours improve. 

Many, many parents tell us· that their child was developing nonnally and reaching all of their 

milestones before. he or she received a vaccination - more often than not they tell us that they 

believe MMR to be the suspect culprit. They tell us that their baby was no different to any of their 

other children until receiving the combined measles, mumps and rubella vaccination. Frequently 

. there is a strong family history of autoimmune disease and allergy. 

AiA is always careful not to suggest any association. As a charity, AiA's concem is to identify the 

cause and treat the effect with the heaHh of the individual of paramount importance. 

AlA does not deal in scare..mongering, but based on experience, we believe that many. many Irish 

. children are being unnecessarily damaged by the use of this poorty trialled triple vaccine. 

The evidence is stacking up. An. eminent professor at one of the world's greatest· seats of 

medicine •. our own Coombe. Women's Hospital here in DubUn, has identified measles RNA signalS 

in the gut biopsy samples of children who have never been exposed to natural measles. In many of 

the cases the parents and GP's suspected the MMR vaccination. as being responsible for the 

autism and the bowel disease. The doctor in .question. Professor John O'Leary was invited to give 

evidence earfJer in lhe year at a US govemment hearing. .We understand that both he and Dr. 

Andtew Wakefield from the Royal Free Hospital Medical School in London will be giving evidence 

Ai~ 
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to .this Oireachtas Committee at a date during the coming weeks before Christmas and consider it 

of utmost importance that all the committee members hear their evidence first hand. 

The physical difficulties and intense pain suffered by these children are as real as they are dreadful 

and shou!d be investigated from a medical viewpoint in the first instance. Unfortunately, AiA's 

experience is that many ASO. sufferers, especially, but not exclusively the non-verbal are not 

receiving the medical treatment necessary to manage their condition. 

The evidence is mounting. 

ladies and gentlemen of the Oireactas Committee, we at AiA implore you to put a hold on the use 

of the MMR vaccine in Ireland and return to offering single vaccines untO sufficient scientific 

investigation has proven why these children are being so radically affected by this combination 

vaccine. 

Not if they are being affected - but why_ 

Please don't commission endless searches of children's records to see if you can rule Qut a 

connection - children are being struck down every single day_ We are in the midst of a national 

disaster. 

Our Department of Education is investing mill.ions in provision for autistic children in farst level 

schools. There are comparatively few autistic children in second level education, what does this 

imply? We in Ireland cannot and must not stand by and leave the science and decisions to other 

nations of the worfd before we make up our minds. Let us learn a lesson from the recent British . 

. BSE enquiry recommendation:. that governments listen to the scientists and act on their 

recommendations. 

Ai~ 
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As the MMR controversy is fought out on the Wand battlefield I ,hope and pray that my country will 

emerge as a hero and not a villain. 

Too many children are at risk. 

The association is already known. Even the vaccine manufacturers' own literature cites the 

possible contra-indications of the vaccine, literature never shown to parents to enable· them to 

make an informed choice. 

It matters not what we call the condition:-

Autism, Helier's Syndrome, POD, simple vaccine damage, whatever. It is happening to our children 

Today and every day • 

... ... ... . and my child was one of them. 

Ai~ 
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Ladies and gentlemen of this Oireactas committee, 

On behalf of AiA and the children of Ireland, we respectfully request that you:-

11 Halt the MMR programme with immediate effect 

11 Offer single component vaccines as the alternative. 

11 Identify numbers affected. 

11 Instigate mandatory yellow card reporting on suspicion of vaccine reaction .. 

. .' . . 

11. Fund appropriate research with a focus on gastro-enterology, immunology and 

biochemistry to identify risk factors and potential predisposition. 

11 Fund basic gluten/casein free products and appropriate supplements for affected 

individuals . 

. 11 Actively encourage early diagnosis and dietary intervention in affected cases. 

11 Instigate a training programme for dieticians and paediatricians. 

AiA Would be pleased to offer any assistance which the committee feels may be appropriate and 

thanks you all for your time today_ 

Cecelia Young 

For and on behalf of AiA 

23rd November 2000 

Ai~ 
Registered Charity Number 1063472 



Contact Numbers:-

Cecelia Young +35314601785 

Rosemary Kessick +44 (0) 1733331 771 
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Submission Document 

Introduction 

Mister Chainnan and members of the conunittee we would like to thank: you for inviting us to 
address you on our concerns regarding the complex subject of child vaccination. 

We are a small group of concerned parents based in Cork who meet every two to three months to 
consider issues and developments relating to vaccinations. Our sources of information include 
newspaper articles, books, the internet and relevanth::ctures on the subject. Unfortunately, arising 
from this information we are often left confused and very concerned about the conflicting 
evidence and reports available 

We are not an anti vaccination group, indeed some of our group have had their children 
vaccinated, but we are pro information. 

We welcome greatly the initiative taken by the government in establishing this Joint Oireachtas 
Committee to consider the issue of child vaccination. 

We all have a shared goal that is the good health and well being of our children. 

We take this opportunity to share these concerns with you. 
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Concerns 

The MMR Vaccine 

There are people in this country who believe that their children have been damaged by the MMR 
vaccine many of them claiming a link between the vaccination and autism or Crohn's disease. 
This link is being refuted by many in the medical profession who say that international studies in 
England, Sweden and Finland indicate no such link. However, in April-2000, the Examiner 
newspaper reported that Professor John O'Leary of Dublin's Coombe Women's Hospital and 
Doctor Andrew Wakefield of London Royal Free Hospital conducted a study of children who 
developed the chronic brain condition after an 'apparently healthy infancy found that 24 out of 25 
bad the measles virus in their gut. They said the virus could have come from the MMR jab. This 
report was presented to the US Congress as part of a debate on autism. Obviously this latest 
research leaves -open the possibility of a link. -
In the UK two thousand parents are fighting for compensation for children whom they believe 
have been damaged by the MMR. 
The Independent 29 Aug. 2000 stated "The most telling fact used to promote suspicion ofMMR 
is that it is banned in Japan. 

Meningitis C 

Recently the Department of Health and Children launched a national vaccination campaign to 
combat the group C strain, which accounts for one third of infections. 
This vaccination programme got underway in Britain last year and according to Minister Micheal 
Martin it has already resuhed in a 75% decrease in the number of group C cases. 

However, we are concerned about the 16,000 adverse reactions including severe headaches, fits 
and blackouts reported in the UK. This is apparently a much larger incidence of adverse reaction 
than has been reported with other vaccines. Among these reactions were eleven deaths. The UK 
Committee on Safety of Medicines (CSM) refuted any links between the deaths andthe new 
vaccine. Of the eleven deaths two were among cases who had existing heart conditions, six 
deaths due to Sudden Infant Death Syndrome, one from a convulsion ten days after the 
vaccination and two of septicaemia meningicoccal group B meningitis. 
These deaths are of concern to us because of past reported,links between vaccinations and Cot 
deaths. Although we understand that The Ireland Sudden Infant Deaths (SIDS) Association 
disagrees with such a link. 

We are also concerned about reports suggesting that research in America has found grounds to 
suggest that the vaccine encourages a new variant meningitis strain to form. A three year study is 
underway in Oxford to assess the risk of the anti meningitis C vaccine promoting the emergence 
of the B strain. . 

2 



The Medical Profession Debate 

In recent times the Association for General Practitioners has voiced a number of concerns 
regarding vaccinations and the Department of Health and Children's campaign on same. 

We refer in particular to an 'Examiner' newspaper article on 27/08/99. The following are exceIpts 
from that report: . 

The Government has a legal obligation to provide information to holiday makers and 
parents of babies about the side effects ofvaccines so they are aware o/Potential 
hazards, the Association said 
"Patients need to be given both sides of the story. GPs can't go on playing God and 
treatingpatients as if they are stupid Patients should have enough information to be 
able to.make an informed choice for themselves, " said Dr Mary Grehan, a spokeswoman 
for the Association of General Practitioners. 

The Association also called on the Government to separate immunisation programmes 
such as the M}4R vaCCination into separate vaccines in the light of recent health scares, 
which linked the combination ofvaccines to Crohn's disease. 
"The Department of Health are turning a deaf ear to us. All they seem to be concerned 
about is finding the cheapest and most effiCient way to run the health service, "Dr 
Grehan added 

The Department of Health and Children rubbished suggestions that patients w(!re in 
danger from vaccines'side-effects. 
"The safety of all vaccines is ensured through the Irish Medicines Broad along with 
international medical advice . 
. "Our policy is that the benefits of vaccines far outweigh any possible riSks, 11 a department 
spokesman said 

Obviously such conflicting messages coming from the different parties involved is cause for 
much concern. 

Also in an article on the Sunday Independent on the 22110/2000 Patricia Redlich referred 
to Dr Mary Grehan, PRO for the Association of General Practitioners who had spoken on 
the previous Wedriesday on Today with Pat Kenny. The following are excerpts from that 
article: 

Yet Dr Grehan only aSked for something simple. She wanted the Department of Health to 
provide the public with the information on pOSSIble difficulties associated with vaccines. 
She and hercolleagues,in other words,. would like the Irish public to.have the full facts. 
In this they are not singling out the current vaccine for meningitis C. Nor are they 
opposed to the notion of vaccination itself Rather they are simply trying to bring order 
and enlightenment into the vaccine drive. . 



In concrete terms they are trying to change the current situation where the 
Department of Health runs a simplistic advertising campaign in the process creating a 
huge consumer demand, and then neatly leaves it to individual GPs to explain that things 
are not quite what they seem. Thus in a busy surgery it is left to them to undo the mindset 
created by a massive media onslaught, and help anxious parents to think and reflect on 
what are major decisions for their children's lives. 
The doctors are also concerned because the legal advice is that they carry the can, both 
professionally and financially, if something goes wrong with a patient after vaccination. 
The Department it seems,accepts no liability. 

Again we feel this is cause for· concern. 

Chronic llInesses 

In recent years there have been reports highlighting increases in various chronic illnesses 
including autism, diabetes. asthma and multiple sclerosis. 

In relation to autism as previously stated there are ongoing debates of a possibility Of a link 
between autism and vaccines. . 

A link between vaccinations and diabetes was suggested in a study by doctors John Barthelow 
Classen, President of Classen Immunotherapies. and Dr David C ClasseD, an infectious disease 
physician at LDS Hospital Salt Lake City who together with Dr Jaakko Tuomilehto. studied the 
effect of 'Haemophilus Influenzae' type B vaccine, a flu vaccine which is considered to reduce the 
risk of complications such as meningitis, on around 116,000 Finnish Children. 

The study data found that immunisation starting after the age of two months is associated 
with an increased risk of diabetes. This data, the authors argue is supported by a similar 
rise in diabetes after immunisation with the same vaccine in the United States and the 
UK . 
[ Sunday Independent 24/01/99] 

Also in a letter to the Examiner newspaper on the 22/09/99 the following was stated: 

.Last 09tober, France became the first country to stop Hepatitis Bjabs for school 
children after numerous reports of arthritis - and multiple scIerosis~li/ce symptoms in 

. vaccinated children. Attorneys representing over 15,000 French Citizens are now suing 
the government health officials for under-stating the vaccine's risks and exaggerating its 
b~nefits. . 

While recognising that this vaccine is not part of the general immunisation schedule for children 
there are some in the community who have received the hepatitis B vaccine. . 

The possibility of such links between vaccines and these illnesses raise concerns about the 
possible long term effects of vaccinations. 
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Vaccine Ingredients 

When we look at listings of vaccine ingredients such as the folloWing list given at the start of The 
Vaccine Guide, Making an Informed Choice' by Randall Neustaedter OMD, we are very 
concerned. 

The Vaccine Ingredients quoted are: 
Thimerosal (mercury disinfectant/preservative) 
Aluminum (additive to promote antibody response) 
Fo~dehyde(disinfectant) 
Phenol ( disinfectant, dye) 
Ethylene glycol (antifreeze) 
Benzethonium chloride (antiseptic) 
Methylparaben (antifungal, preservative) 

Also in an article already referred to on the Sunday Independent on the 22110/00 the following 
was stated: 

Dr Grehan also points out that. by the time babies are 12 months old, their vulnerable 
immune systems have been subjected to a battery of vaccinations. Within afew days of life they 
get their BCG, which is about tuberculosis. They then get either the two-in-one or the three-in
one - tetanus, diphtheria and whooping cough - plus polio, and these vaccinations are done three 
times. Then they get the Hib vaccine ~ against bacterial meningitis - three times. They also get 
the A1A1R - measles, mumps and rubella vaccine - three times. And now they are going to get the 
meningitis C vaccine three times: 13 vaccinnation occasions for eight different diseases. Baby's 
immature immune systems are already bombarded 

In a very recent artiCle in 'The Irish Examiner' dated 27/l 0/2000 by Katie Hannon the following 
was reported: 

Nine different vaccines administered by GPs in Ireland are made at a plant with a history 
of poor production safety standards. 

The Irish Medicines Board had confirmed that it has licensed nine separate vaccines 
made by Medeva, which is the company behind the oral polio vaccine that had to be recalled last 
week when it emerged material from cows which could have been contaminated with BSE was 
used in the production process; 

Later in the article, this was reported: 

A week-long inspection of the plant into the production of the flu vaccine Fluviron by the 
. FDA found that the Medeva plant hadfailed to clean, maintain and sanitise equipment at 
appropriate intervals to prevent contamination. 

It also found that they had failed to maintain systems to prevent unacceptable levels of 
toxins and bacteria contaminating the production process. 

They found that the plant failed to ensure that batches of vaccines conformedto all 
established specifications and characteristics or to prove that vaccines on doctors' shelves would 
be free from bacteria and fimgi. . 
Contamination could cause serious adverse reactions to vaccines. 
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This up-to-date infonnation is a matter of concern particularly in light of the Kenneth Best case in 
Ireland whose family won a Supreme Court CaSe in 1992 being awarded f2.75m against a 
manufacturer of the 3 in I vaccine. The Best case hinged on the fact that records showed he was 
vaccinated from a toxic batch of vaccine eight times more potent than it should have been, highly 
toxic for an infant. 

The·need for statistics. proper records and monitoring 

-We understand from our reading of the IMMUNISATION GUIDELINES FOR IRELAND, 
Nationallmmunisation Committee Royal College of Physicians of Ireland, that all suspected 
adverse reactions and quality defects should be reported to the 'Irish Medicines Board'. . 

. We welcome this but feel that the whole area of vaccination research, recording and monitoring 
needs to be more extensively undertaken and made more public. 
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How we would like to see our concerns addressed 

• A balanced Public Debate . . 
. As concerned parents we would feel a lot more confident in relation to vaccination if all the 

facts and up-to-date information were made public. More balanced advertising and 
information campaign by The Department of Health and Children highlighting both benefits 
and risks of the vaccines should be available. 

• Proper and Complete Records 
We would like to feel assured that we have all the information relating to the vaccine (batch 

. numbers, lot numbers, etc) in the event of anything going wrong. Perhaps a receipt type 
document signed by the G.P. administering the vaccine might be considered. 

• Research 
We would like to be informed about all the research that is carried out internationally and 
would welcome more extensive independent research in Ireland into existing and new 
vaccines such as Meningitis C. . . 
We would also like to see research ca.iried out on unvaccinated children to compare immune. 
system status. 

• . Screening 
We would welcome the introduction of a screening system of children's immune systems to 
establish: a) if acquired immunity exists; or b) whether prior conditions exist which would 
preclude a child from vaccination. 

• Compensation Fund 
A vaccine damaged payments scheme has been in place in England since 1979. Since its 
inception the UK scheme has had over 4,000 claims made against it Of these 416 received 
payments immediately while 482 received payment by appeal. Recently after a two year. 
review the UK Vaccine Damage Payments Scheme was overhauled and £60 million was set 
aside to be made in payments.[Ref: The Independent 29.8.2000]. A similar scheme 'The 
National Vaccine Injury Compensation Program' operates ill the United States [Ref: 
http://www.hrsa.dhhs.govlbhor/vicpl. 

We would like to see A Vaccine Damage Compensation Fund similar to these established in 
Ireland. 
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• Greater Health Awareness 
We would like to see a broader approach to health matters. In addition to a vaCcination 
policy to help in the prevention of serious illnesses we would welcome investment in other 
areas to encourage healthy lifestyles. For example: 

nutrition ·and nutritional supplements; 
advertising the benefits ofbreastfeeding; 
possibly introducing a policy in national schools of no junk food in lunch boxes; 
investigating possible benefits of alternative treatments such as homeopathy, herbalism, 
acupuncture etc; 
improved health and physical education; 
exercise· and relaxation. 

• Choice 
We would like to be offered the choice of single vaccinations as opposed to multiple 
injections. 

Conclusion 

As concerned parents we seek to be consulted and treated as full partners with Government 
and Health Officials on any of the recommendations to come from this Committee and to have 
the :fin3J say as the primary child carer in the decision of vaccination and any other health matters 
concerning our children. 
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"By iden:tifying new learning with heresy ~ you 
make orthodoxy synonymous with ignorance." 

Erasmus. 



~p '1 
I· ,-,,-\otmed immunization net'Pvorl i 
~ ~ ~:: ~ => 

~ ~ I People have the right to he fuDy iDformed to .. able them to make the Im·~ 
~ difficult decisions regarding vaccination. . 

I The iin was established in order to provide vaccination information and I.; 
I support to parent(s), prospective parent(s) and other concerned person(s). j 
a • 
~ I i Specifical1y regarding the vaccination of children, it is recognised that the I 
I ultimate decision must be the sole responsibility of the parent(s) and/or j 
~~ I i guardian(s). ~ 
M fi 

I.~ i 
. ~ 

~ I 
I Aims and Objectives. i -.,. ~ ~ 
~ ~ 

~ • To promote awareness and understanding about vaccinations in order to I 
i preserve the freedom of an informed choice. I 

I i I ., To offer support to parents regardless of the decision they make. I 
i;f • To inform parents of the alternatives to vaccinations. i 

i . To accumulate historical and current information about vaccination and to ! i make it available to inembers and interested parties. ._ 

r;; • To arrange and facilitate local talks, discussions and seminars on I I ~ons and preventative medicine for childhood illnesses. t 

I · To establish a nationwide support network. 11 

~ ~ 
~ 

If you are about to make the decision to vaccinate either yourself or your child and .are interested in 
knowing more about vaccinations - or if you would like to become a member of the informed . 
immunization network (liD) or would simply like to know more abOlJt our aims and objectives, then 
contact ......... . 

Colin on (01) 4946201 
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THE INFORMED IMMUNIZATION NETWORK (Un) 

INTRODUCTION 

The Informed Immunization Network (Un) was established in 1997 as a non-profit making 
organisation by a group of parents extremely concerned with tisksand safety of vaccinations. 
Since then it has grown into a nationwide network. . 

The Un was established in order to provide vaccination infonnation and support to parents, 
prospective parents and other concerned persons regardless of the decision they make. 

Specifically regarding the vaccination of children, it is recognised that the decision whether or 
not to vaccinate your child is the sole responsibility of the parent(s) or guardian(s).The Un 
promote awareness and understanding about vaccinations in order to preserve the freedom of 
an informed choice. 

The current infonnation available to parents from the Department ofHea1th etc is all pro
vaccination. Risks, adverse reactions are simply dismissed out of hand using the standard 
statement that on balance the risks associated with the vaccine are less compared with the risks 
associated with the disease itself 

The decision of our members not to vaccinate is an informed one based on published medical 
facts and not based on forgetfulness, apathy or out of mistaken beliefs. 



CHll.DHOOD VACCINATIONS IN TIlE REPUBLIC OF lRELAND. 

The current Childhood Vaccination Programme for this country means that. most children will 
receive 27 vaccines before starting school, 26 if you live in County Cork (BCG is not given 
there). If you currently live in North County Dublin your baby will actually receive 32 vaccines . 
due to an extra MMR jab due to the recent measles epidemic and the introduction of the 
Meningitis C vaccine. 

What is even more disturbing is that no study of the long term effects has ever been carried out 
on the interaction of multiple vaccines on children> s immune systems and their long term 
general health. 

BCG (fuberculosis) Vaccine 

Why continue with BCG (TB) vaccination for the majority of babies when in County Cork the 
diseaSe declined in the absence of vaccination and despite a recent small outbreak the Health 
Board defended its non-vaccination policy. In the U.l(, BCG is not given until 13 years of age 
and the USA have never had BCG as part of its childhood vaccination policy and yet the 
decline of the disease is the same for all three countries. The only long term studies carried out 
were in India and found that·a higher incidence of the disease among the vaccinated compared 
to the unvaccinated population. 

DTP (Diptheria. Tetanus. Pertussis (whooping cough)} Vaccine. 

We are no strangers in this country to the damage DPT vaccine can cause. After a 20 year 
battle Kenneth Best won £2.75m in compensation after being brain damaged from a toxic 
vaccine administered in the early 70s. 

Revelations in the media confirmed a further 243 children received the toxic DPT vaccine. 
. More disturbing is that it has been estimated that up to 4 million doses of the vaccine were 

manufactured for use in Europe which failed 2 safety tests but was· still released for use. It was 
distributed around this country in small lots and the full extent of the actual number of children . 
given the vaccine may never be known because records have been lost or destroyed 

A recent report by the Chief Medical Officer adds further controversy where it is suspected 
that Vaccine Trials using a new DTP vaccine were carried out on children in care during 1960s 
and 1970s without consent being obtained. 

Despite having mandatory vaccinations And achieving abDost 100010 uptake, the incidence of 
pertussis in the USA is on the increase according to figures released for 1999. 

But more disturbing is the research carried out by Dr Viera Scheibner linking DPT vaccine 
with SIDS ( cot deaths). It is worth noting that the western country with one of the highest . 
incidents of SIDS is the USA which has mandatory vaccinations while Japan (having raised the 
age of vaccination to 2 years) has virtually eliminated co~ deaths since 1975 by not vaccinating 
babies. 



:MMR. (Measles. Mumps, Rubella) Vaccine 

With more and more evidence being published suggesting a link: betWeen the :MMR vaccine 
and autism it seems incredibl~ that the option of having the vaccines given individually has not 
been made available. Where doubt exists over safety, the precautionary principle argues that 
the benefit of doubt should be given to those at risk, our children. 

This argument has already been made by the Association of Family General Practitioners when 
they called upon the IMO to introduce individual vaccines earlier this year. In answer to all 
this controversy the official line here has been state that the current scientific evidence does 
not support the hypothesis that MMR vaccine causes autism. 

Bearing in mind that the longest study undertaken on MMR only lasted 3 weeks it is· not 
surprising there is a lack of evidence. Remember a lack of evidence means there is no evidence 
to prove that the vaccine does not cause Autism. 

The studies carried out in the UK, claiming proof that no link exisis between:MMR and 
Autism have been seriously undermines at the US Congressional Hearing held last April. Even 
more worrying was the refusal by the UK Department of Health to hand over the raw daia 
upon which these studies were based, so it can be independently analysed. 

The same UK Department refused to contribute to a debate on BBC Radio 4 in August of this 
year because they did not agree with the format and the selected panel of Experts and said it 
would not discuss vaccination with· Ordinary people. 

The fact that the MMR. vaccine is the only way to avail of a vaccine for either Measles, Mumps 
or Rubella takes no account of children who have already contracted one or more of these 
diseases. So those children who have contracted measles during the current epidemic will be 
given MMR to protect them against Mumps and Rubella but have to run the risk of damage 
from the Measles vaccine which affords absolutely no benefit to the recipient who has now g9t 
. a lifetime natural immunity from the disease itself . 

The World Health Organisation states that MMR is the safest vaccine ever yet the incidence 
of Autism in theWestem World is reaching epidemic proportions. In the USA, the incidence 
of Autism has gone from 1110,000 to 11500 in some states.· 

Japan withdrew the MMR. vaccination in April 1993. four years after its introduction, due to 
the large number of incidents of aseptic meningitis in the vaccinated. Today, Japan still has no 
plans to introduce MMR and offers its citizens individual vaccines instead and leads the world 
with the lowest rate of infant mortality. 

The recent Measles epidemic as reported in EFl-Insight, published by the National Disease 
Surveillance Centre reported that 12% of cases were vaccinated against the disease suggesting 
88% were unvaccinated. But the Northern Area Health Board issUed details that 12% were 
vaccinated, 61 % unvaccinated and 27010 unknown. Why 27% unknown? They were either· 
vaccinated or unvaccinated. Could it be that these children were recently vaccinated· according 
to their·parents but could not be confirmed as records had not been processed yet. 



If the two reported deaths are measles-related, then some serious questions need answering. 
Before vaccination was introduced the death rate was approximately 1/5,000. If the two 
deaths are confinned, then the death rate is now 1/500 approx. So what have we done to make 
measles a more dangerous disease compared with the disease in the pre-vaccination era. Does 
this mean that children in the 1950s were healthier than children of the new millennium? 

. Polio vaccine 

In the USA, since the early 1970s, all cases of Polio ~"',been caused by the vaccine. The 
USA is now stopping the Oral Live Polio vaccine for th~~ ... ted Killed Polio vaccine in a bid 
to stop Polio cases. One could argue as the disease was dying~~"vway, by stopping Polio 
vaccination we could eradicate the disease. ~~ 

It has been long argued that we a need· a 90010 uptake of the vaccine to stop an epidemic and 
95% or liigher to eradicate the disease. But despite never achieving these targets, there has 
been no epidemic. Even in 1993, the uptake rate was as low as 57%, wen below natural herd 
immunity which is 68%. (68010 immunity to disease is required in the animal kingdom in order 
to stop an epidemic occurring in any group or herd of animals.) 

The danger now from Polio is from the vaccine, particularly from changing babies' nappies as 
the virus is secreted in the faeces for up to 6 weeks after administration, which will put a 
. susceptible person at serious risk. 

Further controversy caused by the recent withdrawal of the Medeva Oral Polio Vaccine and 
criticism by the FDA of its UK plant only confirms our fears that vaccines are far from safe. 

Meningitis C vaccine 

This new vaccine has been introduced this year. The promotion of this vaCcine is being based 
on the success in the UK in combating this disease. But little is being said about the adverse 
reactions. There are currently two manufacturers, Chiron and Wyeths. Chiron's vaccine 
''Menjugate'' seems to produce more adverse reactions compared with Wyeths ''Meningtic'', 
even though both should be the identical. With the follow up on selected children receiving the 
vaccine lasting only 28 days, how will they ever know the long term effects on the health of . 
these children. . 

Most disturbing is the fact the there have been 12 suspicious deaths the UK so far related to 
the new meningitis C vaccine which have been merely discounted Qut of hand by the UK 
authorities 

In Ireland we have the highest rate of meningitis in Europe. The B strain is on the increase and 
accounts for 55% of cases and the C strain is on the decease, accounting for approx. 26%. 
Doctors in the UK have warned that by tackling the C strain it may result in the B strain 
increasing and also that it is not unusual for the disease to change form from one strain to 
another. Do we conclude that the number of meningitis cases may remain the same but the 
diagnosis will favour the B Strain? 



RECOM:MENDATIONS. 

• Set up a long term study to compare.the health of vaccinated children with unvaccinated 
children independently managed and assessed. 

• Set up a public forum to debate the issue of vaccination. 

• Government Departments providing information· on vaccination should be obliged by law to . 
give full and accurate details of risks, side effects and adverse reactions. 

• Set up a vaccine damage compensation scheme. 

• Vaccination should remain a free choice and in the case of children, . remain the sole 
responsibility of the parents or guardians. . 



i . 

i. 

! 

SUMMARY 

It is.agreed by both sides; pro and anti-vaccination, that vaccines cause damage. The 
disagreement is to what extent this occurs. If no independent long term health studies are 
carried out the controversy will only deepen .. 

Caught in the middle are parents with a huge dilemma over the health of their children 
currently in a no-win situation. You're damned if you do and damned if you don't. 

. . 

On behalf of all those parents and those without a voice in our society, our children, we 
strongly advise urgent action on this issue and that the benefit of the doubt be given to the 
most vulnerable in our society, our children! 



VACCINATION INFORMATION SHEET 

DID YOU KNOW ..... 

• That up to 90% of the decline in death rates from infectious disease occurred BEFORE vaccination 

commenced. 

• That i.n the UK, since 1970, more than 200,000 cases of whooping cough have occurred in fully 

vaccinated children. 

• That in the US, despite compulsory vaccination, measles is on the increase and many outbreaks are 

occurring amongst fully vaccinated children. 

• That a tuberculosis vaccine trial in India involving over 260,000 Indians resulted in more TB cases in 

. the vaccinated than the unvaccinated. 

• That almost every polio case in the US in the last 30 years has been associated wtththe vaccine 

itself, the same vaccine given to all Australian children. 

• The cost of the whooping cough vaccine had risen from 11 cents in 1982 to $11.40 in 1987. The 

Vaccine company was putting aside $8.00 per shot to cover legal costs and damages being paid out 

to parents of brain damaged. children and children who die after vaccination. 

• About the contaminated polio vaccines given to millions of children in the ear1y 1960's. These 

vaccines contained the SV 40 virus which causes cancer in animals, as well as changes in human 

cell tissue cultures. 

• That America's No 1 AIDS researcher, Dr. Robert Gallo has speculated that the AIDS explosion was 

triggered by the World Health Organisation's smallpox campaign throughout Africa, Haiti and Brazil. 

• That a survey in the UK involving 600 Doctors revealed that 50% of them refused the Hepatitis B 

Vaccine despite belonging to the high risk group urged to be.vaccinated. Amongst the reasons given 

for their refusal were "I do not trust the vaccinen and "Vaccination is of no proven benefit". 

• That in 1976 Dr. Anthony Morris, former chief vaccine control officer of the US Food and Drug 

Administration was "sacked" for warning the American public about the dangers of the flu vaccine. 

• That Britain's leading vaccine manufacturer, the Well come Company were forced to cease vaccine 

production. The reasons cited by their company spokesman Dr. A.J Beale were "too much litigation's 

and too little profit". 

• . That in the U.S., from July 1990 to November1993, the US Food and Drug Administration counted a 

total of 54,072 adverse reactions following vaccination. The FDA admitted that this number 

represented only 10% of the real total, because most doctors were refusing to report vaccine injuries. 

In other words, adverse reactions for this period exceeded half a million. 

Facts and quotes extracted from the book Vaccination The "Hidden" Facts by I. Sinclair . 
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Presentation by the Department of Health and Children to 
the Joint Committee on Health and Children regarding 

Immunisation Issues, 7 December 2000 

Mr Chaimian, members of the Committee, on behalf of the Department of Health 

and Children I would like to thank you for giving us the opportunity to meet you 

today to discuss the health and welfare of children, and the important role which 

immuirisation has played and will continue to play in the future in improving child 

health. 

Immunisation is one of the most important and indeed cost-effective public health 

measures and a vital element of the health services which we provide for children 

from infancy. 

The Department's policy is to promote immunisation based on Irish and 

. international scientific advice, where the benefits far outweigh possible risks. 

We have sound evidence from om own data that. the incidence of 

vaccine-preventable diseases haS been greatly reduced, with lower morbidity and 

mortality,and that this development is directly related t.o the introduction and 

implementation of effective vaccinatjon programmes. 

.' . ' 

.These diseases are n~w at a level where people can forget how serious they can 

be and, perhaps inevitably, the focus of concern for some has shifted to·the 

. vaccines, rather than the diseases which they aim to prevent. 

If may be helpful if I briefly outline the historical situation in relation to 
. . 

communicable disease in Ireland, as the situation has changed substantially in 
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recent decades. Fifty years ago, communicable di~eases accounted for the deaths 

,of almost one in four Irish people. These diseases included not only tuberculosis 

but also conditions such as typhoid fever, scarlt?t fever, whooping cough, 

diphtheria, influenza, polio and measles. 

In children aged between one and five years, the vast majority of deaths were 

caused by infectious diseases including pneumonia, tuberculosis, whooping 

cough, measles, gastro-enteritis and diphtheria. 

In the intervening period, improved economic and social conditions, together, 
, . 

with public health action, have virtually eliminated many of these communicable 

diseases. The submission which the Department has made to the Committee 

includes graphs which clearly illustrate the reduction which has been achieved. 

Much of this reduction in infectious disease is attributable to medical advances, 

including the development of vaccines and new drugs. 

In coriunon with the rest of the developed world, Ireland has a programme of 

childhood immunisation. The 1rish targets to reduce communicable diseases are 
, . 

in accordance with the recommendations of the World Health Organisation. The 

intention of childhood immunisation has always been to protect wlnerable 

jndividuals as early inlife as possible from the risk of death, disease and 

l()ng-tenn complications attributable to specific infections. 

, , 

If a sufficiently high uptake, of immunisation can be achieved and maintained, the' 

corrimunity ,generally will be protected and,ultimately, w~ hope to see these 

diseases eventually eliminated altogether. This h~s already been achieved with 

smallpox and it is expected that in the next year or two polio will also be 

. declared to have been eliminated, worldwide. After this, the objective is to, 
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achieve the elimination of measles, which in many countries has already all. but 

disappeared,. owing to high immunisation uptake. Another striking example of . 

the benefits of immunisation is the tenfold reduction in the incidence of Rib 

disease achieved following the introduction of routine vaccination against this . 

disease in 1992. 

Our policy is' guided by advice from q range of independent expert sources, both 

in Ireland and at international leveL These include the Immunisation Advisory . 
. . 

Comniittee of the Royal College of Physicians of IreIand, the National Disease 

Surveillance Centre and the Irish Medicines Board and, at an mternationallevel, 

. the World Health Organisation. Account has'to be taken of issues such as 

patterns of infectious disease, both in Ireland here and elsewhere, the 

development of new .vaccines from time to time and, of course, ensuring that the 

vac~ines used in the immunisation programme are safe and effective. 

By way of illustrating the developments which are occurring regularly in the field 

of immunisation, in a major initiative, a new programme to protect children and 

young people against Group C meningococcal disease was launched in October '. 

of this year. The public response to the programme has been' favourable ml:d the . 

. indications at this fairly early stage are that uptake is good. 

None of us needs to be reminded of what. a frightening and devastating disease 

menffi.gitis 'can be, and the introduction of this new vaccine will,' we hope, lead to 

a major reduction in the incidence of the "C" strain of the disease, which 

accounts for about one-third of meningitis cases in Ireland. It is worth noting that 

. in Britain,' where this vaccine was introduced in the autumn of 1999, a reduction 

of approximately 7 5% in cases of Group C meningococcal'disease has already 

been achieved. It is hoped that in the coming years, vaccines to protect against . . 
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Group B meningitis, which accounts for about two~thirds of meningitis cases in ' 

Ireland, will also become available. 

The immunisation progranune is kept under constant review, and this includes the 

incorporation ,ofimprov:ed vaccines ~s they become available. For example, in 

'. 1996, when the acellular DTP vaccine was developed, with an improved safety 

profile, the previous product was replaced. 

Under the Primary Childhood Immunisation Programme"parents are offered free 

. immUnisation for their children against a range of potentially serious childhood 

diseases. This service is provided primarily through their family doctor. Visits 

for immunisation are scheduled for two, four, six and'15 months of age. The 

diseases against which immunisation is offered are diphtheria, tetanus, pertussis 

(or whooping cough), polio, Hib disease, measles, mumps, rubella (or German 

measles) and meningitisC. 

The delivery arrangements in place follow from a review carried out in 1994 by a 

review group established by the then Minister for Health. This recommend~d 
. '. 

that the general practitioner was ideally placed to deliver primary immunisation 

and shoUld therefore be the principal health professional involved in delivering 
. .' . , . 

this service. This recommendation was made in the context that the GP woUld 

be able to consult with parents, explain the benefits and possible risk and allow 

them to make an informed decision on'this most important aspect 'of their child's 

health. ' 

, It is acknowledged that reported immunisation uptake in Ireland is below the 

target of95% and indeed does not compare well with the rest oftheEU. For 

DTP, Polio and Hib immunisation,uptake is approximately 85%, and for :rvfMR it 
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is lower, averaging 76% nationally. The Department, the health boards and the ' 

other parties to the Prograrrime are working to achieve the 95% target, by 

addressing a number of issues which are believed to have contributed to the low 

,uptake. In recent months there have been regular meetings at senior level 

involving officials of the Department and senior health board management and 

the health board CEOs are establishing a national group to consider the issues 

and to devise strategies aimed at bringing uptake up to the target level of 95%: 

We have, unfortunately, recently seen how, where immunisation uptake is below 

the target level, the community is vulnerable to outbreaks of disease. There have 

been more than, 1 ,500 cases of measles this year, with many children having been ~, 

hospitalised and two deaths associated with the disease. While the indications 

are that this outbreak has 'been brought under control, it underlines the need for a 

, high uptake of MMR vaccine to be achieved and maintained, if further such 

outbreaks are to be avoided. 

I would like to turn now to the issue of vaccine safety, which I know has been 

discussed at an earlier meeting of your Committee. ~ order for confidence in the ' 
. 

, immunisation programme to be mainta~ed, paren~sand the health professionals 

involved in delivering the immunisation programme must be 'reassured that' 
- ' 

vaccines are safe. They must also have accurate information about the benefits 

and possible side-effects of immunisation. The international consensus is that 

the vaccines in use are safe and effective. Nonetheless we are aware'that from 

time to time concerns hav~ been expressed about the safety of some vaccines, 

most 'notably MJv1R. 

This issue is of paramount importance, artd concerns which have been raised 

have been carefully evaluated by the Department and appropriate independent 
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experts in order to ensure that the vaccines in use are safe and effective. I would 

like to take this opportunity to emphasise that all of the expert advice available to 

the Minister' and rus officials is that the vaccines in use are very safe and that 

theY,are highly effective in preventing infectious disease: both in individuals an~ 

in the co~unity generally. The Department will continue to monitor any further . 

research in this area. 

. '. 

It is -also important to note that'vaccines are subject to rigorous testing before' 

being licensed and that they are also subject to ongoing monitoring when in use. 

The Irish Medicines Board, which is the licensing authority in irelaIid, is an 

independent body whose objective is to ensure in so far as possible, consistent . 

. with current medical and scientific knowledge, the.quality, safety and efficacy of 

medicines' available in Ireland. Following the licensing of a medicinal product, 

such as a vaccine, the 1MB monitors the type and frequency of any reported 

side-effects. 

While many hypotheses have be~n advanced which have sought to link various 

vaccines with the development of certain conditions in chi~dren, I must stress that 

any such link has not been proven. It is important to bear in mind that children 

receive a series of vaccinations during the first 18 months or SQ of their lives, and . . . 

this· is the same -period during which certain disabilities may become appareIlt. 

. The emergence of a disability may therefore a coincidental event and cannot be 

assumed to be vaccine-related, simply on the basis of a temporal relationship. 

It is acknowledged that in common with other therapeutic substances, adverse 

reactions to vaccine can occasionally occur, ~d there are mechanisms in place to 

record and investigate such events. Nevertheless it is considered in this 

country, as in others, that the benefits to children far outweigh the potential risks 
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and help to protect children from the serious consequences of previously 

prevalent diseases. In other words, the chances of a child suffering a serious 

reaction to a vaccine are much smaller than the chances of contracting the 

disease itself. The identification and use of contraindications to the vaccine h~lps 

further to reduce any potential risk from vaccination. 

. In conclusion, I would again stress that immunisation has been proven to be a 

very safe and effective measure in combating infectious diseases in children and 

in the con:unimity generally. The.reduction in the incidence of infectious disease, 

and the elimination of some conditions and the consequent improvement in 

children's health, which have been achieved to date. are due largely due to the 

development and effective use of vaccines. ' 

The Primary Immunisation Programme will continueto.bean essential element of. 

our health services for children and will be adapted as necessary to respond to 

developments in the field of vaccination in the future, both in terms of new 

vaccine development and the safety profile of all vaccines in use .. 
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Immunisation· in 
Childhood - The Facts 

-
Directors of Public Health 

and 
Chief Executive Officers 
Health Boards! Authority 

- Or Kevin Kelleher 
- DPH MWHB 5 years 

. - DPH Wolverhampton 
HA 6 years 

- Or Patrick Ooorley 
OPH MHB 5 Years 

- OCC EHB 6 years 

- GM Community 
Services Sandwell 3 
years 

- Paediatric Registrar 
Birmingham 

- Responsiblefor . 
Immunisation for 15 
years. 

- Responsible for 13 
, years 
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Key points 
- Very safe and effective 

• High safety standards imposed on vaccines 
- Cost-effective 
- Few contraindications to immuYlisation 
- Benefits of ~accine~ outweigh risks 
- Reduced vaccine uptake associated with 

epidemics of vaccine-preventable diseases 

3 

Vaccine successes 

- Eradication 
• Smallpox 
• Near eradication of polio 

- Control 
• Hib disease 
• Measles 

.• Diphtheria 
• Pertussis 
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Hib disease in Ireland 

- Vaccine introduced in 1992 
- Dramatic fall in incidence of invasive 

HiS disease 
• 10 fold decrease . 

- Incidence of disease expected to fall 
even further as more children are 
immunised. 

s 

Vaccine efficacy 

Vaccine Efficacy 
Diphtheria 87-96% 

Pertussis 80-96% 

Tetanus >90% 

HiB 94-100% 

. Measles 90-95% 

Mumps 90-98% 

. Rubella· >95% 

Oral Polio 90-100% 

6 

3 



Epidemiology of vaccine preventable 
diseases in Ireland (1) 

- DTP vaccine introduced in 1952 

- No cases of diphtheria for many years 
• Resurgence in Eastern Europe during 1990s 

.. - Steady decline in per-tussis mortality 
since introduction of vaccine . 
• High.er vaccine uptake with new acellular 

vaccine 

. - Tetanus = rare disease in Ireland· 
7 

Epidemiology of vaccine preventable 
diseases in Ir~land (2). .. 

- MMR vaccine introduced in 1988 
- Measles 

• decline in number of cases following 
introduction of measles vaccine in 1985 

• outbreaks seen in 1993 and 2000 (associated 
with low vaccine uptake) 

- Mumps/ Rubella . 
- decline in number of reported cases following . 

introduction of vaccines. . 
• increase in cases in 1996/7 and 2000 

- Polio 
• vaccine introduced in 1957 
- last case reported 1984 s 
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Immunisation uptake rates
(children Qged2 years.. at end 1999) . 

DTP/DT (%) MMR(%) 

Eastern 85 77 
Midland 82 70·->,'" 

Mid Western 8.1 73 
North Western . 92 78 92 

North Eastern 87 75 87 

South Eastern 89 87 89 

73 85 

82 90 

77 . 86 9 

Controversy surrounding MMR and 
autism 

- Based on reported findings of one 
smallUK case study· . 
• Methodological flaws . 
• Study did not prove an association 
• Further international studies have 

not shown an association 

- Worldwide panel of independent 
experts have reviewed.evidence 
• Experts have' concluded there is no 

causal link 10 
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Controversy surrounding MMR and 
autism 

- Children are immunised at a time 
when disorders such as autism. 
manifest themselves for the first 
time 

- It may be assumed, erroneously, 
that immunisation caused the 
problem 

Measles outbreak, 2000 

- 1,O~9 notified cases in first 6 
months of 2000 
• 147 cases in Ireland in total iti 1999 

-Majority of cases unimmunised 
- 6 children admitted to intensive 

care 
- 2 measles related deaths 
- Most cases in North Dublin· 

11 

• MMR uptake was suboptimal at <75%:2 
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Measles notifications, 1982-
2000 
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Pertussis 
- Major cause of childhood mortality in 

1940s 
- Concerns about vaccine efficacy in 

different countries ,during 1970s 
• UK - led to decreased uptake rates. 

• Major epidemics in 1977/9 Er 1980-81 . 
• Japan - ceased vaccination in mid 1970s 

.High number of deaths from pertussis in late 
1970s 

• Sweden - suspended vaccination in 1979 
• Increase in notified cases of pertussis 14 
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Cost-effective n ess 
>160 economic evaluations of 
immunisation carried out 1969.;. 
1998 

- Consistently show· that 
immunisation is cost-effective and 
us ua lIy cost-savin g 

Risk communication 

IS 

- Much of information that parents receive . 
about immunisation is misleading or 
inaccurate 

- All health care providers who administer 
vaccines should discuss the potential risks and 
benefits of immunisation 

- Risk communication is a necessary skill 

- . Goal of vaccine risk communication is 
informed decision-makin9 

16 
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Vaccine surveillance 
. . 

- Surveillance of vaccine associated. 
adverse effects is important 
• Active surveillance 
• Passive surveillance ~ 

- Example of successful surveillance 
• Rapid withdrawal of rotavirus vaccine in US 

following reporting of cases of 
intussusception' 

. Strategies To Increase 
Uptake 

- Highly Efficient Administrative 
Processes 

-Target low uptake 
• GPs 
• PHNs 
• Geog. Areas 

.;.Focus on 3 to 7 month olds 

17 
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Strategies To Increase 
Uptake 

- Professional Knowledge 
- Specialist Immunisation 

Clinics! Advice· 
- Reminders to Parents!GPs .. 
- Target Payments . 
- Media 
~ Parental Responsibility 

Strategies To Increase 
Uptake . 

. - Workshop 
- Regional Coordinator 

20 
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Conclusion 

- Important public health intervention 
• Has saved more lives than any other public health 

intervention apart from provision of clean water. 
- Overwhelming evidence shows the benefits and 

safety of routine childhood vaccina.tipn . 
• Problems with older vaccines have been resolved 
• Child is far more likely to be seriously injured by one 

of the diseases mentioned than by any vaccine 
- Health professionals have a responsibility to 
. discuss the potential risks and benefits of 
immunisation with parents 

21 

Conclusion 

- Adequate surveillance and . 
monitoring systems must be put in . 
pl,ace .. 
• ensure that vaccine related adverse effects 

are picked up and reported promptly 

- Epidemics ofvaccine preventable· 
diseases will continue to occur· 
unless high vaccine uptake rates 
are achieved 22 

.. 

11 



Recommendations 

- Immunisation should be promoted 
and encou raged by all hea Ith 
professionals in Ireland 

- Parents should be" provided with 
objective information to. aid 
decision making . 

- Enhanced surveillance of vaccine
associated adverse effects .' 

Recommendations 

- Vaccine uptake rates should continue 
. to be monitored to identify and 
target 'black spots' 

- Appropriate compensation should he 
provided for the small number of . 
children who experience vaccine- . 
related adverse effects 

. - Further research into the area of 
childhood immunisation is needed 
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-CHILDREN CAN 
DIE IF THEY ARE 

NOT 
. IMMUNISED 

2S 
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IPHA 

-_"-.-/----
IRISH PHARMACBmCAL HEALTHCARE ASSOClATIOII 

Text of Presentation on 
Childhood Vaccination to the 

Joint Oireachtas Committee on 
Health and Children 

7th December 2000 

IPHA and its role in the delivery of healthcare in Ireland 

The Irish Pharmaceutical Healthcare Association (IPHA) represents the pharmaceutical 
industry in Ireland .. Our members include the companies that supply the various 
childhood vaccines given to Irish children. 

IPHA welcomes the opportunity to set out the facts about childhood vaccines. We have 
some suggestions on how uptake levels can be raised to the target levels necessary to 
ensure that Irish children get the full benefit from vaccines. 

Public health benefits of vaccination 

Vaccination is one of the safest medical interventions and is probably the most cost 
effective of all healthcare initiatives. More lives have been saved through vaccinati.on 
against infectious diseases than through any other public health intervention, apart from 
the provision of clean water. Vaccination has almost totally eliminated many serious 
and potentially fatal diseases like diphtheria, polio, tetanus, rubella and more recently 
hib meningitis with the introduction of a vaccine in 1993. 

The World Health Organisation is of the view that the benefits from vaccines for an 
individual and for a community far outweigh the disadvantages and it is working "to 
ensure that all people at risk [areJ protected against vaccine-preventable disease". 

In Ireland, vaccination is strongly recommended by the Department of Health and 
Children. This view is endorsed by the Royal College of PhysiCians in Ireland, the 
Faculty of PaediatriCS, the Irish College of General Practitioners and the National 
Disease Surveillance Centre. 

Developing safe and effective vaccines . 

The pharmaceutical industry is committed to developing and manufacturing safe and 
effective vaccines. .. 

The manufacturing process for vaccines is lengthy and complex· and subject to 
independent scrutiny by regulatory authorities throughout Europe . The Irish Medicines 
Board is the licensing authority here. 

1 



All vaccines must undergo clinical trials before they are licensed for use. Several 
batches of the one vaccine are tested in a trial to ensure batch-:to-batch consistency in 
terms of clinical safety and efficacy. 

It has been suggested· in some quarters that there should be clinical trials of existing 
vaccines involving panels of vaccinated and unvaccinated children. Such a proposition 
would not be acceptable, from an ethical point of view, to any regulatory authority or 
vaccine manufacturer, on· the basis that it would expose a panel of unvaccinated 

. children to the dangers inherent in catching a vaccine preventable illness.· Sadly, we 
have seen all too clearly in Dublin this year the very real dangers for unvaccinated 
children in the face of a measles outbreak.· 

Vaccines can only be approved for use after a rigorous benefit/risk assessment by 
independent scientific experts in national regulatory authorities. Even after the vaccine 
is licensed by the Irish Medicines Board, every batch undergoes internal batch release 
testing and it must also be submitted for testing by an independent external body before 
use. 

The safety of all vaccines is closely monitored after they are released on the market. In 
the EU, data on side effects or adverse reactions for all medicines, including vaccines, 
must be collected by the manufacturer and by regulatory authorities. Such data comes 

. from reports of adverse reactions submitted by healthcare professionals and also from 
literature reports of adverse reactions. Doctors, nurses and pharmacists are 
encouraged to report adverse reactions even if they are not sure whether the vaccine 
caused the reaction. 

The information collected is scientifically evaluated and appropriate action is taken 
where necessary by the regulatory authority. Systems have been established to ensure 
that reports of adverse drug reactions are exchanged between regulatory authorities 
worldwide. Therefore, the surveillance of vaccines in Ireland is not only based on 
experiences here and in other EU member states but also on additional data from 
outside the EU. 

Safety of vaccines 

As infectious diseases continue to decline, some people have become less aware of the 
consequences of illnesses like diphtheria and tetanus and more concerned about risks 
associated with vaccines. 

Since vaccination is a common and memorable event, any illness following· 
immunisation may be attributed to the vaccin~ even though scientific evidence to 
support a link between the two may be weak or non-existent. . 

. Although in general, vaccines are extremely safe, no vaccine is completely without 
adverse effects. Minor reactions to vaccinations are common .and expected. Serious 
major reactions are extremely rare. 
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To put in context the safety of vaccines, the risk of complications from vaccine
preventable diseases far outweighs the risk of adverse events following the use of the 
vaccines. Before the introduction of the national immunisation programmes, over 2,000 
children per annum died here of diseases that are now vaccine preventable. That figure 
equates to a mortality rate of 3%. The incidence of severe adverse events following . 
vaccination is closer to 1 in a million rather than 3 in a hundred, so from a public health 
point of view, the benefit risk ratio overwhelmingly supports vaccination. That is not of 
course to deny that proper provision has to be made for the small number of adverse 
events that may occur. 

As measles has been the subject of much media interest lately. its worth taking a closer 
look at the risks facing a child with measles compared with the risk of side effects 
associated with the MMR vaccine. 

Measles MMRvaccine 

• All get rash and fever • 5% get·rash or 5-15 % fever at 7-12 
days lasting 1-2 days. 

• 1 in 20 get ear infections. • 1 in 2000 get ear infections 
diarrhoea 

• 6 in 100 get pneumonia • 1 in 1000 are hospitalised 

• 18 in 100 are hospitalised • 1 in 1000 get convulsions (febrile) 

• 1 in 1000 get encephalitis· • <1 in 1 ~OOO.OOO get encephalopathy I 
• 2 in·1 000 will die from it • Joint symptoms 25% (adult women) 

Our submission sets out equally stark comparisons for other infectious diseases like 
whooping cough. mumps and rubella. 

Health professionals have a responsibility to address parents' fears regarding the safety 
of vaccines by listening to their concerns and by providing them with accurate, 
understandable information about vaccination so they can make an informed decision to 
vaccinate their child. . 

Vaccine manufacturers provide detailed information about their products in .a patient 
information leaflet. which accompanies the vaccine. Included' in the information are lists 
of the contra indications and side effects of each particular vaccine. Examples of such 
patient information leaflets are attached to this presentation. 

The content of the leaflet must be consistent with the Summary of Product Particulars 
and is approved by the Irish Medicines Board as part of the authorisation process for 
the· vaccine. The industry wholeheartedly supports the provision of detailed information 
to parents prior to the vaccination of their child .. 
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However. health professionals can only inform patients once the parents have 
presented their child at the surgery. The current problem of low uptake is a result of 
parents deciding not even to consult their doctors about vaccination. Such decisions 
are made on the basis of incomplete information, often not from medically qualified 
sources. A successful public health policy demands imaginative approaches to get 
parents to enter a dialogue with health professionals in the first instance .. 

The balance of risk and benefit is overwhelmingly favourable for all the common 
childhood vaccinesused in Ireland and it is IPHA's view that having heard all the facts, 
parents will conclude that vaccination provides clear benefits for their children. . 

. . 

The Alleged Link between MMR and diseases like Crohn'S dis.ease and autism 

Much has been written in the media about the supposed link between the MMR vaccine 
and diseases like Crohn's disease and autism. The weight of evidence is strongly 
against such a link . 

. The Wakefield et al study postulated a link between MMR, bowel disease and autism 
based on a study of 12 patients. While this study is often mentioned, other studies in 
this area are not. Taylor et al in the Lancet in 1999 studied 498 cases of. autism 
spectrum disorders diagnosed since 1979 and found no association with MMR and no 
increase following the introduction of MMR in 1988. A 1998 Swedish study (Gillberg 
and Heijbel, Autism 1998) found no association between MMR and autism and no 
change in the prevalence of autism in children born in Sweden after the introduction of 
MMR. 

Three studies, two in the Lancet in 1997 and one in the British Medical Journal in 1998, 
demonstrated no association with measles vaccine. 

The Committee on the Safety of Medicines in the UK examined records of 92 children 
with autism and 15 with Crohn's and again found no link. 

The National Disease Surveillance Centre expressed the view in a statement on April 
11th this year that: . .. . 

"It would be a disaster if children were to die of vaccine - preventable 
disease over this unSUbstantiated vaccine scare. We join in one voice 
with the Department of Health, the Irish Medicines Board and the Royal 
Col/ege of Physicians to refute the allegations made about the link 
between the MMR vaccine and the development of autism" 

For parents who find themselves in the tragic pOSition of having a child with autism, 
there are many real issues to be tackled such as the nature of the disorder, the support 
services available for their children and so on. Every effort must be made to address 
these issues in a meaningful way in the appropriate forum. However, we believe it is 
important that they do not become embroiled in the discussions on· the safety of 
vaccines. 
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How childhood vaccinations are delivered in Ireland 

It is necessary to have approximately 95% of children immunised if a society is to be 
able to protect them against the spread of disease. It is a matter of considerable 
concern that vaccination rates in some parts of Ireland fall significantly below this level.· 

The recent measles outbreak has shown the dangers inherent in allowing uptake rates 
to fall. In the first six months of 2000 1,221 cases of measles were notified as against 
just 73 in the same period in 1999. Several children became seriously ill requiring 
hospitalisation and tragically, two died. 

Vaccination awareness campaigns have been run in 2000 by the IPHA in co-operation 
with the Health Promotion Unit in the Department of Health and Children and by the 
Office for Health Gain. Unfortunately, despite these campaigns uptake levels remain 
worryingly low. 

Recommendations to improve the system and in particular to achieve higher 
uptake rates 

The aim of the recommendations set out in IPHA's submission is primarily to raise 
uptake rates and to reduce the number of vaccine preventable deaths, but also to 
improve the management, efficiency and controls in the administration of paediatric 
vaccines in Ireland. 

Our key recommendations are: 

(i) The provision of training and information to health profeSSionals to help them 
address parental concerns about vaccination. This year's IPHA information 
campaign and the recent meningitis vaccination campaign offer useful 
experience from which to draw, in developing, such training and information. 

(ii) That time is taken by healthcare professionals to listen to and reassure 
parents. 

(Hi) A more" co-ordinated and in-depth approach to health promotion initiatives in 
the area of vaccination. . . 

(iv) The facilitation. of parents in arranging· to have their children vaccinated, 
perhaps by arranging evening or weekend clinics or paid time off work to take 
a .child for vaccination. . 

(v) The commisSioning of regular qualitative and quantative market research. 
Such research could address issues such as: 

» why parents fail to get their children vaccinated 
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~ levels of knowledge of various awareness initiatives 
~ people's principal sources of information both generally and specifically 

on medical matters 

Targeted vaccination initiatives could then be prepared which could help to 
raise uptake levels and thus provide better protection for our children against 
various vaccine preventable diseases. . 

(vi) The establishment of a Central Vaccines Planning/Control Unit within the 
Department of Health and Children with overall responsibility for vaccines 
policy, promotion, procurement and delivery. 

(vii) Improved dialogue between the pharmaceutical industry and vaccine policy 
makers. 

(viii) Improved information flows regarding vaccination, . in particular a major 
overhaul of the computerised childhood immunisation data bases managed by 
the health boards. 

(ix) The investigation of the possible revision of ··GP payment schedules for 
immunisation. . 

(x) Improvements· to the tendering system·for vaccines with a view to facilitating. 
the better operation Of the supply chain. There are a number of issues in this 
regard which are addressed in IPHA's submission and we would draw the 
Committee's attention to these. 

The development of childhood vaccines is one of the great success stories of modern 
medicine. As a result the opportunity exists to rid our children of the threat of many 

. debilitating and in some cases potentially life threatening diseases. 

Resulting from the deliberations of the Joint Committee, IPHA hopes that improvements 
such as those outlined above can be implemented, that parents can be reassured and 
children protected. 
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NDSC Submission on Vaccination to 

Oireachtas Joint Committee on-Health & Children 

-- -18th January 2001 

Mr. Chairman, -members of the committee. Thank you for giving me this 

opportunity to address your committee today. 

I'm Or· Oarina O'Flanagan, Oirectorof the National Disease Surveillance. 

~ -

centre. lam a specialist in Public Health Medicine and an epidemiologist, with -
~l'F 

15 years experience in the area of vaccination and -. the epidemiology of 

. _ infectious diseases. lam also a member of the Immunisation Advisory 
\ -

Committee of the Royal College of Physicians in Ireland. 

- - -

The NOSC -was' set up in November 1998 by the health boards with the 

approval of the Minister f9r Health and Children to undertake surveillance of 

infectious disease in Ireland. Since July 2000, all -notifications of infectious 

diseases, including vaccine preventable diseases are reported to NOSC~ 

NOSC also collects quarterly information on uptake of vaccines in the 

childhood programme. 

In this brief oral submission, I would like to focus on 3 areas, but refer you to 

the written submission particularly where the risk to benefit ratio~ for each 

vaccine in the current childhood schedule are outlined: 
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The three areas I would like to focus on are: . 

1. The importance of vaccine preventable diseases in Ireland today 

2. The methods required to assess cause and· effect in relation to events . . 

associated with vaceines . 

3." Current uptake of vaccines and proposals. for improvement in this 

regard 

I'll first talk to .you about meningococcal disease: Ireland has one of the. 
. . . 

. highest rates of Meningococcal disease in the developed world. Our rate. is 

more thal'l 10 times the rate of this disease il1 Europe and the US. Young 
. . 

babies and children are most often affected, and in 2000 the disease daimed 
. , . , 

26 lives as well as. affecting 500· young people. A new immunisation 

programme· against group C meningococCal disease, which accounts for 
'. - . . . 

.. approXimately one thi,.dof cases; has recently been introduced. While it is to 
early to make formal comments on the impact of the programme, already the 

initial dedi ne in the number of GroupC cases is encouraging. This vaccine· 

. promises to make a real difference to the lives of our children. 

Another disease that has been in the news recently has been measles. Many 
.' '. . 

countries . with high vaccine coverage· have· practically eliminated· measles, ... 

with most cases introduced from outside the country. The frequency and size 
. . . -. . 

·.of epidemics has reduced in Ireland since the· introduction of the vaccine in 

1985 but we have a long Way to go to achieve the reduction observed in other . 

developed" countries such as the US, UK arid Scandinavian countries .. 
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In 20.00 Ireland with a population of 3.6 milliQn had almost 1600 cases of 

measles notified while the United States. with a population of 250 million had 

I~ss than 100 cases notified. This was due to a major outbreak in the Dublin 

area. More than 100 children were admitted to hospital, and there were: 2 

deaths. It is important to realize that ifl line with intemation~1 figures 2 deaths 

occur for. every 1000 children notified, and. of those over 50% of measles 

deaths will occur in previously healthy children .. This outbreak occurred 

because the uptake of MMR vaccine was less than the 95% target required to . 

control this highly infectious disease. 

. " . 

Measles is a good example to use to show that vaccination protects not only 

the individual child but also the community. When enough peoPle. are 

vaccinated, there is less disease in the community as a whole and it is harder 

for infection to spread in the community from one susceptible 'person to 

another susceptible person. . The unvaccinated are thus protected by the. 
'. " . 

vaccinated. The level of vaccine uptake required to create this effect depends 

on the infectiousness of the disease in question and is greatest for measles 

(described as the most infectious disease known to man). 

There are some children who cannot be vaccinated such as those with cancer 

or leukaemia. Diseases such as measles can be especially dangerous for 
.',' '. . . ' . ", 

. . 

these children, as their. immune systems cannot fight invading organisms .. 

Thesedlildren depend on others around them being vaccinated.' In order to 

create a 'herd' or community immunity to measles infection, at least 95% of . 

children need to receive 2 doses of MMR vacCine. 
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Some parents think that if other children' are vaccinated, their, unvaccinated 

children will be protected. The reality is that unless vaccine uptake is high 

~nough to prevent transmission, periodic outbreaks or epidemics will continue 

to occur, although at less frequentintervals and of a smaller scale than before 
, . '., 

, ' 

the introduction of vaccines. Unprotected children will then be exposed to 

infectious diseases at a later age than usual and may be at increased risk of 

adverse 'events 'that often accompanies infection in the older age groups. 

Having spoken about the importance of vaccine preventable diseases in 

Ireland, I would like to address the issue of how possible associations 
, ' 

, " 

between vaccines and adverse events are examined. 

Studying possible short and long-term adverseeffeds of vaceination is not " 

straightforward. In an individual, occurrence of an event closely 'related in 

time to receiving the vaccine may suggest cause and effect. This can be 
, ' 

misleading. For' example, many people who have a heart attack are on 

medication for angina befO(e ,it happens, but this doesn't necessarily 'mean 

that taking medication for angina causes heart attacks. They' are temporally 

associated with each other, but not causally r:elated. 

.' . . . . 
, , 

Association~ can lea'd to the development of hypotheses, or theories as to the 
'. . . 

causes of diseases. Specific studies then need to be 'designed to assess 
" ' 

whether associations between a vaccine and an outcome are causaL Such 

studies require collection in an unbiased way. For the event to be causally 
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related to the vacCine, there should be consistency in .the findings no matter 

where the study is carried out. Many different types of evidence, such as 

epidemiological studies,. virological labOratory findings should all point in the 
. . .' . . . 

same direction; With regard to the hypothesis relating' to MMR vaccine and 
. . .' . . ' 

. . 

autism, these types of studies have been carried out, and in this instance, 

they' have shown no causal relationship between MMR vaccine and autism. 

. . 

Finally, chairman, and members, there is little benefit in having an ideal policy 

based on sound scientific evidence if we' cannot deliver the programme. This 

brings .me on to vaccine uptake and proposals for improving the system. 

. Vaccine uptake is reported as the. proportion of children who have cornpleted 

. primary immunisation at 2 years of age. Most of the vaccines in current use in 

. Ireland don't reach the uptake required to prevent outbreaks of infection. The 

national uptake for MMR is 80.6%, and tor Hib is 86.1 %. (refer to pack). When 

these figures are compared with figures for children in Northern Ireland, the 

differences are stark. The uptake rate tot MMR is 91 % and for Hib is 96.5%. 

. . . . .' 

.. The level of vaCCine uptake· in Ireland allows for continued transmission of 

childhood infectious diseases, with intermittent epidemics. We are not 

surprised that outbreaks have occurred; and will continue to occur, unless we 

can improve uptake. 



. Vaccinesare one of the greatest achievements of biomedical science and· 

public health. Despite remarkable progress, several challenges face the Irish 

vaccine delivery system. 
.. . 

• The infrastructure of the system· must· be. capable of successfully 
. .. 

implemehting·an inaeasingly complex vaccination schedule: 

• .. Information technology to support timely vaccinations . must. be 

harnessed more effectively. 

• T~ achieve the full potential of vaccines, we need to work with parents 

.. to understand their. concerns, . to identify the· barriers to' immunisation, 
, . . . 

and to effectively promote vaccination as a means of mobilizing the· .. 

body'S natural defenses,. and to. be better. prepared to seek 

vaccinations for our children. 

• Health promotion materials should outline the benefits and risks of all 

vaccines to enable· parents make an informed choice. Health· . 

professionals must be aware of the latest· developments· and . 

recommendations and be able to respond scientifically to the latest 

vaccine scares. 

• . Regional immunisation co-ordinators would· assist· in the 
. . . , 

implementation of new vaccines, changes to the· schedul~,. and 
. . " '. . . .' '. 

. . :.," '-

cascade . information to all health professionals wOrking in the field ·of • 

. ·immunisation. 

Methods to improve surveillance of vaccine adverse events should· be 

supported. Consideration shOUld· be given ,to a· no fault compensation . 

scheme where children suffer. one Of the recognized rare adverse eVents from 

the state sponsored vaccination scheme. 
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Decisions about vClccine safety should be based on good science. Good 

science requires constant vigilance and the application .. of sound 
. . ". . . 

. -' . 

methodological . techniques. No child .should be denied· the benefits. Of 

immunisation unless there is a scientifically demonstrated reason to. so do. 
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Summary of Presentation by the Irish Medical Organisation to the Oireachtas 

Joint Committee on Health and Children 

Date 191h January 2001. 

Presented by 

Dr JamesReilly, General Practitioner 

Dr Declan Bedford, Specialist in Public Health Medicine 

Introduction 

I.' The Irish Medical Organisation (IMO) represents over 5.000 doctors in Ireland and is the 

largest medical organisation irithe country. 

2. The IMO is strongly in favour of the childhood immunisation programme: 

3. The IMO considers that all the vaccines in use in the childhood immuniSation' programme 

'. are very safe and very effective. 

4. TheIMO considers that the benefits ~f vaccination are such that it is wrong to deny 

children the benefits of vaccination. 

Safety and Effectiveness 

1. Vaccination is one of the most effective and safest of all health interventions. 

2. High levels of vaccination have dramatically reduced the morbidity and mortality 

associated with many diseases. 

3. Hib vaccination is an example of a disease prevalent in Ireland in the 1980s and now 

virtually eliminated as a result of the introduction of the Hib vaccine. 

4. The importance of vaccination is clearly demonstrated in the recent outbreak of measles 

in Ireland. Low uptake rates have resulted in massive morbidity and 2 children dying. No 

change in living standards from 1999 to 2000 is apparent and none responsible for the 

. cases. Low vacCination rates are responsible. 

5, Th~ recent controversy regarding MMR vaccination. inflammatory bowel disease and 

autism has resulted in unnecessary alarm amongst parents and unnecessary suffering in 

children who have not been vaccinated as a result of the controversy. There is no link 

between these diseases and the MMR vaccine .. 



6. All the vaccines used in the national immunisation programme are very safe. 

Requirements of Vaccination Programmes 

1. An effective, structured and evidenced based delivery system. 

2. Proper funding 

a.. At health board level 

b. For General Practice 

3. Information systems 

4. Call and recall systems 

5. Education of parents and professionals 

6. No fault compensation 
. .. 

Barriers to achieving high uptake rates in the present vaccination programme. 

1. Inadequate identification of those to be vaccinated 

.2. Inadequate call and recall systems 

3. Inadequate computerisation at all levels 

4 .. Inadequate support at health board level 

5. Inability of the system to track children when they move house 

6. Inadequate infrastructural support at GP level 

7. Inadequate remuneration 

.• The present system has failed. 

• The end result oflow rates is illness and death in children. 
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Requirements at General Practice level 

1. Patient identification 

a. Cannot achieve target uptake if do not know who to vaccinate 

b. Cannot invite parents to bring in children if they are not known 

2. Doctor'S time 

3. Nurse's time 

4. SeCretarial time 

5. Computerisation 

6.' Call and recall systems 

7. Continuing Education 

8. Appropriate Remuneration 

Immediate steps required to improve rates 

Identify target population 

Fund administration 

Proper information to health professionals and parents 

Long-term solutions 

Registration of all children 

Funding 

Computerisation 

Continuing education. . 

Compensation 

Conclusion 

The Irish Medical Organisation believes that the real issue to be addressed is how to ensure that 

there is an effective and equitable delivery system in place to ensure that no child is deprived of 

the chance to avail of the full benefits of vaccination. The present system has failed. A properly 

supported and resourced prognuiune in primary care can achieve 95% uptake ,rates. Only when 

this. is in place will children be protected from these serious and deadly diseases. 
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Submission by 'the Irish Medical Organisation to the Joint Committee on 

Health and.Children on the subject of Vaccination· of Children 

introduction 
. ".. . . 

. " . 
- -- . 

The Irish Medical Organisation (IMO), which represents 5,000 doctors in Ireland, is strongly in 
. . 

favour of the childhood immunisation programme. The _ IMO c~nsiders that all the vaccines in 

use in the childhood immunisation programme are very safe and very effective. 

Safet}: aDd Effectiveness 

Vaccination is one of the most effective and safest of all health interventions. Vaccines are also _ 

probably the most efficacious andcost-effecti~e medical interventionsl
• 2.-

It . is extremely important that the national targets for the childhood immunisations, of 
J 

uptake rates, are achieved. High levels of vaccination have .dramatically reduced the' mo'rOI~ill§l 

and mortality associated with .many diseases. Table 1 demonstrates the reduction in the 

of cases and deaths from diseases since the introduction of vaccmation3 
. 

. Table 1: Reduction in mortality and disease incidence after introduction of immunisation 

Disease 

Diphtheria 
TetarlUs 
Pertussis 
Haemophilus 
influenzae 
meningitis 
Measles 
Tuberculo~is 

-Congenital rubella 
syndrome 

Last year before immunisation 

Year 

1939 
1960 
1956 
1991 

Deaths 

2,133 
2 

92 
.22 

196799 
195210,590 

·1971 

No ofcases 

47,061 

92,410 
417 

460407 
48,093 

162 

After immunisation. 

Year 

1996 
1996 
1996 
1996 

1996 
1996 . 
.1996 

Deaths 

0 
0 
2 
0 

o 
420 

8 
2,387. 

38 

5,613 
5,859 

21 

. . ,".. "'.' 

The decrease in the incid.ence of these diseases is a-result of vaccination. Claims are made that 
" . '. 

the reduction is due to improvements in the standard of living.· hnproved housing, sanitation and, . 

nutrition has made the population healthier but are not responsible for the reduction in these-
. " '. '. . 

\ 

diSeases. Hib vaccmation is an example of a disease prevalent in Ireland in the 1980s and now . 



virtually eliminated as a result of the' introduction of the Hib. vaccme to the childhood 
, . , 

, vaccination programme. There has reen no marked change in sanitation from the 1980s to the 

1990s. The d~crease in the disease and the resultant morbidity and mortality is due to vaccination 

alone. 

The effectiveness of vaccination is clearly demonstrated iD the recent outbreak of measles in 

Ireland. Low uptake rates have resulted in massive morbidity and unwanted mortality .. No . 

change in living standards from 1999 to 2000 is apparent and none responsible fo~the cases. 

Low vaccination rates are responsible. 

The recent controversy regarding MMR vaccinatio~ inflammatory bowel disease and autistn 
has resulted in unnecessary alarm amongst parents and unnecessary suffering in children who 

have not been vaccinated as a result of the controversy. Dr Wakefield and his co authors 

in the Lancet4 reported on a case series of children with enterocolitis who had · ..... Y'\I"\rt .. 

regression of neurodevelopmental skills. Only 12 patients were in the study and it onu,,,, .. ,,' 

retrospective parental reporting of developmental" delay. The :investigators suggested that. 
.' . . 

was a relationship between receipt, of MMR vaccine and intIammatory bowel disease. 

hypothesised that inflammatory bowel disease prevents absorption of essential vitamins 

nutrients' resulting in developmentaIdisorders such as autism. However, in at least 4 of the. '. 
, , 

cases onset' Qf' symptoms appeared before ,the onset of symptoms of inflammatory 

Numerous methodological faults are present in this study_ 

,It is important to note . that the authors of the paper stated "We did not prove an ass:oCj'am 

between MMR vaccine and the syndrome described.". 

In March 1998 the Chief Medical Officer of Health in the UKissued the following statement: 

"'Based on the views of the experts and on previous material that I have studied I have concluded 

that there is no link between MMRvaccine or MMR immunisation and either Crohn's disease or . . , . . 

autism. 

I strongly advise parents to continue to have their children immunised with MMRvticcine as ' 
. '. . , 

presently recommended andl am writing to all hea(th professionals with that advice. " 

'Several other papers support the view that there is no association between MMR vaccination and 

autism or Chron's disease .5.6,7; There is no evidence of a link between the MMR vaccine and 

autism or Chron's disease. 

All the vaccines used in the national immunisation programme are very safe. 

2 
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Delivery of the Vaccination Programme 

The question that needs to be addressed in Ireland is not so much the safety of the vaccines but 

how to ensure that there is an effective and equitable deliver; system in pla.ce to ensure that no 

child is deprived of the chance to avail of the full benefits of vaccination. The vaccination rates, 

.. as published by the Department of Health and Children, indicate that many children are not being .. 

. vaccinated. This is particularly so in respect of the Measles Mumps Rubella (MMR) vaccination. 

The end result of these low. uptake rates is an outbreak of measles with over 1500 cases in 
'.' . . . . 

Ireland this year (2000) and at least. 2· deaths. Measles is· a preventable disease. MMR vaccine . 

. prevents measles. . 

What is needed is. an effective, structured and efficient delivery system.· A system that is . 

resourced. and supported properly. The present system has failed to deliver the required 

rates. General Practitioners(GPs) who deliver have not been supported adequately. Amongst . 

barriers to high immunisation rates in Ireland are inadequate computerised call arid 
. . 

. facilities and lack of remuneration8
. Health Boards are contractually obliged to invite pm'en1ts· 

- '. . ., . 

attend their GP for vaCcination. This do~ not happen in all cases. Health Boards 
, ," . . . . .' 

contractually obliged to inform GPs of children due to attend them for vaccination. This does 

. happen iD ~l cases. Part of the present system is a bonus payment for GPs on reaching an . 

of 95% in their targe~ population. GPs are n~t notified of their target population and therefore . 

able to qualify for the bonus payment. This bonus paYment was deliberately included in 

scheme as an incentive to GPs to undertake the necessary work and follow-up necessary to 
, . .'. . 

a target of 95%. It is essential that GPs are given concrete information on their 

populations. This must include information on children that move from area to area and 
. .. . ~ .. ~~~ 

practice to practice. Until such time as the system is supported and resourced appropriately the' 

uptake rates shall be short of their target. The result. will be more outbreaks and more suffering 

for children and their parents. 

In the. USA following' an outbreak of measles in 1989-1991, a blueprint for change was 

developed to improve immunization coverage by addreSSing deficienci~s in the immunization . 

. delivery sYstem9. Key barriers identified included lack of financing of vaccination and the lack 

of implementation of evidence-based interventions to raise coverage levels. Appropriate finance, 

recall systems and information systems to monitor monitoring disease, vaccination coverage, and 

performance on immunization delivery were recommended. A fu.rther recommendation was that 

there be support for cmnmunities and familIes to ensure that the public is aware of the 

importance of vaccination. 
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Compensation 

It is important to accept that vaccines are not 100%·safe. However, the·benefits hugely outweigh 

the risks. Table 2 outlines the risks from diseases and from ta'1e vaccines. A c}1jldis far more 
" '. • < • ,,' 

likely to suffer from a vaCcine preventable disease than from a vaccine. . " . .. 
. . 

Table 2: Risk froni Disease and risk from Vaccmes 

·jDisease Risks IIvaCCine risks I 
Measles 
Pneumonia: 1 in 20 
Encephalitis: 1 in 2,000 
Death: 1 in 3,000 

.IMMR· 
Mnmps IEncephalitis or severe allergic 
Encephalitis:l in 30Q reaction: 

1 in .1,000,000 
Rubella 
Congenital Rubella Syndrome: 1 in 4 
(if woman becomes infected 
early in pregnancy) 

Diphtheria . DTP 
Continuous crying, then full Death: 1. in 20 
ecOvery: 1 in 100 .. 

Tetanus Convulsions or shock, then full 
Death: 3 in 100 recovery: linl,750 

Pertussis Acute encephalopathy: 0-10 .. 5 in 
Pneumonia: 1 in 8 . 
Encephalitis: 1 in 20 

1,000,000 

Death: 1 in 200 Death: None proven 

The benefits of vaccmation are such that it is wrong to deny children the benefits of vaccination. 

The IMO fully supports the ·national childhood immunisation programme; However, for the 

small number of children who suffer from adverse effects of vaccination a compensation scheme 

is required. A compensation scheme that is fair;equitable and accessible without parents baving ... 

to fight for years through tortuous legal processes. A no fault system is required. 
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Summary 

The Irish MediCal Organisation fully·supports the national childhood·immunisation programme. 
. . '. . . 

The Irish Medical Organisation·is of the opirllon thatthe·vaccines are very safe :n,d that there is 

. no clear evidence of a link between the MMR. vaccine and either autism or Chron' s disease. 

The Irish Medical Organisation believes that the real issue to be addressed is how to eilsure that 

there is an effective and equitable delivery system in place to ensure that no child is deprived of 

the chance to ~tVail of the full benefits of vaccination. The present system has failed. A properly 

supported and resourcedprogramme in prirriary care can achieve 95% uptake rates. 

The Irish Medical Organisation believes that there isa requirement for a suitable "no fault" 
. . . 

compensation scheme for the small number of children who. suffer fr9m adverse effects. 

5 
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Oral Presentation on behalf of the 
Irish College of General Practitioners 

The I.C.G.P. is an academic body which represents 95% of all general practitioners in . 

Ireland. Its aim is to encourage and maintain the highest possible standards in general 

practice and patient care. Dr. Rita Doyle will highlight some of the areas in our . 

written submission and I will concentrate on three other areas as outlined in our 

sumniary of today: 

No. 1 . The Legitimate'MedicalEvidence 

CDC which is the centre for disease control in Atlanta, is one of the largest 

organisations in the world dedicated to preventing disease, disability and death. In 

our written.submission I have enclosed a series 'of articles from the CDC which you 
, " 

should have there include facts about autism and in particular questions and answers 

in relation to MMR vaccine, autism, inflammatory bowel disease etc. 

Very many questions that are of concern to people are alluded to in this document. I 

will refer in particular to the definitions of what autism is, how common it is and what . 

is the prevalence. Dr. Wakefield's study is looked at in some detail and there is a 

very coherent discussion-about it. Questions concerning the report from the state of 

California which suggest that autism is increasing are discussed, this shows that the 

number of cases of autism reported have increased but the popUlation of California 

has also increased, Another major area of concern is that of separating theMMR 

Vaccine in the individual components in other words giving children 3 separate 

injections .. Again this shows that there is no scientific evidence whatever to suggest 

that this is beneficial; in fact there is suggestive ~vidence that if this was done and the .' 

rubella vaccine was delayed four million children would be susceptible to rubella for 

up to 12 further months. This could greatly increase the incidence of pregnant women 

contacting rubella and producing children affected with congenital rubella syndrome. , 



No. 2' Other Information concerning Vaccination 

Dr. Vera Scheibner is one of the le3ding components of anti-vaccination information. 

A detailed critique of her work is presented by Dr. Basser from Australia and certain 

points .will be highlighted from this in my presentation. 

No.3 A personal perspective 

I will allude briefly to the scare some years' ago of the original 3 in 1 (diptheria, 
. . 

tetanus and whooping cough). I wiII speak from a view of a family doctor with first 

time experience of the problems that arose at the time. 

. . 

I would close by urging the committee to consider ·all the evidence objectively and to 

issue recommendations in accordance with this. which I firmly· believe to be 

overwhelmingly in favour of vaccination being both safe and effective. 



.. 

-
The Royal College of Physicians of Ireland 

6 Kildare Street, Dublin 2 

. . Telephone: 01 - 6616677 . 
. FaX: 01 - 676 3989 

IMMUNISATION ADVISORY COMMITTEE 

. SUBMISSION TO THE OIREACHTASJOINT 

COMMITTEE ON HEALTH & CHILDREN 

Prof. Brian Keogb 

. Dr. Karina Butler 

Dr. KevinConnolly 

. 18th January 2001 

. . 



vVhat are the aims of vaccination? 

There are three aims of all immunisation programmes 

I. To protect the individual. 

2. To produce herd immunity. Ifa sufficient number of children are immunis~d 
the virus or bacteria cannot spread.·. Therefore those who are unprotected will not 
be exposed to infection, as will those who cannot get vaccines - i.e. leukaemia 
patients. 

3. To eradicate the disease - this has happened with smallpox and is likely to 
. happen with polio in a few years. 

How effective are vaccines? 

Vaccine efficacy is a measure of the level of protection against a disease in children who 
have been vaccinated. Vaccine efficacy of some vaccines used in Ireland is shown 
b~~ .. 

Vaccine Efficacy 

Measles 90-95% 

Pertussis ·80-90% 

Polio 95% 

Hib 95% 

For some diseases such as pertussis, if a vaccinated child gets the disease it is likely to be 
milder. 

Ho.wdo we decide which vaccines to give, and when to give them? 

Vaccines are only licensed when the Irish. ·Medicines Board (1MB) experts are satisfied 
that they are both effective and safe. Information about the incidence and health impact 
of vaccine preventable diseases is gathered by the National Disease Surveillance Centre, 
the Department of Health and Children etc. The National Immunisation Advisory 

.. Committee of the Royal College of Physicians of Ireland, then make recommendatiqns to 
the policy makers about the target population, the number of vaccine doses; need and 
timing of boosters, etc. 

1 Immunismion Advisory Committee . 



Do we know which infants should notbe glven vacdnes? 

There are very few reasons for not vaccinating infants - see below .. 

Contraindications to Immunisation 

Very serious reaction to a previous dose. 
Live vaccines - Cancer, immune deficiencies. 
Progressive brain disease. 

Most children who shoUld not get vaccines are under the care of a Paediatrician. 

Do Vaccines have side effects? 

All vaccines are safe and effective, but none is 100% safe and none is 100% effective; 
Thus some children will get unwanted reactions. The common side effects are usually 
mild or moderate, and have no lasting sequelae. Such side effects include slight fever, 
irritability, and local soreness and red.Oess. Rarely, serious side effects occur with . .. 

permanent sequelae. The risks of such side effects is very small, and the table below 
compares the rate of serious complications of diseases with those of the vaccines. 

Disease Vaccine I 
Measles -Pneumonia 1:25 Nil 

Convulsion 1:200 1:1000 
Meningitis 1 :500 <1 : 1,000,000 
Death 1:1,000 Nil 

Pertussis -Pneumonia 1 :10 Nil 
Convulsion 1:70 1:4,000 
Meningitis 1:500 Nil 
Death 1:500 Nil 
Sore spot Nil 1:10 
"Limp" episode Nil 1:7,000 

W.~at should happen if a child has a serious side-effect to a vaccine? 

Serious· side. effects are rare, and usually have no permanent sequelae. . They all should 
be reported to the I.M.B. Permanent damage from a vaccine is very rare - e.g. for 
pertussis vaccine the risk is less "than 1 in 10 million. In the very rare event of permanent 
damage from a vaccine, consideration should be given toa no- fault compensation 
scheme. ."" 
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Does the MMR Vaccine cause autism? 

Recently an hypothesis was generated by a group in London postulating a link between 
MMR and autism allied to a bowel disorder ("autistic enterocolitis")' This matter was 
discussed in detail.by The Immunisation Advisory Committee of The Royal College of 
Physi~ans in Ireland. We met with the two senior authors of the paper published in The . 
Lancet, and reviewed the emerging data published from their hospital and from other . 
centres. 

Various other independent committees and groups, such as.The U.K. Medicines Control 
Agency, The American Association ofPediatrics, and The Centre for Disease Control in the . 
U.S.A. have also considered the evidence. All have consistently cOncluded that there is no . 
evidence to support an association. . . . 

A pre-publication copy of an article by Andrew Wakefield soon to be published was 
reviewed by the U.K.'s Joint Committee on Vaccination and Immunity and by the 
Committee on Safety of Medicines. They concluded that the paper provides no new data 
re1ating to the· safety ofMMR., and also that the vaccine is safer than giving the three 
components separately. .. 

Should the three components ofMMR be civea separately? 

. Combination vaccines (DTP, MMR, etc.) have been proven to be both safe and effective. It 
is easier on the infant or child to receive one rather.than three or more injections. Giving 
multi-component vaccines means that children get protected earlier, and so are wlnerable to 
these diseases for a shorter period· of time. 

. . . 

There is little evidence to support giving the measles, mumps and rubella components 
separately, and the safety and efficacy of this approach has never been tested. Wakefield 
has S9ggested separating each injection of the single vaccines by one year. This would· 
mean that ihe full vaccine course would not be completed until 6 years of age, leaving such 
children wlnerable for an unacceptably long time. 

We can learn from Japan's recent experience. Their only licensed MMR vaccine was 
removed in 1992 because of concerns over the mumps component. Thus they had to use 

. single component vaccines. From 1992-97 there were 79 measles-related deaths in Japan. 
The Japanese authorities are very actively attempting to develop and licence an MMR 
vaccine at present and have stated that such a vaccine is desirable. 



How do the lVledia affect vaccine uptake? 

Adverse media publicity in the form of vaccine scares has had a huge effect on vaccine 
uptake rates. In the 1970's scares about the pertussis vaccine were followed by an 
outbreak of whooping cough which resulted.in 11 deaths in Ireland. More recently, 
adverse publicity about the MMR Vaccine may have contributed to the recent outbreak of 
measles in Ireland. . 

Material & expertise should be readily available to media personnel in order to provide 
balanced accurate and iDfonned comment on all aspects of vaccination. A rapid response 
team established by the National Immunisation Advisory Committee is available which 
can, in an informed way, deal at short notice with matters relating to diseases and 
vaccines. 

--

"\ 
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Professor Denis Gill, 
Professor of Paediatrics, R.e.S.I., 

The Children's Hospital. 

KEY POINTS; VACCINATION. 

• Vaccines do work. Measles, diphtheria, polio etc. will not disappear from 
society because of improved nutrition, sanitation and immunity. 

• The bacteria and viruses have not gone away. The diseases they cause have 
not changed. The description of rabies 2000 years ago are the same as today. 

• If children are not immunised, preventable diseases -measles, rubella etc. will 
spread rapidly through populations. 

• We don't immunise against varicella in Ireland - most children pick it up. 
• There is no conspiracy amongst doctors, academies of paediatrics, WHO, 

UNICEF to deliberately harm children. All these bodies have studied the 
available evidence and concluded that vaccines are safe, effective and 
beneficial to children. UNICEF has been to the forefront in advocating 
universal immunization. 

• One of the major problems of prevention is that it is invisible. People have 
forgotten the ravages caused by diphtheria, polio, tuberculosis. These were 
greatly feared illnesses two generations ago. 

• There is no collusion between manufacturers and doctors.The great majority 
of doctors will give or recommend routine immunization of their own children 

IRISH VACCINATION SUCCESS STORIES. 
• Diphtheria eradicated since 1950's .. 
• Virtually no polio since 1960's. 
• Disappearance ofhaemophilus meningitis + epiglottitis since introduction of 

HiB vaccine in eady 1990's. 
• Great reduction in pertussis. 
• Great reduction in measles. 
• BCG vaccination responsible for diminution in TB meningitis, disseminated 

pulmonary TB in children. 400-500 Irish children used die annually from TB 
in 1930's. 

US DATA 
Disease Pre-vaccine Era 1997 %Cbange 
Diphtheria 206939 (1921) 5 -99.99 
Measles 894134 (1941) 135 -99.98 

Mumps 152209 (1968) 612 -99.60 
Pertussis 265269 (1934) 5519 -97.2 
Polio (wild) 21269 (1952) 0 -100.0 
Rubella 57686 (1968) 161 -99.72 
Tetanus 1560 (1948) 43 -97.24 
Invasive HiB 2000 (1948) 165 -99.19 

The immediate themes I would wish to impress upon doctors and the public regarding 
immunization: 
• To raise awareness of disease severity (reporters ~ visit infectious disease 

units or report on the plight of children with preventable illnesses) p 

• To influence parents on the benefits of vaccination 
• • To devise strategies to get the last 20-25% of children to be immunized. No 

shots, no school? Tie child welfare payIIlents to vaccine records? Reward 
successful providers. 



Professor Denis Gill 
Professor of Paediatrics, 

I -

Royal College of Surgeons, 
Children's Hospital, Temple Street, Dublin 1. 

Chairman, Ladies and Gentlemen. 

Thank you for giving me the opportunity to address this Oireachtas 
Committee. 

I do so as an unapologetic proponent and protagonist of immunization, as 
a parent of 5 children, as a paediatrician who believes in prevention and 
as a teacher of medical students. I was born in 1943. As a child I had 
measles, but don't remember. I do remember adults paralysed by polio in 
my childhood particularly Aunty Val who was an aunt of a good friend of 
mine. In my lifetime I have never seen diphtheria in Ireland either as a 
doctor or paediatrician. I have never seen a new case of polio in an Irish 
child. I have seen diphtheria elsewhere. It is an awful suffocating illness. 
Diphtheria was eradicated in the 19?0's by a very successful vaccination 
programme. I have seen one case of tetanus in an Irish child. 

I would like here to praise Professor Irene Hillary who has had a bad 
press of late, for having the courage and vision to get out of her 
microbiological lab where she counted cases of polio, diphtheria, measles 
etc. and so something to prevent them. 

In Ireland 1942, 421 children died from tuberculosis. Thousands were . 
incarcerated in sanatoria for years on end. The BCG oradicatioo ~ 
campaign led by Dorothy Price and others, has seen the virtual 
disappearance of TB as a cause of death or serious illness in children. 
Measles too can be prevented if,we want to. For many children measles 
is a mild measles like mine but ~ all the 50,000 Irish children or 
thereabouts who are born each year tbi't get measles sometime, we could 
predict the following statistics for 2001: 

Deaths 
Encephalitis 
Hospitalised 
Complications 

5 
50 
500 
5000 

1:10,000 children 
1 :1,000 children 
1: 100 children 
1:10 children. 

The problem with prevention is it's inherent invisibility. No one knows 
that their child has been prevented from dying or being disabled by 



measles, polio or whatever. They sure as hell do know if there are minor 
problems with the vaccine and in a modem environment somebody has to 
be responsible for that. 

We had the misfortuna'f@ to witness a measles outbreak in the Children's 
Hospital Temple Street last year. Two children died, two hundred 
children were seen in our hospital, 10 were admitted to ICU. I still see 
around the wards one little girl who is permanently and severely damaged 
by measles. 

Most doctors are parents as well as practitioners. I have immunized some 
of my own children in the past. There is simplyt40 conspiracy among 
doctors to deliberately harm children by immunization. The World 
Health Organisation, UNICEF, American Academy of Paediatrics, Royal 
College of Paediatrics and Child Health, Royal College of Physicians in 
Ireland and a host of other professional bodies have looked carefully at 
the evidence and feel that vaccination is safe and effective. There is a 
very high acceptance of immunization by American society and if they 
are not a litigious lot who is? 

Immunization gets a very bad press here - show headline. Our press 
loves bad news not good news. All we hear about are vaccine scares, 
court rep0l1s, brain damage etc . .The media feast on speculative science, 
disputed dogma and on public concerns. The hypothesis linking MMR to 
autism is inherently flawed and based on very poor scientific evidence. 
There is nothing in the MMR vaccine which can produce such a 
devastating effect on children. The wild viruses, measles, mumps, 
rubella, do not cause autism or inflammatory bowel disease. How can a 
weakened vaccine virus do likewise. The fact that MMR and autism both 
happen in he second year of life is coincidental nor causal. Because one 
event is linked in time to another or because two events are statistically 
associated, usually weakly, does not prove cause and effect. 

"l wish that the Health Promotion Unit, Office for Health Gain and the 
public press, would promote the good news about immunization. 
Immunization has been the single greatest health advance for children in 
the 20th century. . 

If children themselves were given the information and choice, I have no 
doubt they would vote for vaccination. I would not want my dog to have 
whooping cough, never mind my children. 



It is said that you need to be a good historian to be a successful prophet. 
If the public rejects vaccination, the illnesses I spoke of earlier will all 
surely return and kill and make ill children. The following rough 
statistics are worth bearing in mind. When approximately 750/0 of the 
population are immunized, outbreaks occur but not major epidemics 
When 90 to 95% of children are immunized, the condition is effectively 
eliminated from the popUlation and when you get to 1000/0 uptake, you 
can say the condition will be eradicated. It is interesting to note that in 
1890 Punch magazine carried cartoons of people who got smallpox 
vaccine growing cow horns. How wrong they were. Smallpox has been 
eradicated as was predicted by lenner and lefferson almost 200 years 
prior to this achievement. 

Every other month I have a seminar with students where we discuss 
immunization; groups are asked to make the case for and the case against 
immunization. Those making the case against have access to numerous 
websites which vociferously oppose universal vaccination. Each time the 
proponents of immunization win the debate comfortably. 

In conclusion I have had to make judgements in my own life as aparent, 
as a paediatrician and as a teacher regarding immunization. Scientific 
arguments are overwhelmingly in favour. I leave it to my other 
colleagues to present facts, figures and hard data. It pleases me greatly 
that my students don't see diphtheria, polio, tetanus, congenital rubella or 
more than the occasional case of whooping cough. 

I have submitted to you articles from the USA on the safety and efficacy 
of immunization and strategies forettaining successful immunization 
programmes. For the sake of my potential grandchildren, I hope that the 
committee will agree with the medical evidence and not with unproven 
speCUlative comments. 
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Teenager dies weeks 
after meningitis jab 

A YOUNG Dublin 
girl has died from 
meningitis ... just 
weeks after she was 
inoculated against 
the dreaded disease. 

Laura Ryan (15) was 
buried yesterday. She 
succumbed to the killer 
B strain of the virus 
only days previously. 

The healthy teenager bad been 
;r.oculated. along with thousands of 
other students. against t!te C strain 
of the d!sease just beCoreChristmas: 

Drive 
A",*rnationwldedrl"eagalnst 

Meningitis C has been underway tor 
the past several weeks. 

Between SS pem!nt and 90 percent .. 
of srudents in seoond level schools 
have received the vaccine. . 

But the Eastern Health Boatdsaid 

By EUGENE MASTERS ON 
and RUTH O'CALLAGHAN 

t."'lere is nO vaccir.e a\-aHab!e for the 
part:r:ularly se\"ere B s;rain of t!1~ 
virus and \\'arned pp.:'i:nts to b;a \"ig
ilant. 

Everyparant's tlightmare ttl:'ned 
into t'e"~:!ty for pavid and Frances 
Ryan when Lau:a de\'l:tlji">OO t1'\2' clas· 
Sic symptoms ot tha diseas6 last 
week and was rushed to DubHn's 
Beaumont Hospital. 

Hospital 
l.aura. fro", SealrJ:")' i.., Malatitle, 

died within hours 0: baingadml::!!d 
to the ims!>!",! on Tues<ial' nlgnl 

IIcr parents and only sister Flor.a 
. were the chief tnQ\a'ners at l's.ter· 

day's fWleral Mass where scl;ool· 
friends from Mala.iid. Community 
School brok~do':.".s tau,""·, wr.ite 
coffir. left the Cltllri:r. of t!:. Sacred 
Heart 

Among the ~cked co:r.grega~ion 
was 2FM broad!iaster Gerry Ryan, 
who is close:y relat~ t" t.au..""3.'S fa."I\· 
ll~ Laura Is the rll'St !"ll";'''' (0 die 

. this: year from bacterial mer.:n'gitis. 
Q Tutu to Page :2 



Professor Denis Gm, MB, BSc. DCH. FRCPI. FRCPCH 

Professor of Paediatrics 

Co"upon4ellce to: ' 
R, C. S, l Professorial Unit. 

Children's Hospital, 
Temple Street. 

Dublin L 
53 I 8748763/874 175\ ext. 336 

Fax:: 353 1 8748355 

Department of Paediatrics 
Royal College of Surgeons in [rdand 

. 123. SI. Stephen's Green, 
Dublin 2. 

'rei: 353 1 4022100 
E-Mail: gilld@ioLie 

It seems to me 'when looking at the National Immunization Programme a number of 
strategies are required. 

1. 

.., 

.J. 

), 

6. 

7. 

A National co-ordinator with responsibility for setting and achieving targets. 
This could be tvledical Officer in the Department of Health or some other 
person such as Darina O'Flanagan from the National Disease Surveillance 
Centre. At present responsibility for the National Immunization Programme is 
very diffuse with various groups attributing poor uptake etc. to others. 
Better and more consistent information and education of the doctors and 
nurses involved in delivering immunization. There needs to be impro\'ed 
information on benefits pf high vaccination uptake, and the potemia! adverse 
effects and consequences of poor vaccine uptake. It wOl!ld be my oplnion that 
the Health Promotion Unit needs to have a higher public and professional 
protile than it has had in recent times. . 
An annual revie\\' meeting of representati \'es of the interested parties ought to 
be called to look at the schedule, it's delivery and any alterations to it. This 
could involve the Irish College of General Practitioners, the Department of 
Health, the RCPI Vaccination Committee and others deemed to hU\'e an 
input.. 
There needs to be better target setting at local, regional and national levels 
with computer records and recall systems, similar to those prevailing in the 
UK and other countries. 
Consideration should be given to completion of immunization being an entry 
requirement for creches and primary schools. 
A vaccine adverse investigation group which could look promptly, 
professionally and efficiently at alleged adverse events might be helpful. 
I think we ought also seek greater involvement in immunization of nurses in 
whom the public has considerable trust. Practice nurses, public health nurses 
and community nurses have sometimes been sidelined in vaccine delivery in 
recent years. 

Finally, we should look carefully at the success of immunization programme which 
operates in Finland, a country of similar size and geography to our o\\'n, 

I enclose an American article for your consideration and the from page of a recent 
authoritative commentary. 
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The gut-brain axis in 
childhood developmental 

disorders 

viruses and vaccines 

Or Andrew J. Wakefield MS.SS FRCS 

Introduction . 
· Terms of reference 

• Subset of Children on the autistic spectrum 

• Scientific data . 

• Not anti-vaccine 

.• Not based upon assumptions 

• Not isolated opinion 

• Comientional medicine 

Clinical history 

- normal earty devel~pment . 

- developmental regression to 
autism· MMR 

- onset of neurological and 
gastrointestinal symptoms 

-recurrent infections 

t 



MMR vaccination in the. 
presence of: 

Cl Strong family history of autoimmune 
disease 

• In~in~n . 

• Recent or current antibiotic use 

• Atopic disease 

• Concurrent administration of other 
. vaccines 

A temporal association is 
nothing more than that in 
the absence of supportive 

evidence of causation 

Key Feature 

Developmental regression in 
previously normal children 
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The clinical history 

"My child has intestinal problems; 
I believe they are related to his 
autism" 

Assumption 1. 

• "Your child is autistic; they are bound 
to have bowel problems" 

• "Don't tell me about bowel symptoms, 
I trained at Harvard" 

How frequent are bowel-related 
symptom$ in autistic children? 

• .SignificantSJmptoms in 46'1(, v& 10'lI0 (p<O.OOO1) 

t.fftImet R and Schneidsr C JPGN 2000 

• 379 MD chiIcIren compared will 44 sibting controls 

• Significant symptoms in 84 .. v& 31" (p<O.OOO1) 

Hotvlllh et III JPGN 2000 
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Subdinical GI disease and 
. proxy measures of intestinal 

pathology 

• Permeability - increased even in autistic 
children with no bowel symptoms 

- D'Eufemis et. Acta paediatrica 1996;85:1076-9 

• Not a diagnostic end-point 

• Is there organic intestinal pathologym children 
with these symptoms? 

Clinical features 

• Pain 

• alternating bowel hal]it 

• soifang 
. • loss of continence . 

• fastidious eating habit 

• reflux. 

• "ight-time waking 

Bowel symptoms 

-Insidious 

- masked by behavioural problems 

.. 
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Do these symptoms reflect 
underlying pathology? 

Were the parents right? 

s 



Comparative histopathology 
severity of disease 

The colonic lesion 

Autistic enterocolitis 
Mucosal immune reaction 

Class 11 
antigen 
expression 
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The small intestinal lesion . 
. . Nonnal Autism 

7 



I a»+lympllocytes 1ft autistic cldidNII 

I Systemic I • 
,immunity' · 
infections '-,\ . .. 

\ . 
~ ". . -• T tt2 skfJwed 
.~< . '-· "!::: I"~ 

• RaiSed IgG1 a. --._-
• .. ,. 

-lowlgG4&2 -
• Culaneous anergy (Merieux multitest) 

• Raised coo+eDS+CD28"CD45RA+ 

• C04" and COS" DR4+cDJ8+ 

Conclusion: parents were right 

, Key features 

- Developmental regression 

D lI~nic LNH - consistent with viral cause 

.. Entero-colitis - consistent With viral cause 

.. Immunodeficiency - consistent with viral cause 

• Consistent with ... 

1 



Questions 

1. Is. measles virus present? 

• VII'81 protein and genetic material 

2. Where. is it located? 

• Consistent with the pathology 

3. How much is there? 

• Anticipate low level infection 

Questions 

2. Can it be sequenced? 

3. Can results be confirmed by different 
technologies? . 

4. Does the presence of measles virus 
distinguish autistic children from controls? 

5. Can results be confirmed in independent 
laboratories? 

Measles virus protein· 

1 



Methods· 

• Immunohistochemistry 

- PoIycIonal 

- Monoclonal (WHO:....a. a..120.'.QsI, 11263) 

• Immunogold etectronmk20scopy 

• Flow cytometry 

• Serology 

2 



.. .Questions & Answers 

1. Is measles virus present? 

• Viral protein and genetic material ., 

2. Where is it located? 

• Consistent with the pathology ., 

3. How much is 1here? 

• Anticipate low level infection ., 

.. Questions and Answers 

2. Can it be sequenc:ed? ., 

3. Can results be confirmed by different 
technologies? ., 

4. Does presence of measles virus distinguish 
autistic children from controls . ., 

5. Can results be confirmed in independent 
. laboratories? ., . 

Assumption 3: "this work has not 
been scientifically reviewed" 

[J British Society of Gastroenterology Gut 19988 

[JAmerican Gastroenterological Assn. 1998 
Gastroenterol. 19988 . 

. [J PathologiCal Society of Great Britain and Ireland 
. Jan. J PaIhoI. 2000a 

[JU.s.- Canadian Academy of Pathology March. Lab. 
Invest. 2000a . 

[JAmerican Gastroenterological Assn. May 2001 
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The "gut-brain axis" 

Environmental insult in 
genetically susceptible child 

Gut infection 
& 

damage 

Impaired metabolism 
. and inCreased . 

bsorption of gut-derived 
chemicals 

Conclusions· 

Summary 

Direct influences on 
brain growlh & behaviour 

. • Immune-mediated inflammatory 
bowel disease - consistent with 
viral cause 

• Presence of measles virus 
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Assumption 2 

• "Coincidence
D 

• ·Symptoms of autism are first 
noticed in the second year of 
life when MMR is given" 

Onset of behavioural changes in children receiving 
booster vaccination 

I Patients 1-11 I 

.. ---....... 
. --

"If autism is a consequence of 
vaccination it should have 
been a consequence of 

natural infection" 

Offit P; in an interview with Metanie 
. Howard, Baby Talk Magazine 
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Historical data 

Autism & ear1y viral exposures 
• In utero & perinatal exposures to 

measles, mumps, rubella & chickenpox 
associated with autism . . 

• Concurrent exposure associated with 
greater risk & more profound autism 

.~« AfIIcMIIIon 

• Birth cohort effect with measles and 
rubeila epidemiCS 

Autism - aetiology 

• Ear1y viral exposures 

-measleS linked to both disintegrative 
disorder (Hetler's disease) and autism 

• Vaccines 

- Regressive autism - MMR rather than 
monovalent comPonent vaccines -

-Synergistic pathogenesis ? 

Acute encephalopathy followed by 
pennanent brain injury or death 
associated with further attenuated 
measles vaccine 

WeiIIeI R.E.1"IIedlII1I1c& 1998;101:3113-387 

040 children (83%) underwent 
devetopmental regression 



WhyMMR? 

Were there any clues? 

Multiple concurrent viral 
. exposures and 

polyvalent vaccines 

MMR 

Interference 

Does 1+1+1=3? 

Viral interference 
• The interaction of measles with another 

virus may be a risk factor for IBo 

'NaIIafirIIId AJ et Ill. J MId Wnlt 1~ 
1Iafttgoo1lll, Met III GaoIII08'-.I 191!19;116:196.a)3 

• PrecedentS for: measles and herpes zoster 
hepatitis B & C . 
hepatitis B & Delta . 
HIV and helpeS viruses 

HIV and hepatitis C 

MMR vaccine. 

1 



Polyvalent vaccines & viral interference 

" "Tq be confident that a particular vaccine had no 
effect on another vaccine given simultaneousty. 
comparative studies should be perfonnecr. 

- BeIshe R (St. Louis) FOe Reports 1995;pp11 

• "Too large •• & •. unnecessary" 
- HaIsey N (John's Hopkins & MP) 

" Halsey conceded that, "'If there is a biologic8l 
reason to suspect that there may be interference 
or blunting or blocking. then comparative studies 
should be done" 

Combined live measles mumps 
rubella virus vaccines 

Suynak Ea JAMA 1969;207:2259-2262. 

• Purpose 

-least quantity of virus required to 
induce effective immunity . =~.:~:-'-11 

Interference 

• Buynak et a\ (Merck) 1969 
- Dose & strain dependent interference 

between component viruses of MMR 

• Minekawa et al197 4 
- "Buynak et aI reported that the choice of a 

particular strain and the level of its 
attenuation had consicIerable effects upon 
serological and clinical responses, 
although these authors c:fld not investigate 
~ factors in detaJ: . 
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Mr. Chairman and members ofthe committee, 

The purpOse of this testimony is to· report the scientific results in a series. of 
children with a condition termed "autistic enterocolitis·. By ·itsnature, this 
submission is technical, but I will be happy to explain any technical questions that 
arise. during the course of my submission. 

Autistic enterocolitis is a recently described . condition· of children with 
regressive type autism, in which there is lymphoid hyperplasia of the terminal 
ileum and a low grade chronic inflammatory in111trate in the colon. The precise 
pathological description is: ileo-colonic Iymphonodular hyperplasia and non
specific enterocolitis.· 

The condition has been described in The·American Joumal of Gastroenterology, 
Sept 2000. 

Figure 1: Lymphoid hyperplastic lesion identified in a small 
bOwel biopsy·from a· child with "autistic enterocolitis". Left 

. panel histopathological appearance; right panel endoscopic 
appearance . 
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At the outset, I wish to state that children must be vaccinated and nothing 
in this testimony should be considered as anti-vaccine. 

Vaccination strategies have proven to be an outstanding public health measure 
and provides protection for ourchUdren. . 

Indeed vaccination strategies support our constitution which enshrines equality 
for all of our children lcitizens . 

. The scientific studies were undertaken following an approach made· to my 
laboratory by Dr. Andrew Wakefield (who has submitted independent testimony). 
Dr. Wakefield is a Reader at The University of London; 

The studies repreSent a trans-national, multi-disciplinary research programme 
aimed at elucidating the causes and pathogenesis of inflammatory· bowel 
diseases, a sub-set of which is this novel form of inflammatory bowel disease in 
the setting of co-existent developmental disorder of childhood. . 

The findings detailed in this statement, have recently been presented at the world 
renowned Cold Spring Harbor laboratories, NY, USA at a specially convened 
meeting of world experts in the field of autism and autism research. Our 
description of measles virus identification in this sub-set of children was not 
challenged. The data from this meeting are to· be published in a special 
supplement of Molecular Psychiatry published by Nature group publishers. 

Biopsy material for this study was provided by Or. Wakefield and presented to my .. 
laboratory using -blinded protocols". Unique accession numbers were assigned 
to each case to maintain patient and diagnostic anonymity. Senior scientists and 
technicians have carried out the research work. at two dedicated state of the art· 
molecular biology sites here in Dublin. 

In addition, independent confirmation was also sought at a laboratory in the 
United States, using similar technologies as applied here. . . 

Dr. Wakefield initially posed three questions to our group in . relation to autistic 
enterocolitis having firstly· carried out detailed tests in order to establish the 
pathogenesis of bowel changes in these children: 

• Was measles virus present in gut biopsies of affected children? 
• VVhere was measles virus located in gut biopsies of affected children? 
• How much virus was present in gut biopsies of affected children? 
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In addition, the following questions were added : 
Could measles virus genomes be sequenced from gut biopsies from 
children with autistic enterocolitis? - and -
Could different molecular technologies be employed to detect measles 
virus genomesin affected children? . 

Before commencement of the project a standard operating pr()cedure (SOP) was 
written in relation to handling of samples, extraction of nucleic acid and 
performance of molecular virology screening assays. This is available upon 
request to any interested party. 

The assays used in this study were: 
• . In-situ hybridisation (with and without tyramide signal amplification [TSA». 
• RT In-cell PCR 

Solution phase PCR 
• TaqMan quantitative PCR 

DNA sequencing 

Specific regions of the measles RNA genome were selected as detection targets. 
These included the Haemagluttinin, Nucelocapsid and Fusion (H, N and F) 
regions of the measles genome. 

Strict anti-contamination procedures were adopted throughout the study to 
prevent false positive results being generated. These included separate and 
isolated facilities for nuCleic acid extraction, peR amplification, in-situ 
hybridisation and DNA sequencing. 

Our laboratories have over 13 years experience in the area of viral gene 
detection and have a substantial body of peer reviewed publications in journals 
such as Nature, Nature Medicine, The Lancet: Annals of Oncology etc. In 
addition, our group has hosted major international workshops in the area of low 
copy gene detection in clinical samples and has established an international 
reputation in PCR technology, in-ceIlPCR and PCR robotics. 

TECHNOLOGIES: 

In-situ hybridisation: 

This technique allows localisation and visualisation of genetic sequences (DNA 
and RNA) in cells and tissue sections. The in-situ hybridisation assays used in 
this study, employed cloned cDNA (copy· DNA) fragments of the H, Nand F 
region 9f the measles genome. Cloned fragments were labelled with biotin and 
for digoxigenin using standard nick translation technology. Hybridisation· of probe 
to the target sequence iF) cells and tissues was carried out using conventional 
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chemistries, Detection of the' formed hybrid was achieved using standard 
immunocytochemical techniques. In all cases tyramide signal amplification 
(TSA) was applied to increase detection sensitivity, 

One-step immunocytochemical detection has a sensitivity of 50 genome copies 
per cell; three step immunocytochemical detection has a sensitivity of 10 - 15 
copies per cell: However, TSA achieves single copy viral gene detection in cells 
and tissue sections. 

In-situ hybridisation assays were performed on serial sections of gut biopsies 
from affected children. Hybridisation efficiency was assessed using a conserved 
human repeat sequence alu (i.e. present in every cell). Negative control probes 
included Human Papilloma virus types 16 and 18 and Human Herpes Virus 8. 

Immunocytochemical and detection controls were included in all assays. 

Optimisation experiments were carried out using measles virus infected Vero 
cells and brain biopsy material from patients affected with sub-acute sclerosing 
pan-encephalitis (SSPE), which is caused by measles virus. 

In-cell peR: 

This technique allows the investigator to amplify (make copies of) DNA and RNA 
in cells and tissue sections with a detection sensitivity of one viral or mammalian 
genome copy per cell. In addition, problems with DNA and RNA contamination 
are not encountered using this. method, because only DNA/RNA present in tissue 
sections (i.e. either inside or outside cells) win be amplified and localised. 

In these cases, measles virus RNA was amplified using RT in-cell peR (reverse 
transcriptase in-cell PCR). This technology employs a polymerase chain reaction 
(PCR) step (in order to make copies of the RNA molecule) and a 'hybridisation 
step using a labelled probe to detect the newly formed amplicon (gene copies). 

Optimisation experiments were carried out using measles virus infected Vem 
cells and brain biopsy material from patients affected with sub-acute sClerosing 
pan-encephalitis (SSPE), which is caused by measles virus. 

, 

Four to six serial 'sections of gut biopsies from affected children were examined 
for the presence of measles virus, while including appropriate controls, i.e. 

• omisSion of reverse transcriptase enzyme 
• . using irrelevant primers ' 
• immunocytochemical and detection controls 

'. DNase and RNase digestion '. 

I 
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Solution phase peR: 

In select cases where frozen biopsy material was available, solution phase peR 
using primers to H, N, and F regions of the measles virus genome was 
performed. (Figure 2). 

Optimisation experiments were carried out using measles virus infected Vero 
cells and brain biopsy material from patients affected with sub-acute sclerosing 
pan-encephalitis (SSPE). which is caused by measles virus. 

The detection sensitivity of single round peR is 15 viral copy RNA equivalents 
(cRNA) in 105 RNA sequences.· . . 

Figure 2: Solution phase peR of F,N and H genes of measles "irus. 

Taq Man ·quantitative PCR: 

This technique allows automated quantitative peR analysis of RNA and DNA 
gene sequences~ My laboratory has been involved with this tecbnology for 
approximately 5-6 years and has performed much of the ground breaking work 
in this area. TaqMan peR utilises two primers (as in conventional solution· phase 
peR), but in addition uses a probe labelled at one end with a fluorescent reporter 
molecule and at the other end by a fluorescent quencher molecule. These 
molecules are chosen so that the reporter emits fluorescence at the specific 
wavelength that the quencher will absorb fluorescent light. No fluorescence can 
be detected when the probe is intact due to the proximity of the reporter molecule 
to the quencher, The probe is designed so .it will bind to the target sequence 
between the two· primers. . 
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. It is also important to note that TaqMan PCR utilises a· characteristic of the 
enzymeTaq polymerase, namely its S' nuclease activity. 

If the target sequence of interest is present, then both primers anneal (stick) to 
. the ends'of the target sequence. At the same time hybridisation (sticking) of the 

TaqMan probe ,occurs. During the extension phase of PCR. the TaqMan probe is 
displaced and cleaved (broken) with release of the reporter molecule into solution 
awayf'rom· the quencher sequence. For each new copy of the gene that is made, . 
one. reporter molecule is released which can be monitored in a specifically 
designed sequence detector; 7700 sequence detector (Applied Biosystems). 

The assay is .entirely sequence specific and does not yield false positive results. 
In addition, it is a closed tube assay, which minimises potential contamination 
events. 

To quantitate measles virus RNA, we use cloned cRNA sequences at known 
cOpy dilutions. These are created using T3 and 17 cloning' technology and 
provide the most accurate method for assessing RNA' copy numbers in clinical 
samples. .. . 

. To exclude RNA PCR inhibition, we include an RNA inhibition assay, which 
accurately quantitatesany RNA peR inhibitors present in a sample. . 

The detection sensitivity of TaqMan peR is 1 viral copy RNA equivalent (cRNA) 
in '106 RNA sequences, making this technology approximately 100-1,000 times 
mO(e sensitive that conventional peR. In addition, signal will only be achieved if 
the target gene of interest is present in the clinical sample. 

DNA sequencing: 

Sequence confirmation of measles virus genomes was carried out using the ABI 
Prism 310 capillary sequencer (Applied Biosystems). BigOye terminator 
chemistry and cycle sequencing was employed to· validate derived sequences. 
Positive and negative· strand sequencing was performed with· subsequent 
alignment of genetic sequences using BLAST search software. 

. .' . . . 
,.. . 

In addition, to positive and negative strand sequencing, TC-sequencing is 
currently being carried out on selected samples to delineate the precise strain of 
measles virus present in the sample. 
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RESULTS:· 

I Biopsy results 

UsingRT in-cell PCR and in-situ hybridisation with TSA, we were able to identify 
measles virus genomes in follicle centres of lymphoid aggregates of gut biopsies 
from children with autistic enterocolitis. The signals obtained (see Figures 3,4,5) 
appear to be extra cellular and fibrillary in nature. localisation of measles virus 
genomes was confirmed on serial sections from the same patient. In each 
biopsy, 1-3 loci of amplification were identified; indicating low measles virus copy 
number. The results must be taken in the context of formalin fixation, which, by 
its nature degrades RNA molecules in cells and tissue sections. Positive control 
material (ie SSPE brain tissue) was positive (see Figure 6). 

The fibrillary pattern seen by in-cell PCR is similar to immunocytochemical 
results obtained for measles virus N-protein immunocytochemistry (see Or 
Wakefield's testimony). 

Figure 3: Measles virus RNA in a small bowel biopsy 
from a child with autistic enterocolitis 
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Figure 4: Measles virus RNA in a small bowel biopsy 
from a child with autistic enterocoUtis (different case 
from figure.3 above) 

Fig,:,re 5: Negative control (irrelevant primers) 
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Figure 6: Positive control material, SSPE .brain showing 
measles virus RNA in this brain section 
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Measles virus genomes were identifiable by standard solution phase PCR using 
fresh frozen gut biopsies from children with autistic enterocolitis. 

Using TaqMan PCR, we have been able to quantify· the measles virus copy 
number per 1,000 mucosal cells using 'gene dosage correction formulations', 
The copy number of measles virus in gut biopsies from children with autistic 
enterocoliti$ is low, at approximately 30 - 50 measles virusgenomes per 2,000 
mucasalceUs (including gut epithelial, Iy'mphoidand dendritic cells. 

11 Patient results 

Ileal lymphoid tissues from 77 affected -children were examined (median age 6 
yrs; range 3-14; 65 male). Of the n affected children, 73 had received MMR, 
three monovalent measles vaccine, but details were not available for one. 
Sixteen had received a booster measles containing. vaccine, None had suffered 
documented measles.disease. 

Developmentally normal paediatric controls (N = 44; median age 10 yrs; range 0-
16; 31 male) included: 17children.with normal ileal biopsies, six children with 
ileal LNH investigated for abdominal pain, and 21 children who had undergone 
appendicectomy for abdominal pain including appendicitis. Thirteen of the 23 . 
normal and lymphoid hyperplasia controls had received MMR, one had received 
monovalent measles vaccine, but details were not available for one. Ten children 
had received a measles..containing booster vaccine and one had suffered 
measles disease .. Eight children served as MV-unexposed controls. All appendix 
tissues were from children born at least 5 years after the introduction of MMR . 
vaccination, although vaccination records were not available .. 

MV-positive control material included two cases of SSPE 'and MV infected Vero 
cells, Negative control material included BC-1 and BC-3 cells (positive for human 
herpes virus 8), and SiHa cells (positive for human papillomavirus 16), uninfected 
Vero cells, and human tissues including cervix and myocardium. 
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. Overall, 73 of 77 (95%) affected children contained MVgenomes in ileal 
lymphoid tissue compared With 5 of 44 (11.4%) controls. Relative Odds for 
the presence of MV genome in affected children compared with controls was 
284.70(CI45.47-2414.35; p<0.000001) 

- TaqAfan RT PCR analysis 
For samples analysed by TaqMan RT PCR, 62 of 68 (91 %) affected children 
were positive for MV compared with four of 39 (10.3%) controls. MV copy 
number in. positive biopsies was low, at 30 to 50 cRNA equivalents per 2000 
biopsy cells. MV quantitation was suCcessfully performed in archival formalin., 
fixed paraffin-embeddect ileal biopsies from affected children. Of the paediatric 
controls MV was. not detected in 10 children with isolated ileal LNH,and 
histologically normal ileal tissue from a further six children. Of appendix 
lymphoid tissues from 26 children born Post-1992, 4 harboured MV genome. 

- Solution Phase RT- peR and Southern blot analysis . 
Using standard solution phase RT-PCR on crye-preserved ileal biopsy material 
from six affected children, SSPE brain and MV infected Vero cells, specific MV 
amplicons could be detected for the F and H-gene in five of six, and six of six 
children respectively. AJI four children were positive forMV F and H-geneS byRT 
TaqMan PCR. Amplicon specificity was confirmed by Southern blot analysis for 
these four affected children,using F and H-gene Specific probes. 

-In cell RT-PCR analysis 
Of the 34 biopsies from affected children that were examined, six could not be 
interpreted due to degradation or loss of the section during processing. Of the 
remaining 28 tissues, 25 (89%) were positive for MV; N, F and H-gene amplicons 
could be detected in serial sections of ileal biopsies. Of the control group, one of 
five (20%) children with histologically normal small and large bowel mucosa had 
detectable MV Nand H-genomes, present in a distribution that was. identical to 
that seen in biopsies from affected children. MV amplicon localised to reactive 
follicle centres, and was associated with cells .possessing dendritic processes. 
(see Figures 3 & 4 above), and some Iymphocytes. MVamplicon was identified 
in similar areas, and had similar characteristics to the signal for MV N-protein 
obtained by immunohistoChemistry (see Or Wakefield's testimony). No MV signal 
was seen in serial control sections where primers were omitted. Biopsies from 22 
children were examined by a combination of RT in cell PCR (MV Nand/or H
gene), and TaqMan RT PCR. All were positive for MVand 16 of 22 were positive 
by both techniques. . 
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Confirmation of the presence of measles virus genomes was achieved using 
positive and negative strand sequencing of cDNA measles amplicons 
(see Figure 7). 

Figure 7: Positive and negative strandsequencing of measles 
virus F region inan affected child. 
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JOINT COMMITIEE ON HEALTH AND CHILDREN 

Chairman: I wish to welcome everybody and I 
thank you for taking the time to appear before 
the Committee. To deal with the issue in hand, 

, in July this year' the committee agreed to 
consider the issue of child vaccination and to 
include an examination of the current 
vaccination policy, practices, poor take-up rates, 
and public concerns about the risks and adverse 
effects of vaccination. Written submissions were 
invited from the general public, the medical 
profession, health boards and others. To date, 

, we have received in excess of 80 submissions. 
The committee also agreed to invite selected 
correspondents to address it, in person. At 
today's meeting we will hear the views of a 
number of parents. 
In the interests of those present, I would advise 

Members that as a Committee we are having a ' 
series of public hearings based on the 
submissions we have received. We thought that 
it would be in the interests of, and courteous to, 
those who made submissions to us that the 
greatest possible number of those people would 
be given an opportunity to present their cases 
orally. When the hearings have been 
completed, we will review the position with 
regard to who else should be invited. This 
process is to give you an opportunity to present 
your case first of all, and Members of the 
Committee will thus be better informed about the 
issues of concern to you and to other 
representative groups. 
Our hearings, therefore, are not the end of the 

line. We will reassess our position and ,you can 
be assured that we will have the widest possible 
audience before the Committee to ensure that 
we leave no stone unturned in examining this 
issue. It is important to stress this before 
starting the hearings because the last thing I 
want this Committee and the groups to be 
involved in is megaphone diplomacy. We will 
approach this hearing with an open mind, 
address sensitively the issues you will outline to 
us and do everything possible to com plete as 
thorough an examination as we can. ' 

We will be calling on each group before us to 
make an opening presentation of approximately 
ten minutes, after which the sitting will be , 

, opened to members for a question and answer, 
session. We would ask for your co-operation in 
limiting your contributions to ten minutes 
because another meeting has been scheduled 
for this room at 11.45 a.m. Memoors should be 
as brief and concise as possible in posing their 
questions. ' 
,I would like to introduce those who are making 

presentations today. Representing a group of 
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parents' who are also nurses, we have Ms 
Frances Howlin and Ms Marguerite Ronayne. 
Apologies for absence have been received from 
Ms Cathy Synnott. Representing the Hope 
project we have Ms Caroline McCabe and Ms 
Miriam Twomey. Representing the allergy 
induced autism we have Ms Cecilia Young and 
Ms Rosemary McCarthy. Representing the 
concerned parents group we have Mr. Shane 
Russell and Ms Lorna McCarthy. Finally, 
representing the informed immunisation network 
we have Mr. Colm McCaffrey and Mr. Stephen 
Halliday. 
Before the meeting commences I would remind 

you that Members of the Committee are covered 
by privilege. Unfortunately, others appearing 
before Committee do not enjoy the same 
privilege. I call on Ms Frances Howlin to make 
the opening presentation. 

Ms Howlin: Firstly, as a group of concerned 
parents and health care professionals we would. 
like to express our appreciation for being 
afforded this opportunity to present our views 
and concerns in relation to vaccination. As this 
oral submission is but a brief synopsis of our 
written submission, I would like to refer the 
Committee to the written submission for further 
information whic~ it may require. We will deal 
with various issues which we have dealt with in 
the written submiSSion, the first of which is 
vacCinatiori safety. One of the main areas of 
concern to us, as parents, has been vaccination 
safety. The majority of health care professionals 
maintain that vaccines are safe and adverse 
effects are rare. However, critics of vaccination 
would disagree and question such assurances 
on the following basis .. .I have copies of this oral 
submission if it would be of any help. Mr. 
Hamilton requested 25 copies and they are 
there. It might make it easier for Members to 
follow. ' 

Chairman: While we are distributing those, I 
would remind you that we have received 

. apologises from Deputies Gay Mitchell, Cecilia 
Keaveney and Liz McManus who are unable to 
be with us this morning. 

Ms Howlin: On vaccination safety, as I said 
critics of vaccinations would disagree with and 
question such assurances ,on the following basis 
- first, the validity and reliability of the research 
conducted. I' point out to the Committee that 
funding fOr the majority of the research 
conducted to date on vaccinations has been 
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conducted by large pharmaceutical companies 
which are the manufacturers of the vaccines. 
The time frames of the studies carried out are 
also in· question in that they tend to examine for 
a two week period only. However, one study did 
look at the MMR for a three week period. 

. Obviously, only short term complications can be 
examined. . One could not look for long-term 
complications within such a time frame. 

Also, such stUdies have failed to use 
unvaccinated control groups in the sense that if 
you are carrying out research, for example, in 
order to accurately examine a situation, you 
should really have a control group of 
unvaccinated children and compare them with a 
study group of vaccinated children to accurately 
isolate the side effects of the vaccines. To date, 
this has not happened. 

A further concern for us as parents has been 
the link between vaccination and sudden infant 
death syndrome which has come from Dr. Viera 

, Scheibner's research. I am well aware of 
research on the other side as well where there 
has been increased incidence of sudden infant 
death syndrome in unvaccinated children. This 
research, which was discussed by Professor 
Matthews in The Irish Times recently, found that 
these children, who were not vaccinated and 
who had a higher incidence of sudden infant· 
death syndrome, were from lower socio
economic groups where there were other 
mitigating variables, such as smoking. There is 
a higher incidence of sudden infant death 
syndrome in such groups. 
I would like to draw the committee's attention to 

the high· incidence of sudden infant death 
syndrome in the USA where vaccinations are 
mandatory versus the low incidence of sudden 
infant death syndrome in Japan whElre children 
were not vaCCinated until after the age of two: 
Since Japan reduced the age of vaccination to 
the three months, incidence of sudden infant 
death syndrome has started to rise. 

Dr. Andrew Wakefleld's research links the 
MMR with inflammatory bowel disease and 

. atypical autism. He has been funded for a 
further three ~rs to do further independently 
funded research. Hopefully, he will present his 
findings in three years time. Dr. Coulter also 
linked the OPT with neurologically damaged 
children. He believes that encephalitis caused 
by the OPT vaccination can lead to minimal brain 
damage, learning disorders and autism. He 
estimated that in the United States, mental and 
nervous system disorders have increased by as 
much as 80 per cent since the introduction of 

. vaccinations. . 
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As regards possible adverse affects on the 
immune system, there seems to be a lot of 
concern among the critics of vaccinations as to 
what happens the immune system when you 
inject an infant up to the age of 15 months with 
22 separate antigens. There has, for example, 
been a rise in autoimmune disease and in 
rheumatoid arthritis. There has been an 
increase in asthma in many countries. For 
example, in the United States, they estimate it 
has increased by as much as 65 per cent. 
There is the risk of recurrent infections in 
children and in generalised chest infections. 
Their susceptibility to infections of a bacterial 
and viral nature post-immunisation is increased. 
Vaccines also contain chemicals and toxins of 

the micro-organisms themselves. I am sure the 
Committee is well aware of the SV40 virus scare 
- the monkey virus that was around in the 1950s 
which has, thankfully, been sorted out. More 
recently, there has been the possible 
contamination with new variant CJD. 

Chemicals, such as aluminium, mercury and 
formaldehyde, are added to vaccines. One 
could argue there are no safe . level of. these 
substances when they are being injected into 
infants or adults. 
Use of the live polio vaccine has been the main 

cause of polio in the last 15 to 20 years. In fact, 
there have been no cases of wild polio· in that 
period. other countries use injectable polio and. 
they do not have the same risks as use of live 
polio. . 

There has obviously been a problem as well 
establishing a causal link between the vaccine . 
itself and complications that arise following its 
administration simply because many of the 
committees that have been set up to· examine . 
the complications from vaccines have very strict 
protocols and it can be very diffICUlt for parents 
to fit into that protocol and, therefore, have the 

. side effects of the vaccine recognised as an 
actual vaccine reaction. . 
Vaccination is not as effective as it is purported 

to be. Vaccination has not always been found to 
prevent the disease for which it has been 
administered. For example, in the US in 1985, 
80 per cent of those who had been vaccinated 
against measles contracted measles. In fact, 
recent outbreaks have occurred in 100 per cent .. 
vaccinated populations. A similar situation can 
be found ·for other diseases, namely diphtheria, 
pertussis and TB. 
Vaccination can also lead to the occurrence of 

the disease in atypical ag~groups. We saw this 
with the measles epidemic where it was 
occurring in infants of less than one year, which 
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is most unusual. The problem with that, 
particularly when it occurs in adolescents who 
would not normally cOntract measles, is that they 
are at higher risk of developing complications 
such as pneumonia and liver complications. Le. 
an increased risk of 20 per cent. 

We could also argue as a group that 
susceptibility to infectious diseases is perhaps 
multi-factorial and not solely dependent on 
vaccination status. For example; you or I could 
enter a room with somebody with the 'flu but not 
all of us would develop it - likewise with any of 
the infectious diseases. One has to stand back 
from that situation and ask what is the difference 
between you and I. Are our immune systems 
different or what are the other factors involved? 

VaCCination cannot always eliminate the 
disease. Critics would argue that many of these 
diseases were declining anyway prior to the 
onset of vaccination such as polio, diphtheria, 
measles, tetanus and pertussis. In fact, bubonic 
plague disappeared itself without any vaccination 
programme. Furthermore, decreases in the 
reported incidence of infectious diseases may 
not be representative of a relationship between 
vaccination and the disease itself. It has been 
argued by the critics that there may be 
underreporting of disease in the sense that if the 
medical profession feels we have achieved an 
80 per cent to 90 per cent immunisation rate, 
they are possibly less likely to look at a child 
presenting with symptoms of pertussis as having 
pertussis because that child has been 
immunised. Diseases have been reclassified, 
such as. polio and small pox. This can cause 
problems as well in terms of statistics and the 
analysiS of pre-vaccination programmes with 
post vaccination programmes. 

As regards alternatives to vaccination, 
homeopathy has been used widely in the past to 
treat· epidemics. It can also be used post 
vaccine fotreat vaccine reactions. In terms of 
health promotion practice in which the 
Government is involved, the promotion of things 
that are important to us as parents, such as 
breastfeeding and generalised health education, 
to build up the immune systems of the 
population generally and their nutritional levels· . 
win enable them to fight disease in a better way. 

In conclusion, I would like to draw the 
committee's attention to our recommendations 
which are very important. We feel very strongly 
that independently funded research should be 
undertaken which compares the health status of 
a cOntrolled group of unvaccinated children with . 
a study group of vaccinated children and that it 
should not be just left in the. hands of large 
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pharmaceutical companies. Independently 
funded research is extremely important. We 
would also like access to information that 
presents both sides of the debate. The 
McKenna judgment should apply in this instance 
so that parents feel they are informed and can 
make an informed choice. We would like 
continued support at governmental level for 
freedom of choice in relation to vaccination. As 
a group, we would hate to see what has 
happened in the United States with mandatory 
vaccination, happen in this country. We feel it is 
a parental decision as to whether or not to 
vaccinate. We would like to see a public debate 
where experts from the pro and anti~vaccination 
areas can present and debate their arguments 
so that parents can make an informed choice in 
relation whether to vaccinate. 

Ms Twomey: . Chairman and esteemed 
Members of the Dail and Seanad, thank you for 
providing us with a platform through which we 
can express our findings and recommendations. 
As chairman of the Hope project, I am 
presenting myself as a campaigner and I 
campaign from the heart. I devote a lot of time 
to the research of autism and while I do not 
claim to be a medical expert, I am becoming an 
expert parent of an autistic child. 
As the group devoted to the medical education 

and therapeutic research Of autism, we are today 
representing the latest in medical findings by a 
worthy group of doctors and scientists from 
around the world. Some of them are not too far 
from here. 

Since we were founded in 1996 we have been 
in contact with over 600 families, ·numerous 
professional and concerned parents. There is 
no doubt in our minds that there is a rapidly 
increasing number of autistic children in the 
country, which begs the question, what is 

. causing the increase? . Parents who. are 
presented with the same problems continuously 
hint at a vaccine connection and their normally . 
functioning child suddenly becomes derailed, 
usually before the age of two and generally· 
following a vaccination. The stories are usually 
identical. The child had developed normally until 
then, sometimes displaying a propensity for 
upper respiratory tract infections, colic, hay 
fever, allergies, etc. After vaccination mild, 
moderate or even severe fever, lethargy and 
behavioural changes generally. preceded . the· 
more noticeable long-term effects associated 
with autism. 

The once well functioning child has now 
become alienated from his own family, 
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withdraws from society and refuses to participate 
in normal childhood activities. Families that 
have spoken to us generally relate the same 
history of events. There can also be the onset of 
bowel problems as well as symptoms of a 
dysfunctioning immune system and a series of 
ear infections. Some parents have noticed that 
their children reacted badly to the earlier 
vaccinations, that is, the OPT. and that the 
latterly administered MMR vaccine ruined their 
child's health. 

Parents who suspect that vaccination had a 
role to play in the onset of their child's autism 
find that their claims are falling on deaf ears and 
are told by the medical profession that bad 
reactions to the vaccine are limited to one in 
every 10,000. This is not true. I have personally 
been involved in a population based study in one 
suburb in Cork where the numbers of autistic 
children far exceeds these grossly· falsified 
numbers. The numbers we have come up with 
are one in 394 in this area. There is a 
consensus based among the general population. 
The statistics we have come up with were 33 
children in a population of 13,000. One of them 
was an adult, the rest were under five. 

I cannot emphasise strongly enough the 
necessity of not only acknowledging the vaccine 
connection but of examining the role of its denial 
in the prevention of providing appropriate 
treatment fot the. children who have been 
damaged. The controversy· surrounding 
vaccines and autism should not act as a 
deterrent in the process of providing adequate 
treatment for our autistic children. Instead, it 
should act as an alarm bell, beckoning 
immediate intervention and action provided by 
conscientious. good science. 

After returning from a medical conference in 
Birmingham I am delighted to report that medical 
science is at last making startling new 
~iscoveries on the aetiology of autism. World 
renowned doctors and scientists are examining 
virgin territory and are coming up with startling 
results relating to autism as a medical disease 
linked to vaccines, not a psychological or 
psychiatric disease. as has been treated in the 
past. We are on the brink of diScovering new 
treatments and it· is only through the 

. acknowledgement of the trigger of the disease . 
that we can attempt to provide help and 
solutions for later. therapy and treatment. 
. It must be stressed that these children are 

suffering from a medical condition. That 
in(;judes bowel problems. immune defects and 
ongoing neurological damage. The origins of 
autism may be multi-factorial and they may 
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include genetic susceptibility, which needs to be . 
screened for, and dysfunctioning immunological 
and metabolic systems. Autism is now emerging 
as an auto-immune disease and· many autistic 
children are now being diagnosed with a new 
variant of the bowel disease which manifests in 
the epithelium cells of the gut. My son Ciain is 
one of these children, who suffered not only from 
the cruel disability of autism but goes through 
bouts of painful spasm and suffering by hiS 
bowel condition. I want to work with this 
condition and normalise his life. This will not 
happen if he continues to suffer pain or neglect 
as a result of a vaccine related problem. 

A common symbol for autism is one piece of 
the puzzle. Today's submission are a further 
piece .. As it stands we have no hope of solving 
the mystery in Ireland as long as two trends 
continue. First, vaccinaJion is continuously being 
protected from scrutiny or examination. Second, 
we continue to invest in psychology and 
psychiatry, not in the medical aspects of the 
disease. These children are medically sick. 

This has obVIOUS implications for all of our 
children. First, the refusal to acknowledge this 
connection jeopardises an already painful 
condition. Second, further vaccinations for 
autistic children and boosters for their siblings, to 

. which they are contra-indicated, are detrimental 
to the families involved. The test of any vaccine 
is that it is of benefiting and even normalising 
autistic children. Thankfully, many doctors who 
work successfully with autistic children have 
listened to the parents and cared enough about 
the children and their plight to search endlessly, 
even though this endangers their personal and 
professional lives. 

Researchers are discovering links between 
vaccines and autistiC spectrum disorders. While 
vaccinations have helped eradicate certain 
diseases, they have caused side effects ranging 
from minor· brain damage to more serious. 
disorders and even death. Vaccinations do not 
limit themselves to causing noticeably severe 

. side effects. Problems arise with the child who 
. has suffered from·a mild fever accompanied by 
ev~n drowsiness or lethargy for. a number of 
days. Not every child is a suitable candidate for 
vaccination. Some children suffer from immuno
deficient conditions where the onslaught of live 
viruses confuses an already dysfunctional 
immune system. 
Not every drug is 100 per cent safe for 100 per 

cent of the population. Many drugs include little 
. pamphlets or leaflets adviSing their users of the 

potential contra-indications and adverse affects. 
Why do we· not know about the .. contra-
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indications of vaccines? Vaccines create a 
major insult to those who already may possess 
some form of an immuno-deficiency or who are 
unable to fight viruses successfully. Some 
children, perhaps through genetic predisposition, 
are unable to .handle the insult to their systems 
provided by multiple vaccines. Recent findings 
indicate that autistic children may have a faulty 
mechanism in clearing viruses from their 
system. There. are no long-term scientific 
studies following vaccination. I understand the 
maximum is three weeks. The Finland study, 
which goes a little beyond this, did not use the 
diagnosis of autism connected with the bowel 
disease. 

In • response to the outcry of' parents, 
professionals and educators and concern with 
the increasing number of children with autism, 
the Californian legislature and two Governors of 
different political parties responded by 
mandating the first objective report on the 
increase in autism in California. This has given 
rise to Congressional hearings and. the 
questioning of vaccine involvements. The body 
responds to the vaccine with an immune 
reaction that attacks its own components. 
Sometimes the immune reaction aiso attacks a 
constituent of the body itself. This could be the 
bowel or the brain. It bears a chemical 
resemblance to the constituents of the vaccine .. 
. Virus anti-body levels have been measured in 
autistic children. However, the majority of 
autistic children who have virus antibodies also 
had brain anti-bodies, anti-MBP, Injuryfollowiilg 
vaccination may not be immediate. Disorders 
involving damage to the exquisitely timed 
development of a young Central nervous system 
may come to light weeks, months and even 
years later. Accompanying bowel disorders 
need to be acknowledged and treated.. Parents 
do not invent disorders or their disease. 

New findings need to be openly assessed and 
accepted. Japanese findings in 1993 resulted in 
the withdrawal of all forms of the MMR in favour 
of the monovalent form following reports that the 
adverse reactions were 78 times greater than 
those reported. Japanese. policy changed 
previously MMR vaccine administrations to a . 
monovalent needle vaccination as a result of 
these findings. Withdrawal of the . rota virus 
vaccines followed as. a result of deaths and 
bowel obstructions following immunisation. 

Modern vaccine programmes seem to ignore 
the high potential for mutation of viruses. It was 
established in 1986 that a mixture of non-virulent 
viruses can produce ~ disease by means of 
complementation recombination. According to 
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warnings issued by R.D. Laing in 1984. mass 
immunisation with several live virus vaccines 
might increase the possibility of genetic 
recombination and might result in a new disease. 
We can safely refer to autism here. 
Almost any vaccine can lead to a non-infectious 

inflammatory reaction involving the central 
nervous system. The common denominator 
consists of a vascular condition that is often 
associated with immunisation. 
Proponents of immuno-pathogenesis could 
aCcount for a subset of autism similar to the 
above. One possible reason for· a child's 
immune system being incapable of coping with 
the vaccine might be genetic deficiencies in 
protein manufacture necessary for normal 
immune reaction. Recently researchers "at an 
Edinburgh university are claiming success with 
a new nasal spray vaccine being invented to 
prevent multiple sclerosis. They have realised . 
that the injected vaccines caused problems, that 
they launched an attack and they are attempting 
to agitate the T cells not to set off inappropriate 
reactions. Thereby they are acknowledging 
there have been inappropriate reactions. 

Recent research carried out by the FDA 
suggested less than Satisfactory discoveries of 
the manufacturing standards oftheflu vaccine at 
a location. in Liverpool. To date Reid Warren, 
PHD. Utah State University and Sudhir Gupta, 
MD, immunologist at University of California at 
Ervine Medical School have come up with 
results indicating that 30 per cent to 45 per cent 
of children with autism have significant T cell 
abnormalities. They are not fighting it correctly. 
I will leave the committee to read the rest of my 
recommendations in the submission. I will pass 
on to Caroline. 

Ms Mccabe: Catherine Synnott sends her 
apologies to the Committee. She would have 

. iiked to have been here to day but her son is too 
ill. She has made two submissions which we 
have included in the documentation to you and 
she asked me to make a couple of main points 
for her. Vaccine safety and effectiveness is the 
great unproven hypothesis which no one seems 
to feel must be proved before more and earlier 
vaccines are injected into our population. I feel 
that the onus should be on those producing. 
promoting. profiting from and administering 
vaccines to prove that they do not cause harm 
rather than on parents to have to prove that they 
can and do. Not only have vaccines created 
autism in many children but the vaccine 
controversy I maintain has been instrumental in 
denying these same children the medical help 
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they need once they are autistic. 
Very few doctors seem willing to acknowledge 

the serious disease condition suffered by these 
autistic persons. There are no clinics for autistic 
persons as there are for asthmatics, diabetics, 
cystic fibrosis, AIDS, etc. I have reason. to .. 
believe that the lack of expert medical care for 
autistiC people goes beyond Department 
sluggishness and is based on an attitude of . 
resistance by medical and Department of Health 
authorities to recogniSing autism as more than a 
psychological condition. To recognise autism as 
a medical condition is to beg the question of its 
medical origins. In Ireland there seems to be a 
resistance to admitting the staggering increase 
in the number of ch.ildren succumbing to autism. 
Again an admission of autism epidemic begs an 
uncomfortable question of cause and demands 
positive action to stem the autism epidemic. 
Autism is a particularty cruel disability because 

. it handicaps people in the very areas that make 
life liveable like relationships, communication 
and imagination. It affects all five senses 
skewing sensory and motor massaging in a Way 
that makes existence confusing, frightening and 
even painful. It sets the nervous system on high 
alert and anxiety and the immune system on 
constant overdrive. Autism is a relatively new 
disability. It has been rapidly increasing in the 
developing world. The. increase in the 
occurrence of autism and other autistic spectrum 
disorders is such that it has been termed an 
epidemic in the US. A similar upward trend is 
being seen in Ireland. 

Autism is disastrous for the individual, his or 
her family and for society. The known history of 
autism' parallels the history of vaccination. 
Although there may be a genetic component in 
autism the autism epidemic cannot be explained 
by genetics; . There is no such thing as a genetic 
epidemic. I maintain that we, as a society, are 
dabbling in the area of human sacrifice when we 
decide that it is all right to accept that a minority 
of persons can be sacrificed to suffer serious 
adverse reactions by death or lifelong mental 
and physical disability for the perceived good of 
the health of the majority. 

I am very grateful to the committee for taking 
the time to investigate this situation and hope 
that we can get the necessary medical 
intervention in this country to save all these 
children from a life of pain and frustration. I 
believe that if we' put in place all the medical, 
therapeutic and educational interventions that 
are required Ireland could become a world 
leader in defeating this terrible diseases that is 
devastating our children, families and society. 
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Us Caeilia Young: Ladies and Gentlemen, 
Members of the Oireachtas Joint Committee on 
Health and Children, my name is Cecilia Young 
and I am joined here today by R~semary 
Kessick, chief exeCutive officer of the UK 
registered charity, AlA, Allergy Induced Autism to . 
talk about our experiences in Ireland. 

AlA understands that vaccines have saved 
millions of lives worldwide and fully endorses the 
use of safe, effective vaccines to ensure the . 
continuing health of the world's children. AlA's 

· remit is to support medical research into the 
causes of autism and to disseminate pertinent 
information to parents, carers and professionals. 
Under this remit AlA has held major seminars in 
Ireland bringing doctors and scientists together 
in both Dublin and Cork to speak publicly about 
their research. 

For those parents who may be unfamiliar with 
autism, it is important for us to define and clarify 
the nature of the condition. Autism is an' end 
product, a collection of symptoms, and may be 
arrived at by many routes. Readily accessible 
medical literature established the association 
with autism of a number of metabolic and 
genetic disorders as well as viral, bacterial and 

. parasitic links. Rubella, Mumps and Chicken 
Pox are listed among the associations. 
A number of workers throughout the world are 

researching a potential genetic component. 
Looked at in the light of what is already known 
about the multifactorial nature of autistic 
spectrum disorders it does not come as a 
surprise that Dr. Ed Cook, head of the autism 
unit at the University of Chicago, recently 
estimated, follOwing detailed literature research, . 
that current genetiC research only accounts for at 
best 20 per cent of the autistic population. Given 
these numerous associations it seems unlikely 
that anyone genetiC condition will be discovered 
which will account for the remaining 80 per cent. 

Considering the comparative rarity of these 
disorders already documented as having an 
association with autism it is not surprising that 
worldwide incidence flQures quoted more than 
ten years ago were usually in the region of 
between one to five per 10,000 people. Based 
on a studyby JudithGould, the National Autistic 

· Society in the UK was beginning to publicise the 
incidence of autistic spectrum disorders as 91 in 
10,000 as far back as 1997 where the autistic 
spectrum was taken as autism and Aspergers 
Syndrome. 

Recent audits by independent researchers in 
the UK have found an alarming incidence of. 

· autism, In 1999 in one UK health trust area 
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alone one baby boy in every 69 under the age of 
three was diagnosed· with autism. One west 

. Yorks.hire local education authority was 
supporting fIVe autistic children in 1992. By 1999 
that figure had· risen to 111. These rising 
numbers are being· echoed in Europe and 
throughout the USA. 

AlA is deeply concerned by these figures. It is 
impossible to quantify"the range and terms of 
relative seriousness as each child is disabled 
and many, if not most, will require some degree 
of help for life. AlA is aware that these figures 
are just not available in Ireland and calls for a full 
audit. This should encompass children already 
diagnosed with an autistic spectrum disorder in 
addition to those referred for aggression and 
failure to develop. Figures should be sought 
from both the health and education boards 

. throughout Ireland. The worrying question is: 
can Ireland sustain the financial burden of the 
projected cost should we have the same 
numbers here? 
AlA supports work done on dietary intervention 

and autism and deals on a day to day basis with 
parents and professionals Who have made a 
choice to implement dietary intervention based 
on scientific evidence so far. Work initiated by 
Pankep in the USA and continued by Reichlt in 
Norway" and more recently, Shattock and 
Friedman USA identified that autistic subjects 
are not breaking down casein and gluten in the 
body. The resulting substances are opiate 
peptide compounds. Opiate peptides· derived 
from gluten caesin are traceable in urine and . 
when these substances are eliminated from the 
diet the peptides disappear and discernible 
improvement can be noted in behaviours, ability 
to learn and speed patters. 

A five year study by Niceberg in Norway 
quantified improvement and also regression in 
cases where refraction of the diet occurred. 
AlA's experience is that when dietary 
intervention is implemented great improvement 
in the conditiOn can occur and in general the 
younger the child on implementation the better 
theresult. Many Irish children are being helped 
through dietary intervention. The cost of gluten 
tree and casein free food is great but nothing like 
the cost of the long-term support for a seriously 
disabled person. 
A second area of focus is that of the sulphation 

mechanism in the bodywhich was first shown to 
be faulty in autistic children by Dr. Rosemary 
Warring, reader on human toxicology at 
Birmingham University. This important system 
is responsible for the detoxification of anolic 
compounds, the condunion of drugs and the 

8 

cleaning up and disposal of used neuro 
transmitters and also the turnover of nucrose in 
the body. The enzyme responsible has been 
shown to be inhibited by pyshco-coins· both in 
the test tube and human subjects. Psycho-coins 
are released by the immune system in 
inflammatory Conditions. 
As a result of sulphation inhibition. individuals 
display varying degrees of tolerance t6 other 
foods and environmental allergens. . Studies 
replicated Worldwide on autistic subjects have 
conSistently identified abnormal gut permeability 
which relies on sulphation for its integrity. 
AlA is contacted daily by parents and carers of· 

autistic children throughout Ireland and the UK 
greatly concerned about physical symptoms 
such as constipation, diarrhoea, bloating and 
seIf·limiting of the diet, symptoms largely ignored 
by those professionals charged with diagnosis . 
Investigations by paediatric gastroenterology 
teams worldwide have identified acute and 
chronic inflammatory bQwel disease in autistic 
spectrum disorder children. These children are 
often unable to verbalise and can only indicate 
their pain by headbanging, screaming, tearing at 
their hair and a number of other behaviours. 
Standard treatment for inflammatory bOwel 
disease and associated constipation alleviates 
the pain and many of these behaviours improve. 

Many parents tell us that their child was 
developing normally and reaching all his or her 
milestones before he or she received the 
vaccination. More often than not, they told us 
that they believe the MMR to be the suspect 
culprit. They tell us that their baby was no 
different to any of their other children until he or 
she received the combined measles. mumps 
and rubella vaccination. Frequently. there is a 
strong family history of auta.immune disease 
and allergy. 

AlA is always careful not to suggest any 
association. As a charity, AlA's c.oncerJl is to 
identify the cause and. treat the effect with the 
health of the individual of paramount importance. 
AlA does not deal in scaremongering but, based 
on experience, we believe that many Irish 
children. are being unnecessarily damaged by 

. the use of this poorly tested triple vaccine. . 
The evidence is stacking up. An eminent 

professor at one of the world's greatest seats of 
medicine, the Coombe Women's Hospital in 
Dubl!n, has identified measles RNA signats in 
the gut biopsy samples of children who have 
never been exposed to natural measles. In 
many of "the cases, the parents and GPs. 
suspected the MMR vaCCination as being 

. responsible for the autism and bowel disease. 
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The doctor in question, Professor John O'Leary, 
was invited to give evidence earlier in the year at 
a US Government hearing. We understand that 
both he and Dr. Wakefield from the Royal Free 
Hospital medical school in London will be giving 
evidence to the committee on a date before 
Christmas and consider it of utmost importance 
that all the committee members hear their 
evidence first hand. 

The physical difficulties . and intense pain 
suffered by theSe children are as real as they are 
dreadful and should be investigated from a 
medical viewpoint in the first instance. 
Unfortunately, AlA's experience is that many 
ASD sufferers, especially but not exclusively the 
non-verbal, are not receiving the medical 
treatment necessary to manage their condition. 
The evidence is mounting. 
We at AlA implore Committee Members to put 

on hold the use of the MMR vaccine in Ireland 
and return to offering single vaccines until 
sufficient scientific investigation has proven why 
these children are being so radically affected by 
this combination vaccine. It is not if they are 
being affected but why. The Committee should 
not commission endless searches of children's 
records to see if a connection can be ruled out. 
Children are being struck down every single day. 
We are in the midst of a national disaster. 

The Department of Education and Science is 
investing mill.ions in provision for autistic children 
in first level schools. There are comparatively 
few autistic children in second level education. 
What does this imply? We in Ireland cannot and 
must not stand by and leave the science and 
decisions to other nations of the world before we 
make up our minds. Let us learn a lesson from 
the recent British BSE inquiry recommendation 
that Governments listen to the scientists and act 
on their recommendations. 

As the MMR controversy is fought out in the 
world battlefield, I hope and pray that my country 
will emerge as the hero and not as a villain. Too 
many children are at risk. The association is 
already known. Even the vaccine 

. manufacturer's literature cites the possible 
. contra-indications of the vaccine. This literature 
is never shown to parents to enable them make 
an informed choice. It matters not what we call 

. the condition, autism, Helier's syndrome, POD, 
simple vaccine damage or whatever. It is 
happening to our children today and every day 
and my child was one of them. 
On behalf of AlA and the children of I rela rid , we 

respectfully request that committee members 
halt the MMR programme with immediate effect, 
offer single component vaccines as an· 
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alternative, identify the numbers affected, 
instigate mandatory yellow card reporting on 
suspicion of vaccine reaction, fund appropriate 
research with a focus on gastroenterology, 
immunology and biochemiStry to identify risk 

. factors and potential predisposition, fund basic. 
gluten and casein free products and appropriate 
.supplements for affected individuals, actively 
encourage early diagnosis and dietary 
intervention in affected cases and instigate a 
training programme for dietitians and 
paediatricians. AlA will be pleased to offer any 
assistance which the comm ittee feels may be 
appropriate. I thank committee members for 
their time. 

Chainnan: I thank Ms Young. We now have 
Mr. Shane Russell from the Concerned Parents' 
Group. 

Mr. Russell: From the point of view of the· 
presentation, I will make the introduction and list 
the summary of our recommendations which we 
would like the Committee to examine. Ms Loma 
McCarthy will look at our concerns. 
I thank the Chairman and Committee Members 

for inviting us to address them on our concerns· 
regarding the complex issue and subject of child 
vaccination. We are a small group of concerned 
parents based in Cork who meet every two to 
three months to consider issues and 
developments relating to vaccinations. Our 
sources of information include GPs, newspaper 

. articles, books, the Internet and relevant lectures 
on the subject. Unfortunately arising from this 
information, we are often left confused and very 
concerned about the conflicting evidence and 
reports available. We are not anti-vaccination 
per se, some of our group have had their 
children vaCCinated, but we are pro-information. 

We welcome greatly the initiative taken by the 
Government in establishing this Oireachtas Joint 
Committee to consider the issue of child 
vaccination. We all have a shared goal. and that· 
is the good health and well-being of our children. 
We take this opportunity to share. these 
concerns with the committee and I now hand· 
over to Ms McCarthy. . 

Ms McCarthy: Our first concern is the MMR 
vacCine. There are people in this country who 
believe·that their children. have been damaged 
by the MMR vaccine, many of them claiming a 
link between vaccination and autism or Crohn's 
disease. This link is being refuted by many ill 

. the medical profession who say that international 
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studies in England, Sweden and Finland indicate 
no such link. 

However, in April 2000, the Irish Examiner 
newspaper reported that Professor John O'Leary 
of Dublin's Coombe Women's Hospital and Dr. 
Andrew Wakefield of London's Royal Free 
Hospital conducted a study of children who 
developed the chronic brain condition after an 

. apparently healthy infancy and found that 24 out 
of 25 had the measles virus in their gut. They 
said the virus could have come from the MMR 
jab. This report was presented to the US 
Congress as part of a debate on autism. 
Obviously this latest research leaves open the 
possibility of a link. 

In the UK, 2,000 parents . are fighting for 
com pensation for children who they believe have 
been damaged by the MMR vaccine. On 29 
August 2000, The Independent stated: 

The most telling fact used to promote 
suspicion of. MMR is that it is banned in 
Japan. 

Recently the Department of Health and 
Children launched a national vaccination 
campaign· to combat the group C strain of 
meningitis which aCcounts for one. third of 
infections. This vaccination programme got 
under way in Britain last year and, according to 
the Minister,· Deputy Martin. it has already 
resulted ina 75 per cent decrease in the number 
of group C cases. 

However, we are concerned about the 16,000 
adverse reactions. including severe headaches, 
fits and blackouts, reported in the UK. This is 
apparently a much larger incidence of adverse 
reaction than has been reported with other 
vaccines. Among these reactions were 11 
deaths. The UK Cornmitt~ on Safety of 
Medicines refuted any links between the deaths 
and the new vaccine. Of the 11. deaths, two 
were among cases who. had existing heart 
conditions, six were due to sudqen infant death 
syndrome, one from a convulsion ten days after 
the vaccination and two of septicaemia. 
meningococcal group B meningitiS. . 
These deaths are of concern to us because of 

past reported links between vaccinations and cot 
deaths, although we understand that the Ireland 
Sudden Infant Death Association disagrees .with 
such a link. . We are also. concerned about 
reports suggesting that research in Amenca has 
found grounds to suggest that the vaccine 
encourages a new variant meningitis strain to 
form. A three year study is under way in Oxford 
to assess the risk of the anti-meningitis C 
vaccine promoting the emergence of the B 
strain. 
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Before I move on to the remainder of our 
concerns, for the purpose of my oral· 
presentation, I will not include all the extracts 
taken from the newspapers which are includEid 
in our written submission. This is in the interest· 
of saving time. 

Regarding the medical profession. debate, in 
recent times the Association. for General 
Practitioners has voiced a number of concerns 
regarding vaccinations and the Department of . 
Health and Children's campaign on same. We 
refer in particular to an Irish Examiner 
newspaper article on 27 August 1999 and the 
following are excerpts from that report: . 

The Government has a legal obligaUon 
to provide information to holiday makers 
and parents of babies about the side 
effects of vaccines so they are aware of 
the potential hazards, the Association 
said ..... The Association also called on 
the Government to separate 
immunisation programmes such as the 
MMR vaccination into separate vaccines 
in the light of recent health. scares, 
which linked the combination of 
vaccines. to. Crohn's disease .•... The 
Department of Health and Children 
rubbished suggestions that patients 
were in danger from the vaccine's side
effects. "The safety of all. vaccines is 
ensured through the Irish Medicines 
Board along with international medical 
advice. Our policy is that the benefits of 
vaccines far outweigh· any possible 
risks, n a department spokesman said. 

The safety of all vaccines is ensured through . 
the Irish MediCines Board along with 
international medical advice. Our policy is 
that the benefits· of vaccines far outweigh 
any possible risks,' a Department 
spokesman said." 

Obviously such conflicting messages from the 
parties involved is cause for much concern~ 
Also, in an article in the Sunday Independent of 
22 October 2000, Patricia RedJich referred to Dr. 
Mary Grehan; PRO for the Association of 
General Practitioners, who had spoken on the 
previous Wednesday on "T odaywith Pat Kenny". 
These are excerpts from that article: 

She wanted the Department of Health to 
provide the public with information on 
possible . difficulties associated with 
vaccines ... the doctors are also concerned 
because the legal advice is that they carry 
the can, both professionally and financially, 
if something goes wrong with a patient after· 
vacCination. The Department, it seems, 
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accepts no liability. 
Again, We feel this is. cause for concern. 

In recent years there have been reports 
highlighting increases in chronic illnesses 
including autism, diabetes, asthma and multiple 
sclerosis. Regarding autism, as previously 
stated; there are ongoing debates about the 
possibility of a link between vaccines and 
autism. A link between vaccines and diabetes 
was suggested in a study by doctors who the 
effect of haemophilis influenza type-E vaccine, a 
flu vaccine which is considered to reduce the 
risk of complications such as meningitis on 
approximately 116,000 Finnish children. The 
. Sunday Independent of 24 January 1999 stated 
that the study data found that immunisation 
starting after the age of two months is 
associated with an increased risk of diabetes. 
This data, the "authors argued, is supported by a 
similar rise in diabetes after immunisation with 
the same vaccine in the US and the UK. Also, in 
a letter to The Irish Examiner on 22 September 
1999, this was stated: 

. Last October· France became the first 
country to . stop hepatitis B jabs for 

" schoolchildren after numerous reports of " 
arthritis and multiple sclerosis-like 
symptoms in vaccinated children. Attorneys 
representing over 15,000 French citrizens 
are now suing the Government health 
officials for understating the vaccine's risk 
and exaggerating its benefits. 

While recognising that this vaccine is not part 
of a general immunisation schedule for children, 
there are some in the community who have 
receivec;j the hepatitis B vaccine. The possibility 
of such links between vaccines and such 

. illnesses raise concerns about the possible long 
term effects of vaccinations. 

When we look at the listing of vaccine 
ingredients we note that they include the likes of 
formaldehyde, which is a disinfectant. In an 
article already referred to· in the Sunday 
Independent of 22 October 2000 it was stated: 

Dr. Grehan also points out that by the time 
babies are 12 months old, their vulnerable 
immune systems have been subjected to a 
battery of vaccinations, thirteen vaccination 
occasions for eight different diseases. 
Babies'immature immune systems are 
already bombarded. 

An article in The Irish Examiner dated 27 
October 2000 by Katie Hannori stated: 

Nine different vaccines adm inistered byGPs 
in Ireland are made at a plant with a history 
of poor production safety standards. The 
Irish Medicines Board confirmed that it has 
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licensed nine separate vaccines made by 
. Medeva, which is the company behind the 
. oral polio vaccine that had to be reCalled last 
week when it emerged material from cows 
which could have been contam inated with 
BSE was used in the production process. 

Later the article stated: 
A week-long inspectiOn of the plant into the 
production of the flu vaccine, Fluvii'on, by the 
FDA found that Medeva plant had failed to . 
clean, maintain and sanitise equipment at 
the appropriate intervals to prevent 
contamination. It also found that they had 
failed to maintain systems to prevent 
unacceptable levels of toxins and bacteria 
contaminating the production process. 
Contamination could cause serious adverse 
reactions to vaccines. 

This up-to-date information is of concern, 
particularly in light of the Kenneth. Best case in 
Ireland. His family won a Supreme Court case 
in 1992 and were awarded £2.75 million against 
a manufacturer of the three-in-One vaccine. The 
Best case hinged on the fact that records 
showed he was vaccinated from atoxic batch of 
vaccine, eight times more potent than it should 
have been, highly toxic for an infant. 

We understand from our reading of the 
immunisation guidelines for Ireland that all 
suspected adverse reactions and quality defects 
should be reported to the 1MB and we welcome 
this but we feel that· the area of vaccination 
research, recording and monitoring needs to be 
more extenSively undertaken and made more 
public. 

I referred to many newspaper articles and we 
have photocopied such articles from July 1997 
up to the current date. We have two copies of 
this.on hand. 

"Mr. RUsSell: This is how we feel· our concerns 
should be addressed. There. should be a 
balanced public debate. As concerned parents 
we would feel a lot more confident regarding 
vaccination if all the· facts and up to date 
information were made public. There should be 
a more balanced advertising. and information 
campaign from the Department of Health and 
Children to highlight the risks and benefits of 
vaccines. There shOuld be proper and Complete 
records.· We would like to feel assured that we 
have all the information regarding vaccines • 
batch numbers; lot numbers and so on - in the 
event of something going wrong. Perhaps a 
receipt-type document signed by the GP 
administering the vaccine could be considered. 
We would like to be informed 01all international 
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research carried out and would welcome .more 
extensive independent research in Ireland on 
existing and new vaccines, such as meningitis 
C. We would also like research carried out on 
unvaccinated children, to ,compare. immune 
system status. We would welcome a screening 
of children's immune systems to establish if 
acquired immunity exists or whether prior 
conditions exist which preclude a .child from 
vaccination. A vaccine damage payments 
scheme has been in place in England since 
1979 and since its inception the UK scheme has 
had over 4,000 claims made against it. Of these 
416 received payment immediately while 482 
receiVed payments on appeal. Recently, after a 
two--year review,' the scheme was overhauled 
and £60 million was set' aside to be made in 
payments. A similar· scheme, the National 
Vaccine Injury Compensation Programme 
operates in America and we would like to see a 
vaccine damage compensation fund similar to 
these operated in Ireland. 

We would like a broader approach to health 
matters. In addition to a vaccination policy. to 
help prevent serious illnesses we would 
welcome investment in other areas to ericourage 
healthy lifestyles - for example, nutrition and 
nutritional supplements, advertising the benefits 
of breastfeeding, possibly introducing a policy in 
national schools of no junk food in lunch boxes, 
investigating the possible benefits of alternative 
treatments such as homeopathy, herbalism, 
acupuncture and so on, improved health and 
physical education, exercise and relaxation. We 
would like to be offered the choice of single 
vaccinations as opposed to multiple injections. 
As concerned parents, we seek to be consulted 

and treated as full partners with Government 
and health officials on any of the· 
recommendations to come from this committee 
and to have the final say as the primary child 
carer in the decision of vaccination and any 
other heaHh matters concerning our children. 

Chainnan: To clarify, this Committee was set 
up as independent of Government, the Minister 
and the Department of Health and Children. The 
initiative to inquire into these matters was taken 
by the Members of the Committee and not the 
Department. It is important to stress that. 

Mr. McCaffrey: On behalf of the Informed 
Immunization Network I thank the Committee for 
giving us the chance to make this submission. . 
The network was established in 1997 as a non .. 

profit: making organisation by a group of parents 
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. extremely concerned . by the risks of 
vaccinations. The IIN was established to.provide 
vaccination information and support to parents, 
prospective parents and other concerned parties 
regardless of the' decisions they make. 
Regarding the vaccination of children it is 
recognised that the decision to vaccinate a child 
or not is the sole responsibility of parents or 
guardians. IIN promotes awareness and 
understanding about vaccinations in order to 
. provide the freedom of an informed choice. The 
current information available from the. 
Department is all pro--vaccination. Risks or 
adverse reactions are simply dismissed out of 
hand with standard statements that on balance. 
the risk associated with the vaccine is less than 
the risk associated with the disease. The 
decision of our members not to vaccinate is an 
informed one based on published medical facts 
and not on forgetfulness, apathy or mistaken 
beliefs. 
The current childhood vaccination programme 

for Ireland means that most children will 
received 27 vaccinations before starting school, 
26 if in County Cork, as BCG is not given there. 
If one lives in north County Dublili one's child 
receives 32 vaccines due to an extra MMR jab' 
due to the recent measles epidemic and the 
introduction of the new meningitis C vaccine. 

If one lives in north County Dublin, one's baby 
will receive 32 vaccines due to an extra MMR 
jab, because of the recent measles epidemic, 
and the introduction of the new meningitis C 
vaccine. It is disturbing that no study of the long
term effects has been carried . out on the 
interaction of multiple vaccines on children's' 
immune systems and their long-term general. 
health. 

Why continue with BCG vaccinations for the 
majority of babies when, in County Cork, the 
disease declined in the absence of vaccination 
and, despite a recent small outbreak, the health 
board defended its non-vaccination policy? In 
the UK, BCG is not given until 13 years of age 
and the US has never included it as part of its 
childhood vaccination policy, yet the decline of. 
the disease is the same in all three countries .. 
The only long-term stUdies carried out were in 
India which discovered a higner incidence of the 
disease in the vaccinated compared with the 
unvaccinated. . 

We are no strangers to the damage the OPT 
vaccine can. cause. After a 2~year battle, 
Kenneth Best Won compensation of£2.75 million 
after being brained damaged by a toxic vaccine 
administered in the early 1970s. Revelations in 
the media confirmed a further 243 children 
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received the toxic OPT vaccine. More disturbing 
is the fact that it has been estimated that up to 4 
million doses of the vaccine were manufactured 
for use in Europe which failed tWo safety tests 
'but was still released for use. The vaccine was 
distributed around this country in small lots and 
the full extent of the actual number of children 
giVen the vaccine may never be known because 
records have been lost or destroyed. A recent 
report by the chief medical officer adds further 
controversy where it is suspected that vaccine 
trials using a new DTPvaccine were carried out 
on children in care during the 1960s and ~970s, 
without consent being obtained. 

Despite having mandatory vaccinations and 
achieving almost 100 per cent uptake, the 
incidence of pertussis in the USA is on the' 
increase, according to figures released for 1999. 
More disturbing is the research carried out by Dr. 
Viera 'Scheibner linking the OPT vaccine with 
SIDS, or cot death syndrome. It is wOrth noting 
that the western country with one of the highest 
incidents of SIDS is the USA, which has 
mandatory vaccinations, while Japan, having 
raised the age of vaccination to two years, has 
virtually eliminated cot deaths since 1975 by not 
vaccinating babies. 
With more and more evidence being published 

suggesting a link between the MMR vaccine and 
autism it seems incredible that the option of 
having the vaccines given individually has not 
been made available. Where doubt exists over 
safety, the precautionary principle argues that 
the benefit of doubt should be giVen to those at 
risk, 'namely, our children. This argument'has 
already been made by the Association of Family 
General Practitioners when it called on the IMO 
to introduce individual vaccines eanier this year. 
In answer to this controversy, the official line has 
been to state that the current scientific evidence 
does not support the hypothesis that the MMR 
vaccine causes autism. 

Bearing in mind that the longest study 
undertaken on MMR only lasted three weeks it is 
not surprising there is a lack of evidence. 
'Remember a lack of evidence means there is no 
evidence to prove that the vaccine does not 
cause autism. The studies carried out in the UK, 
claiming proof that no link exists between MMR 
and autism, were seriously undermined at the 
US congressional hearing last April. Even more 
worTying was the refusal by the UK Department· 
of Health to hand over the raw data upon which 
these studies were based so it can be 
independently analysed., The same Department 
refused to contribute to a debate on BBC Radio 
4 in August of this year because it did not agree, 
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with the format and the selected panel of experts 
and said it would not discuss vaccination with 
ordinary people. 

The fact that the MMR vaccine is the only way 
to avail of a vaccine for measles, mumps or 
rubella takes no account of children who have 
already contracted one or more of these 
diseases. So those children who have 
contracted measles during the current epidemic 
will be given MMR to protect them against 
mumps and rubella, but have to run the risk of 
damage from the measles vaccine which affords 
absolutely no benefit to the recipient who now 
has a lifetime natural ,m m unity from the disease. 

The Wond Health Organisation states that 
MMR is the safest vaccine ever, yet the 
incidence of autism in the West is reaching 
epidemic proportions. In the USA the incidence 
of autism has gone from 1110,000 to 1/500 in 
some states. 

Japan withdrew the MMR vaccination in April 
1993, four years after its introduction, due to the 
large number of incidents of aseptic meningitis 

, in the vaccinated. Japan still has no plans to 
introduce MMR but offers its citizens indiVidual 
vaccines instead and leads the wond with the' 
lowest rate of infant mortality. 

The recent measles epidemic as reported in 
EPI-Insight, published by the National Disease 
Surveillance Centre, reported that 12 per cent of 
cases· were vaccinated against the disease, 
suggesting 88 per cent were unvaccinated. 
However, the Northern Area Health Board 
issued details that 12 per cent were vaccinated, 
61. per cent unvaccinated 'and 27 per cent 
unknown. Why 27 per cent unknown? They 
were either vaccinated or unvaccinated. Could 
it be that these children were recently vaccinated 
according to their parents" but could not be 
confirmed as records had not been processed 
yet? If the two reported deaths are measles-

, related, then some serious questions need 
answering. 
Before vaccination was introduced the death rate 
was apprOXimately 1/5,000. ,If the two deaths 
are confirmed, the death rate is now about 
1/500. What have we done to make m~sles a . 
more dangerous disease compared with the pr~ 
vaccination era? Does this mean children in the 
1950s were healthier than children of the new 
millennium? 

In the USA, since the eady 1970s, all cases of 
polio have been caused by the vaccine. The 
USA is now stopping the oral liVe polio vaccine 
for the injected killed polio vaccine in a bid to 
stop polio cases. . One Could argue, as the 
disease was dying out anyway, by stopping poliO, 
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vaccination we could eradicate the disease. 
It has been long argued that we a need a 90 

per cent uptake of the vaccine to stop an 
epidemic and a 95 per cent or higher uptake to 
eradicate the disease. However, despite never 
achieving these targets, there has been no 
epidemic. Even in 1993, the uptake rate was as 
low as 57 per cent, well below natural herd 
immunity which is 68 per cent. A 68 per cent 

. immunity to disease is required in the animal 
kingdom to stop an epidemic occurrIng in any 
group or herd of animals. 
The danger now from polio is from the vaccine, 

particularly from changing babies' 'nappies, as 
the virus is secreted in the faeces for up to six 
weeks after administration" which puts a 
susceptible person at serious risk. Further 
controversy caused by the recent withdrawal of 
the Medeva oral polio vaccine and criticism by 
the FDA of its UK plant only confirms our fears 
that vaccines are·far from safe. 
, The new meningitis C vaccine has been 
introduced this year. The promotion of this 
vaccine has been based on the success in the 
UK in combating this disease. However, little .is 
being said about the adverse reactions. There 
are currently two manufacturers - Chiron and 
Wyeths. Chiron's vaccine seems to produce 
more adverse reactions compared with Wyeths' 
even though both should be the identical. With 
the,follow up on selected children receiving the 

. vaccine lasting only 28 days, how will they ever 
know the long-term effects on the health of these 
children? Most disturbing is the fact that there 
have been 12 suspicious deaths the UK so far 
related to the new meningitis C vaccine which 
have been discounted out of hand by the UK 
authorities . 

In Ireland we have the highest rate of 
meningitis in Europe. The B strain is on the 
increase and accounts for 55 per cent of cases. 
The C strain is on the decrease, accounting for 
approximately 26 per cent of cases. Doctors in 
the UK have warned that tackling ttie C strain 
may result in the B strain increaSing and also 
that it is not unusual for the disease to change 
from one strain to another. Do we conclude that 
the number of meningitis cases may remain the 
same but the diagnosis will favour the B strain? 

Mr. Halliday: When I' thOlight about the 
proceedings today, one thing which was self

, evident is that the Committee is the gatekeeper 
of this information. I compliment the groups in 

'showing the Committee how much more 
knowledge exists on vaccination and I apologiSe 
if some of it is not included in the written 
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submission. 
When I teach I use a phrase from the 

philosopher Erasmi.Js who said, "By identifying 
new learning with heresy, you make orthodoxy 
synonymous with ignorance". Much information 
is now coming to light. Five hundred years ago 
the astronomer Copernicus was confronted with 
vast amounts of information which seemed rock 
solid. However, he discovered a different way of 
looking at the world and that the Sun, not the 
Earth, .was the centre of the Universe .. ' 
The same thing is happening with vaCCination. 

Scarlet fever is not one of the infectious 
diseases against which we vaccinate, yet its 
effects are as disastrous as those diseases we 
vaccinate against. 
There is no campaign in the world to vaccinate 

agai'lst scarlet fever and yet the outcomes of 
scarlet fever are just as disastrous. It raises a 
big issue about vaccination and what it does . 

. The same is true of the black death, which 
illustrates the same· situation about what, 

. vaccination does. I will not regurgitate the 
wonderful information all these wonderful people 
have spent many hours researching. It is so 
pleasing to see the same information is being 
produced. 

How does one go about the process of seeing 
what the information means? We have done 
some major thinking on this and have come up 
with some straightforward points, namely, to set 
up a long term study to compare the health of 
vaccinated children with that of unvaccinated 
children, independenUymanaged and assessed. 
This would give a straight analysis of the 
processes. This is the first rung on the ladder 
for setting up a public forum to debate 
vaccination. The remaining points are: 
Government Departments providing information· 
on vaccination should be obliged by law to give 
full and accurate details of risks. side affects and 
adverse reactions and the establishment of a 
vaccine damage compensation scheme. 
Vaccination should remain a free choice and in 
the case of children remain the sole 
responsibility of parents or guardians~ 

I do· not want to go further except to say I do 
not know where this information will go from 
here except that members, as gatekeepers. take 
it on. It is of Copemicum type proportions. 
There is so much information to be studied it is 
impossible for the members to study it now. It 
takes weeks to delve through the information. ' 
Instead of allowing the situation to perpetuate for 
almost 100 years as whertCoPemicus was alive 
- he had to fight for what he believed in which 
was eventually shown true :.. things should move 
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quicker. 

Chairman: I thank all of you for your 
presentations and for sharing with us the very 
valuable' experiences gained and research 
undertaken to date. We are glad you came 
before the Committee and that you had an 
opportunity to present your case. Some 
Members wish to ask questions. I wish to clarify 
two things. Arising from what has been said, is 
it a fact of life that there is no database available 
in Ireland on autism, the age groups affected, 
etc.? Is that the experience in other countries? 

Ms Kessick: The only database we know 
about is in the state of California. which has 
excellent data on disabilities over the past 20 

. years. They were the first to show the increase. 

Chairman: Much emphasis was put on 
autism being a disease and being viewed as 
such. What is' the medical opinion in this 
regard? It was said it is being treated as 
something psychological. Has it been accepted 
as a disease anywhere. in the medical 
profession? . 

Ms Kessick: One of the problems with autism 
is that there are a number of conditions which 
can lead toil. It has been a collection of 
sym ptoms, but it was offiCially identified for the 
first time as being a condition or a set of 
symptoms by a number of doctors whose 
specialisms were psychological. Historically it 
has remained within the remit of psychologists 
and psychiatrists. Unfortunately for the children 
concerned. none of the medical sides of their 
difficulties have been taken into account as at 
GP level they are being passed on to 
psychiatrists. They are falling between two 
stools. 

Ms McCabe: In my personal experience I 
have tried to get help for my son on a medical 
basis. including dietary intervention, etc., and we 
were sent down' the ,psychiatric/psychological 
route, which is what is available in Ireland. 
When I went to other countries' I got a 
phenomenal increase in my son's development 
and recovery. mainly due to interventions in 
South AfriCa and the USA where they are 
successfully doing this. I have spoken with 
parents who started a couple of years before me 
who have totally recovered children. My son is 
well on the way, but I was two years later starting 
because the information or treatment is not 

IS 

available here to newly diagnosed children. 

Chairman: What treatment? 

Ms McCabe: SpecifIC medical treatment. 

Chairman: Is it possible to get a single 
vaccination in Ireland? 

Ms Young: It is up to the doctors. It can be 
received if doctors prescribe it, but I think many 
doctors have gone down the road of the three-in
one, which is less traumatic for the child. As 
was pointed out earlier, those who have natural 
immunity to measles are a cause for concern. 
They need to be protected against two other 
diseases. but they are being revaccinated 
against measles and one wonders what will 
happen their immune system. This is a worry as 
we do not know what will happen. In a few years 
another group could be appearing before a 
committee outlining' what happened. 

Ms Kessick: The single vaccination is 
.available. Several yearS ago a couple of drug 
companies did say they were awaiting an 
instruction to produce the single vaccine. It is 

. still available, including in the UK, but is not 
widely advertised. If a GP writes "medically 
indicated" on the prescription and a copy is sent 
to the sole importers, then any child can have 
the one vaccine. In our country GPs are paid a 
bonus if they reach a certain percentage of triple 
vaccine for children and I wonder if that exists in 
Ireland. 

Chairman: I do not think so. 

Deputy: ? Yes, it is the same here. 

Ms Kessick:. to· our country it is not in the 
interest of the GP to allow children' have the 
single vaccine for which they will take sOle 
responsibility as opposed to the Government 
diCtated triple vaCCine. for which they will' get a 
bonus. 

Chairman: Can somebody tell us about the 
bonus which is offered? We are talking about 
the enlightened investigation which has taken 
place. We would term the medical profession 
and those involved in the health services in 
general to be the enlightened .. Every one of their 
submissions, by and lar.Qe, have been very 
positively disposed to MMR. Why do you believe 
this is so1 Why are they so well disposed to 
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MMR testing? The very first statement of the 
IMO, which represents 5,000, is a positive 
recommendation regarding theMMR vaccine. 

Ms Young: Can I answer that? With no 
disrespect to any other children, that happened 
because the children were not brought into 
hospital within 60 hours of· vaccination. The 
c;hildren would have been screaming high 
pitched, blood curdling screams and would have 
lapsed into unconsciousness. It is very easy for 
people to sit back and say children should be 
immunised when they have not undergone this 
experience themselves. I am Pro-vaccine but 
we must be very mindful of the potential dangerS 
involved. One of my other children has been 
vaCcinated against OPT, hib and polio but I am 
too scared to avail of the MMR vaccine. 

Ms Howlin: Some doctors tend to be swayed 
by the research produced. by the large 
pharmaceutical companies because some of the 
other evidence tends to be produced in smaller, 
lower funded studies. In some instances, the 
evidence is based on the observations of the 
physicians involved which, to some extent. is 

. anecdotal evidence. From a research point of 
view, that may not be deemed suffiCient to sway 
the argument against vaccination. Perhaps if 
further independent research were undertaken, 
the medical profession would be prepared to re
examine the situation. 

Mr. McCaffrey: The research we have done 
shows· that the longest study into the MMR 
vaccine was carried out over a three week 

. period. If one wants to discover the long-term 
. effects of a vaccine, a study must be carried out 

for a longer period than that. A three week study 
is hardly scientifIC. . 
The MMR vaccine was withdrawn in 1992-3 in 

the UK due to the high incidence of aseptic 
meningitis and was replaced by a vaccine which 
was deemed to be safer. In 1997, Brazil opted 
for a mass immunisation programme with some 
600,000 children to be vaccinated over a number 
of weeks. Some 40 per cent were vaccinated on 
the first day. The vaccinations resulted in a· 
huge incidence of aseptic meningitis and it was 
discovered that the MMR vaccine being used 
was identical to that which was withdrawn from 
the UK in 1992-3. In spite of having been aware 
of the problems experienced in Japan and the 
UK, the Brazilian authorities decided on balance 
- probably bank balance - that. the vaccine 
should be used. The argument was, as a doctor . 
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had expressed the view on BBC radio, that 
aseptic meningitiS does not normally result in 
death. The Brazilian hospitals dealing with 
infectious diseases, particularly meningitis,were 
overrun with wall to wall cases of aseptic 
meningitis. 

American Paediatrics carried a report earlier 
this. year on the matter. The authors tried to be 
absolutely categorical about the incidence of 
aseptic meningitis in Brazil. They discounted 
anybody who previously had meningitis because 
there would be antibodies in their system but. in 
spite of discounting such people, they were not 
in any doubt that the vaccine has caused the 
problems. They concluded that the adverse 
reactions involved in any mass immunisation 
programme, such as the one carried out in 
Brazil, could be plainly identified. As we are 
vaccinating smaller groups of people in this 
country, it is· easier to discount . adverse 
reactions. The American Paediatrics report did 
not make reference to the fact that the. vaccine 
used in Brazil had actually been banned in the 
UK. 

Deputy Gonnley: I thank the members of the 
delegations for their excellent and persuasive 
presentations. I have had very serious doubts 
about theMMR vaccine for a number of years. 
Would the members of the delegation agree that 
their strong views on this subject have been 
systematically censored as they have not been 
heard in public? Do they agree that the medical 
establishment has almost branded parents who 
choose not to vaccinate as irresponsible? Are 
they aware that the IMO has put forward a 
proposal to the effect that children who are not 
vaccinated should not be allowed to attend 
school and, if so, do they agree that this is a 
gross infringement of people's civil liberties? 
How does the pharmaceutical industry benefit 
from vaccination programmes? I have .tabled 
parliamentary questions on this matter but the 
replies I received were not as comprehensive as 
I would have wished. Is it your view that we 
should now follow the Japanese example and 
discontinue the MMR vaccine immediately? Can 
you explain how the screening process Would 
work in terms of immuno-deficiencies and 
genetiC predispositions? How, in your opinion, 
should the State compensate people who have 
been affected by the MMR vaccine? 

Deputy Bradford: I welcome the members of 
the. delegations and thank· them for their 
contributions. Deputy Gormley has covered 
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most of the issues of concern. Mr. HalUday 
made a very valid point when he stated that the 
volume of information on this issue was difficult 
to assimilate. 

I was particularly struck by the Japanese. 
experience. Did that result from a particular 
public policy decision or did it· arise from 
research findings? Unfortunately. I cannot wait 
to hear the reply as I am due to speak in the Dail 
in the next few minutes but I am sure my 
colleagues will pass it on to me. 

Ms McCarthy: I want to quote from an article 
published in a national newspaper - I believe it , 
was The Examiner - on 24 April 1998: 

Doctors participating in the . primary 
childhood immunisation programme are paid 
£15.61 for each child registered for 
immunisation services and a fee of £52.03 
per child is . payable in respect of the 
administration of a complete course of 
immunisation - OPT, DOT, hib, polio and 
MMR. If a doctor achieves a 95 per cent 
uptake level within his cohort of children, a 
bonus payment of£15.61 per child is made .. 

Deputy Gormley: What about payments to 
the pharmaceutical industry? 

. Ms Kessick: I do not think anyone would 
have that information to hand but we could 
forward it to the Deputy .. 

Chairman: We would be obliged if you could 
do that as soon as possible because members 
of the medical profession are due to attend our 
next meeting. 

Ms Kessick: I learned of a case only last night 
which might put this issue into perspective. In 
the state of Louisiana in the US, a group of 
parents lobbied to ensure that it would not be 
mandatoryfor parents to vaccinate their children.· 
In fact, some political lobbyists Worked .on the 
group's behalf free of charge. The father - a 
lawyer by profession - of a seriously vaccine 
. damaged child explained that the group saw a 
sea of money across the floor on day fIVe of the 
lobbying process. . . 
On day five they suddenly saw a sea of money 
across the floor. The various companies were 
paying $50,000 for each of ten political lobbyists .. 
They lost the vote by three. That was a parent 
group. That was just to stop the parents having 
free choice as to whether they could vaccinate. 
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That was nothing to the sort of money we are 
talking about. 

Chainnan: We will have to make a 
declaration here that we have not been asked 10 

· act as lobbyists. 

Ms McCabe: On the issue of checking for the 
· immune system of a child, a doctor who has 
been working with my son in the United States 
told me that, because of mandatory vaccination, 
the basis of litigation among his clients is that it 
is the constitutional right of the child to have the . 
immune system checked before vaccination. 
This is not being done and this will be the basis 
for the litigation cases against the Government 
I asked him what was involved and he said a 
very simple blood test. The thing is to have the 
correct assay and the correct equipment. I had 
the same tests done in Ireland and the United 
States and I got two separate answers. 

Deputy Gonnley: Would that check also for 
genetic predisposition? 

Ms McCabe: No, it would check the immune 
function of the child at that time. There would 
then be a list of criteria with regard to family 
history that would have to be checked. A 
screening programme would be required. 

Ms Kessick: One of the problems with that at 
the moment is that as part of a screening 
programme .one· is looking for antibodies to 
specific viruses and bacteria. The longer the 
vaccination programme goes on,. the less 
frequently the child is likely to be exposed 10 a 
virus or bacteria, so they will not actually develop 
the antibodies. We are in a catch 22 situation of 
which we must be aware. We must also be 

· aware that in vaccinating so freely with measles, 
it is my belief and that of many medics that the 
companies have grossly under-e$timated the 
danger of measles. Some members might find 
this strange, but measles is dangerous when it 
mutates. We now have a mutating virus which 

· is likely to be a problem and, the more we 
vaccinate, the more. dangerous it will become. 

Ms Twomey: In the case of my son, since he 
was born he was very healthy and normally 
functioning. He was a highly functioning child. 
He met all the developmental milestones but he 
had a history of upper resp~ratorytract infections. 
He had bronchialitis which would be cased as 
infantasthma at.8 months of age. He was on an 
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inhaler at that age four times a day. He suffered 
from hay fever at 8 months and he was put on 
medication for three months in the summer for 
that. He suffered from colic as a baby and I 
would say his immune system was not 
functioning correctly without any blood te$t. 

Ms Kessick: Our experience in Allergy 
Induced Autism, - last year alone we took 6,000 
calls - is that the families have got immune 
problems with an allergy in them. Very Simply, 
that would act ,as an initial screen. The 
immunologists with whom We work say that if 
you must vaccinate, do not vaccinate so young; 
split them and vaccinate later. It will be a time 
risk but if you must do it, wait until two, three or 
four - space them out. Do not continue to bring 
them back., Many immunologists believe that to 
be the cause of the problems. I suggest Ms 
Twomey's child had, been vaccinated at a very 
early age. ' 

Ms Twomey: Yes, he had. He had his 
vaccinations on time but I delayed his MMR until , 
he was 20 months old. 

Ms Kessick: It would be very easy to put ' 
together a list of questions that could be asked 
at the vaCCination time which would immediately 

, ring bells as to whether the child should have no 
vaccinations or have them delayed. 

Chainnan: Would it be possible for a group of 
you to put that easy list of questions together. 
and provide it to the Committee? . 

Ms Kessick: Yes, we can do that. 

Chainnan: Two other questions were posed. 
One related to whether we should introduce the 
Japanese experience. The other related to the 
medical profession and whether children should 

. not be allowed to attend' school if they had not 
been vaccinated .. Would someone like to take 
these questions? 

Ms Young: I wish to answer the first question. 
As a parent, that seriously disturbs me. I' 
voluntarily took my child for the MMR because of 
the measles outbreak and the 1994' campaign. 
My son was born in 1994 and vaccinated, in 
1995. In fact, I ran with the child to the doctor 
because I was afraid the winter would come in 
and he would get infections, colds or flu and 
could not be vaccinated. Little did I know what 
would happen to me. 
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In relation to what doctors say about parents 
.. neglecting children if they have . not been 
vaCCinated, in fact, the contrary is the case. We 
are aware of the dangers. I have no reason for 
saying here that a vaccine damaged my child if 
it did not happen and I did not have medical 
records to prove that he was taken to the 

. hospital and the doctor. I have no gripe with 
these people but I have a gripe with those who 
say that Hone size fits all". We once believed 
that the world was flat and we had to change our 
minds. I believe the way forward is to knock the 
MMR on the head. We do not have to omit it but 
we should go for the monovalent form. If one 
has natural measles, one can avail of rubella 
and mumps separately without the risk of having 
the combined vaccine. 

On the suggestion that these children should 
not go to school. There was a row last year in 
relation to autistic children who had no school. 
Now the boot is on the other foot. These 
. children are vaccine damaged and are in school. 
I understand that the medical profession is trying 
to eradicate these diseaseS - I agree with them 
in this regard because we must be mindful of 
these issues' - but it is ignoring the health 
problems of the autistic population. Autistic 
children have had to be brought to the Royal 
Free Hospital and Portland Hospital in London 
for colonoscopies. Parents have had to take out 
bank loans and so on. I am not ashamed to say 
that I have been there because I had no option. 
My child's health was deteriorating and I was told 
his back teeth were the problem. 

Ms McCabe: May I add to that. I would like to 
know what the IMO would do with my son if it 
provided him with an education? He has been 
MMR vaccinated but his blood tests in the United 
States show he is not immune to either measles 
or mumps~ Where does he fit in not going to 

. school vaccinated? 

Ms Twomey:' As a family who possibly has a 
genetic . predisposition to susceptibility and 
inability to clear viruses like vaccines, I have 
decided not to have my older two children 
vaccinated any more. I just cannot take that 
risk. It is difficult being the parent of one autistic ' 
boy, I do not choose to have both my boys 
autistic .. My other boy is in senior infants, and, 
with a booster, it· is possible he could become 
autistic. This is seriously disturbing and lam 
seriously upset that I might have to pull my other· 
two children out of schOol. I am a teacher by 
profession but who will provide me with the 
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equipment, home schooling and so on to teach 
my children? I would love to do that but I cannot 

. risk my future as a mother of more than one 
autistic child. 

Mr. McCaffrey: You said you got a lot of 
positive reactions from the medical profession. 
That does not surprise me because vaccination 
is the cornerstone of the medical profession. It 
is absolutely the best thing since sliced bread. It 
is cheap and has got rid of diseases worldwide. 
However, the truth of the matter is" that this is 
unproven by scientific fact. Unfortunately, very 
few doctors are aware of this side of the 
argument. It is not debated or talked about in 
college. If one brings up the issue with doctors, 
they will say they are not aware of the issue but 
they are aware of such and such a book and so 
on. 

Given all the research carried out by 
pharmaceutical companies on behalf of the 

. medical· profession, if they do not do it 
independently. and if the person who pays for it 
has a vested interest, then there is a real 
problem. In the UK, at least four of the people 
on the committee who allowed the meningitis C 
vaccine come into being had interests in 
vaccination companies. That has to be a cause 
of Conflict. 
The mandating of vaccines is a serious human 

rights issue. It involves the State taking 
. complete responsibility for the health and care of 
children. This could involve the payment of large 
sums of money in compensation. Parents must 
be indemnified that their children are safe. If my 
child were vaccinated against a disease which 
he later contracted, I would certainly seek 
compensation. 

The Japanese experience is different from 
ours. They tend to do things by committee 
rather than individually and decisions are taken 
globally rather. than individually. Therefore, in 
Japan they have been guided by statistics, 
databases and so on. From the medical point of 
view. one would have to say the United States is 
the safest country in the world for children 
because vaccination there is mandatory and 
many diseases have been eradicated. However. 
that country is number 20 in the world, - behind 
Cuba and many African countries which do very 
little vaccination, - for child life expectancy. In 
the United States approximately 20 per cent·of 

. children are on medication for behavioural 
problems. Many other children are confined in 

. institutions or prisons. Since Japan switched to 
individual vaccines and stopped m~ndatory 
vaccination before two years· of age and an 
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increase in life expectancy of children has been 
observed. Statistically. Japan is the leading 
country for child life expectancy. Sweden is 
second but Ireland is well down the scale. 

Chainnan: Three Members wish to ask 
questions. They are Senators Camillus Glynn 
and Mary Jackman and Deputy Dan Neville, 

Senator Glynn: The old adage that 
prevention is better than cure is being called into 
question. It has been· my experience that 
tuberculosis has manifested· itself in people who 
are resident in long term institutions although 
very little has been said about this phenomenon. 
When these residents were sent for TB 
screening it was often not made clear that they 

. were being screened for that disease. I do not 
khowwhy this was. It may be that the authorities 
did not want to arouse concern. Nevertheless. 
in the past number of years there has been an 

. increased incidence of tuberculosis among long 
term residents of institutions. 

I was interested· to hear that there are 11 
autistic children in a populationot 33,000. Is that 
the correct figure? 

Ms Twomey: No. There are 33 autistic 
children in a population of 13,000. 

Senator Glynn: Which is worse . 

Ms Twomey: This is the equivalent of one 
child in 394. The population in question is that of 
a suburb in Cork. We have been in contact with 
the Central Statistics OffiCe and have' checked 
the figures. The majority of these children are 
under five years and there was one adult. 

Senator Glynn: With the exception of the 
MMR vaccine, is the group in favour of 
vaccination? 

Ms Kessick: Yes. 

Ms Twomey: We are pro-choice. 

Ms Kessick: There are lots of issues. 
) 

Deputy Neville: Has the project made 
submiSSions to the Irish Medicines Board and· 
has the board responded? I find the board 
extremely conservative and slow to respond. 
Nevertheless, the board hc;lsa role in this matter 
and must have a view on the application of 
MMR. 
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Senator Jackman: I came to learn and I am 
flabbergasted by what I have heard. Is it 
because the Minister for Health and Children 
and the chairman of this committee are both 
from Cork that the members of the group are all 
from there also. 00 similar organisations exist 
throughout the country? 

Ms McCabe: I am from Dublin. 

Senator Jackman: Is the debate led by Cork. 
As a Limerick person, could I be represented by 
this group? . 

Mr. McCaffrey: The Informed Immunisation 
Network tries to be a nationwide network. The 
network was formed in Dublin but we are not 
Dublin based. We have members throughout 
the country. It is very difficult for a group of 
parents with young children and operating on a 
shoestring to make itself known. We have 
gained members by word of mouth. If the 
Department would fundus we could do more 
work. However, that sort of help is not available. 
Some areas appear to be more conservative 
than others. Cork· seems to be more open to 
this sort of thing. 

Senator Jackman: I would have thought the 
World Health Organisation would have been to 
the forefront of research in this area. I am 
surprised to hear the WHO say that the MMR is 
the safest vaccine although the group says the 
incidence of. autism is reaching epidemic 
proportions in the western world. 

I did not know Professor' John O'Leary was 
invited to give evidence to the US Gover:nment 
hearing. Another eminent person in the field, 
Professor Andrew· Wakefield, was also 
mentioned today. I was not aware that we had 
such expertise' in . Ireland. It appears 
extraordinary that Professor O'Leary's expertise 
is not being used by the Department of Health 
and Children. 

Ms Kessick: Absolutely. 

Chairman: Is it not also extraordinary that 
neither of the two people seem to have made a 
submiSSion to this Committee, even though we 
advertised? 

Ms Kessick: I think the submission was 
made to the Minister, Deputy Martin, but there 
may have been an administrative problem. I 
looked into this matter. 

20 

Chairman: If you are in contact you should 
ask the Department to redirect the submission to 
the Committee .. 

Ms Kessick: I will. 

Chairman: It would be a valuable contribution 
to our work. 

Deputy Cooper..flynn: Everyone appears to 
have expressed concern about MMR. Mr. 
McCaffrey went into detail about problems with 
other vaccinations. I found all the submissions 
frightening. If I had children I would be inclined 

. not to have them vaccinated. One of the aims of 
the group is to inform parents of alternatives to 
vaccination. Is there an alternative? 

Mr. Halliday: Nobody vaccinated for scarlet 
fever or bubonic plague but we do not see 
epidemics of those diseases. We think the only 
choice is to vaccinate or not to vaccinate but a 
third solution has not been explored. There is a 
possibility that vaccines could be used in a 
certain way. For example, to give it orally is the 
normal route of entry of the polio virus. This 
means that the human body can respond 
appropriately to an attenuated vaccine or in 
whichever form it comes. There is a thinking 
that there should, perhaps, be a halfway house, 
that all vaccines should be given, so that the 
immune system of the human body can take it 
naturally, which means an oral virus. Research 
is being undertaken to try to produce this. 

Deputy Cooper..flynn: That is a very 
important point in fighting the argument. There 
is concern that in relation to certain illnesses 
there should be an appropriate measure one can 
take, rather than it being a simple question of 
being against vaccination. I fully agree with you 
that pharmaceutical companies have a vested 
interest in screening. We are all aware of the 
horror stories from films during. the years. If 
there is a pound in it for them, they may even 
hide the side effects - God forgive me for saying 
this'- but that is, probably. the reality. 

Mr. McCaffrey: On vaccination, there seems 
to be an assumption that disease is bad. There 
is a huge thinking, however, that disease is 
actually good. Like any other part of tlif;! human 
body, the immune system needs. to be. 
exercised. It has been proved that catching 
colds and getting measles, mumps and rubella . 
is more beneficial and been found that those 
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who will suffer from cbronic illnesses later in life· 
will have suffered from very few of the childhood 
illnesses. I grew up in the 1960s, at a time when 
one got everything. _ When somebody had 
chickenpox, measles, mumps or rubella, I was 
packed off by my mother with ev~rybody else on . 
the street and we all came home with it as well. 
Our doctors seemed to support us in this and 
nobody seemed to worry about it. All of a 
sudden a vaccine is developed and it is a 
terrifying disease. One has to look at the whole 
picture and at a person's immune system. 

The vaccination issue is based on the germ 
theory developed by Louis Pasteur. 
Unfortunately for the. medical profeSSion, an 
issue about which it does not say much, Louis 
Pasteur changed his niind and said that germs 
are not what cause disease, they are a side 
effect. Healthy people just do not drop dead. 
What happens is that people become 
susceptible at which point germs invade the 
body. If one puts a rotting piece of meat on the 
table, it will.rot away arid flies will be attracted to 
it. If tissue is healthy and living, it will not. 
It is the mindset of the. medical profession that 

one has to change. so that it treats disease. 
One might even come to the argument that 
vaccination is invasive and diseases are 
beneficial. This will be confirmed by many 
paediatricians who will state that measles is 
beneficial for speech and so forth. All these 
diseases are milestones in our development. .If 
we do not get them, we will end up with sicker
children. The children of today should be the 
. healthiest ever, they are not. There has been an 
increase in the incidence of asthma, autism, 
eczema and ADHD. It . is getting out of 
proportion. We will, probably, have a sick 
society if we do not start to stem the· tide and 
look at what is happening. 

Ms Kessick: The crux of the issue is that it is 
cheaper to vaccinate wholesale than it is to 
ensure every child in the country is well 
nourished. One of the difficulties is that in 
talking to eminent doctors we find that their 
attitude is, "Look at Third World countries and 
see how wonderful vaccination is". In Third' 
WOrld Countries most children are not as well 
nourished as in our countries and are not dying 
from measles. but· from side effects of 
malnutrition such-as marasmus. . This is 
something about which one has to think. Let me 

. give one statistic. . The monovalent measles 
vaccine Was introduced in the United Kingdom in 
1967 and continued to be given until 1988 when 
the MMR was introduced. The damage claims . 
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for monovalent measles amount in number to . 
less than half a year's worth of the MMR 
damage claims in the United Kingdom. 

Chainnan: Deputy Neville asked a very 
interesting question about contact with the Irish 
Medicines Board to which nobody has replied. 

Ms Howlin: Deputy Cooper-Flynn mentioned 
alternatives. Colleagues of mine are very happy 
to use homeopathy as opposed to orthodox 
vaccination procedures. In many instances, the 
parents concerned had their·· first child 
immunised and then became aware of the 
controversy and decided not to have second and 
third children immunised. When their elder child 
was being given boosters for polio, for example, 
in school, they obviously became very worried' 
about their younger children. They have found 
that using polio nosodes is very effective in 
treating their children. As their use has been the 
subject of much debate . in the homeopathic 
sector, every homeopath would not take this line, 
but for worried parents it is an alternative which 
could be explored. . 

Senator Jackman mentioned Dr. Andrew 
Wakefield and Dr. John O'Leary. The 
Department of Health and Children has placed 
information on the Internet. It has explored the 
research which has been undertaken and stated 
that other research groups established in· the 
United Kingdom have disputed and disproved 
their theories. Dr. Wakefield recommended that 
the MMR vaccine should be given separately . 
The Department has stated, however. I think in 
1999, that it would not be in favour of separating 
the dosages because it would leave children at 
risk. Thankfully, because of the US 
congressional hearing in April this year, a further 
three years of independent research by Dr. 
Wakefield and Dr. O'Leary is to be funded. We 
hope this will cause the situation to be reviewed 
and the findings of Dr. Wakefield's research to 
be taken on board as accurate. I am sure they 
will make the Joint Committee aware of this. 

Ms Twomey: When I returned from London 
with my son I had photographs which clearly 
displayed nodules on three sections of his bowel. 
We are going through the final stage of testing at 

. Professor O'Leary's pathology laboratory at the 
CoOmbe and are awaiting a result to identify the 
cause of the problem, which we believe led to 
the onset of autism· and his behavioural 
changes. One of the leading paediatric 
gastroenterologists in the country at the time 
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suggested through discussion with a general 
. practitioner that the nodules did not exist and 

that there was nothing wrong with my son's 
bowel. I omitted to bring them with me, but the 
pictures are very clear. 

Chairman: I thank the Members of the Joint 
Committee for their patience and interest in this 
matter. I also thank those who have been 
involved in this exchange, which we have found 
very revealing, expansive and interesting and, at 
times, provocative to the extent of being 
shocking. It has been an extremely valuable 
experience and I hope you are of the view that it 
has been worth your while attending. We will 
invite representatives from the medical side to 
appear before the Joint Committee in two weeks 
time. If some of you are asked at a later stage 
to reappear before the Joint Committee,1 hope 
you will be willing to make yourselves available. 
I thank you all for your attendance. 

The Joint Committee adjourned at 11.45 a.m. 
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Chainnan: In July of this year. the Committee 
agreed to consider the issue of child vaccination, 
including· an examination of the current 
vaccination policy and practices. poor take-up 
rates and public concerns about the risks or 
adverse affects involved. We invited written 
submissions from the' general public. the 
medical profession, h~aJth boards and others. 
To date, we have received in e){cess of 80 
submissions. The Committee also agreed that 
it would invite selected correspondents to 
address it in person. At today's meeting we will 
hear the views of the Department of Health and 
Children, the public health directors and the Irish 
Pharmaceutical Healthcare Association - which 
is the representative bodyfor the pharmaceutical 
industry in Ireland. I will call on each of the 
groups to make an opening presentation of 
approximately ten but not more than 15 minutes. 
This will then be followed by a question and 
answer session. 
. I will now introduce the people who will be 
addressing the Committee today.' From the 
Department of Health and Children we have Dr. 
Jim Kiely, chief medical officer. Dr. John Devlin. 
assistant chief medical. officer, Ms Dora 
Hennessy and Fergal Goodman from the 
Department's community health area and Dr. 
MichaeJ Mulcahy. Representing the public 
health directors from the health boards are Dr. 
KevinKelleher, director of public health in the 
Mid-Western Health Board, Dr. Patrick Doorley, 
director of public health in the Midland Health· 
Board, and Ms Maureen Windle, representing 
the health board CEOs. From the Irish 
Pharmaceutical Healthcare Association we are 
joined by Ann Nolan, Brian Murphyand Dr. Mike 
Watson. 

I wish to remind our· guests that we, as 
Members of the Committee, have privilege but, 
unfortunately, that does not extend to them. I 
call on Dr. Kevin Kelleher. public health director 
at the Mid-Western Health Board to commence 
proceedings. 

Dr Kelleher: Thanks very mUCh, Chairman 
and Members. I wish to make two points before . 
I start. This is actually a submission from both 
the directors of public health and from the chief 
executive officers of the health board. That is 
why th$ three of us are here. We are also 
presenting it as an aid· to your diScussions and 
we want to be party to those discussions. 

First, it would be useful for you to understand 
Dr. DoorIey's and my backgrounds. Both of us 
have been in public health fpr 15 or 20 years. 
We have both had long. involvement in 
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immunisation, Dr. Doorley here in Ireland and I 
have a history, prior to my arrival here, of ten 
years or more involvement in the area in the UK. 
I was also a paediatric registrar in the children's 
hospital in Birmingham prior to that. . So both of 
us have had quite a long involvement in this 
process. 
To begin with. you have my presentation. I will 

just take a number of the slides, I will not refer to 
all of them. However. you have all the slides and 
our more substantive document as well. It is 
important to say thaf:jmmunisationis very safe 
and very effective. Immunisation is one of the 
greatest public health triumphs of the 20th 
century. It is a very major and important part of 
our health services and our impact on health in 
the world. particularly here in Ireland. Second, it 
is very cost-effective; it is a cheap intervention 
that saves children, particularly. from having to 
enter hospital. It is very important to realise that 
immunisation saves children from entering 
hospital and also that it saves their lives. 
Children used to die from the diseases that 
immunisation is there to prevent; they do not die . 
now. That is very important. 

There are very few contra-indications to 
immunisation. Very few children do not need to 
have immunisation medically. Actually. the 
literature is beginning to show that there are 
virtually none. However. there are some still but 
very few. The benefits of immunisation greatly 
outweigh the risks. There are risks, we are not 
denying that, but the benefits are vastly greater. 
There is no denying that in the medical literature 
which we provided for in our full repOrt. A 
problem we face as well is that when we have 
low uptake rates, we are opening ourselves to 
outbreaks of the diseases we are trying to 
prevent. I will refer to those later. 

What have been the successes of vaccines? . 
We have .eradicated a disease in this world 
which used to ravage its population, namely, 
smallpox. A disease which used to be feared in 
the earlier part of our history has been 
eradicated totally because of vaccination. We 
are close to doing so with another disease: polio. 
Polio. has been eradicated in the western 
hemisphere and is close to being erad.icated and 
it is anticipated that it will be eradicated by the 
middle of this decade in the rest of the world. 
These are major successes. I am sure people 
here know people who had . polio and are aware 
of the damaging effects it has on people's lives. 
That has now' stopped. We are controlling 
diseases. 
. One of the most recent examples of that is th~ 
disease haemophilus influenZae. We introduced 
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a vaccine for that in the earlier part of the last 
decade and that disease has now virtually 
disappeared. When I was a paediatric registrar 
in hospitals, we lived in fear of that disease and 
· also of a disease called epiglottitis which caused 
children to have severe breathing difficulties. if 
you talk to people who are in training now and 
they have never seen the disease. I used to be 
in trepidation on the weekends I was on call that 
we might get cases of the disease in because 
they were very difficult to cope with. We were 

. always on tenterhooks; but you do not see the 
disease now simply because of the vaccine we 
have developed. 

Similarly with measles, we can control the . 
disease and if we get our immunisation rates 

. right the disease virtually does not occur and we 
can actually identify explicitly why it happened. 
Diphtheria has disappeared, it is now folklore in 

· this country. Unfortunately, there was an 
· outbreak of diphtheria in Russia in the past 
decade because the immunisation rates there 
fell and the disease returned. We can prevent 
and control these diseases. The poSition is 
similar with whooping cough. 
There has been a tenfold decrease in Ireland of 

haemophilus influenzae - Hib. We expect a 
further decline as more children are immunised 
against it. These are important issues for our 
children who should not have to go into hospital 
as a consequence of not being immunised. 

If I could just talk now about the measles 
outbreak this year in Dublin. Because of our low 
uptake of immunisation against measles -less 
than 80 per cent, in parts of the country much 
less - we had an outbreak· of measles in north 
Dublin this year. If you look at slide 13 which is 
on page 5 or 6, you can see the incidence of 
measles over the past 20 years or so. Measles 
occurs in epidemics and this year we have had 
such an epidemic in north Dublin. In 1999 there 
. were150 cases. in the whole of Ireland. In the 
first six months of this year there were.1, 1 00 
cases, the majority of which occurred in Dublin. 

Some 10 per cent of those children were 
admitted to hospital and six went into intensive 
care. We know two children had measles
related deaths as a result. That is solely 
because we did not have the correct level of 
uptake of measles vaccine in the country. Our 
uptake levels in Ireland are not as we would 
have wished them to be. We recognise that and 
that is an issue we are doing something about. . 
The levels are not there and I will cOme back 
again to some of the reasons that is so. 
On cost-effectiveness, there have been well in . 

excess of 160 studies looking at the cost-
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effectiveness of vaccination. They consistently 
show that immunisation is cost-effective and, 
more remarkably, helps save admissions to 
hospital and actually saves money to the health 
care system as well, which is very important for 
us all. 

I want to talk about the issue of . the . 
communication to parents of immunisation and 
its risks. We recognise that this is a very 
important part of the procedures that need to 
take place. Our system is set up so that there is 
quite a number of occasions on which that 
communication can occur with parents. There is 
literature available but, more importantly, we 
have organised within our system for our health 
care professionals to have specifIC time to have 

. those discussions with the· parents. It is a 
fundamental part of the public health nurse's job 
on her first visit to a mother and baby after birth 
to speak to them and explain to them the issues 
surrounding immunisation. They are then asked 
to go onto see their general practitioner to have 
further discussions about it. On each occasion 
they visit the general practitioner, they have an 
opportUnity· to discuss the issues surrounding 
immunisation on each time that comes. So, our 
sYstem is actually designed to make sure that 
information is passed on and there is an 
opportunity for parents to discuss and be 
informed about immunisation. We provide that 
information. 

Our difficulty is there is a lot of information 
within the system that is both misleading and 
inaccurate about immunisation and we have to 
counteract that. That has caused us difficulties 
as can be seen from our immunisation rates. 
We fully support and we strongly advocate that 
parents must make an inform.ed choice about· 
immunisation. That is the parents' responsibility 
and our job is to help them to make that decision 
and to deliver the service, if they so wish, as a 
consequence of that. . 
What can be done to improve the uptake within 

Ireland at the moment? We recognise that one 
of the major difficulties to be faced at the 
moment is the· information system we have. 
about immunisation. The system does not 
readily support accurate Information· being 
obtained. All the health boards over the last two 
years have been working very fevenshly and 
actively about getting something done in. this . 
area. The directors of public health with the 
CEOs have done a number of studies looking at 
how best to do this and we have shown quite 
clearly that, if we can get-the systems correct, 
we can improve immunisation rates byflVe to ten 
percentage points. 
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We need to improve the systems within the 
health boards and we need to help general 
practitioners to improve the systems within their 
practices. We need to get the information to 
flow rapidly. We need the information back into 
the system within days of. the child being 
immunised. Sometimes now it is months if not 
years before some of that information comes 
back. We need to improve those systems. That 
is because much of this system is a paper-based 
system and we would wish to move over to a 
fully electronic system. So, there are issues 
there we need to do. 

We are also actively targeting those areas 
where there are low uptakes. We do this in a 
variety of ways. We look at geographical areas 
or groups that may have low uptake. We also 
look at it by general practitioner or. by public 
health nurse caseloads to see what we can do to 
help those individuals. Increasingly we want to 
focus on babies who are three to seven months 
old who have not yet started the programme. It 
is important because the evidence is quite clear 
that, if children are not immunised by the time 
they are a year, they are highly unlikely ever to 
be immunised. So, the issue is to come to them 
at the point of three to six months to make an 
effort to make sure they are making an informed' 
choice about whether or not to be immunised at 
that point in time. 

We need to ensure that the myths and the 
inaccuracies about immunisation are removed 
from the system. That is about both profesSional 
and public education. We want to make sure 
that there is specialist advice readily available in 
those few difficult cases that might exist. 

We have to accept· that this is a parental 
responsibility about whether or not their child 
should be immunised. We will be willing to do 
anything that may help them make that decision,' 
but Ultimately it is a parental responsibility and it 
is, therefore, something the parents must 
decide, not us the professionals. Our job is to 
support that decision. 
This is one of the most important public health 

interventions that we have at the moment here in . 
Ireland. This is about our children. This is about 
us preventing our children going into hospital. . I 
have had my children in hospital for other 
reasons. It is a dreadful problem to have your 
child in hospital. They are incredibly distreSsed. 
We know we have an intervention here that 
stops children going into hospital. These 
diseases are not mild diseases. Measles is a 
very unpleasant disease. Some 10 per cent of 
children whO get measles go into hOspital. A 
child in hospital is not nice, for the child or for the 
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family. It causes great problems. We know we 
can stop that and I think we have every 
responsibility to make sure we stop that. 

On the issue of safety which others of my 
colleagues will talk about in more depth. the 
evidence in the scientific .Iiterature is clear. The 
benefits from immunisation are. vast. The 
evidence about problems are minimal, and 
virtually every time we have been told there is a 
problem with a vaccine,' it has turned ,out not to 
be true when challenged by the scientists who 
are there and who can do that for us. 
Repeatedly they have shown that, when people 
say there is a problem with 'this vaccine or that 
one, they are proved not to be so. We accept 
and we are responsible for making sure that' 
parents are able to make an informed decision 
and it is our responsibility to make sure that 
happens. We do not wish to impose this on 
parents, but we wish to help parents make a . 
responsible decision. 
Epidemics of vaccine preventable diseases will 

continue to occur. We will continue to have 
measles outbreaks like we have had in Dublin 
and children dying as a consequence of those 
outbreaks if we do not do something about 
improving our uptake rates.' . 

Chairman: We now have Dr. Jim Kiely from 
the Department of Health and Children .. 

Dr. Kiely: On behalf of the Department of 
Health and Children, I thank the Chairman and 
the Members of the Committee for giving us the 
opportunity 10 meet them to discuss the health 
and welfare of our children. and the important 
role immunisation policy has played and we 
know will continue to play in future in improving 
child health. Some of the things I will say will be 
related to what Dr. Kelleher has already 
mentioned, but I thi,nk the things that he has 
raised are of such vital importance that they~re 
important enough to bear repetition. So, if I do 
mention them again, J ask the committee to bear' 
that in mind. 
We agree with Dr. Kelleher that immunisation 

is one of the most important and cost..effective 
· public health measures that exists and it is a vital 
eiElment of the health services that we Provide to 
children from infancy. The Department's policy 
is to promote immunisation based on Irish and 

· international scientifIC advice where the benefits 
of the intervention far outweigh the possible . 
risks. We have sound evidence both from our 
own data and internationally that the incidence of 

· vaccine preventable diseases has been greatly 
. reduced with lower illness and lowe~ death rates 
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among children and that this development is 
directly related to the introduction and the 
implementation of effective vaccination policies. 
These diseases, and Dr. Kelleher has mentioned· 
some of them. are now at a level where people 
can easily forget how serious they can be and, 
perhaps inevitably, the fOCus of concern for 
some and many has shifted from the diseases to 
the vaccines and the safety of the vaccines in 
particular. 

It might be helpful if I outline briefly the 
historical situation in relation to communicable 
diseases in Ireland as the situation has changed 
substantially in recent decades. As Dr. Kelleher 
again mentioned, 50 years ago communicable 
diseases accounted for the deaths of almost one 
i!l four Irish people. These diseases included 
not only tuberculosis but typhoid fever, scarlet 
fever, Whooping cough, diphtheria, 'flu, polio and 
measles. In children aged betWeen one and 
five, the vast majority of deaths were caused by 
infectious diseases, including pneumonia, 
tuberculosis and the other diseases I have just 
mentioned. 
These diseases included not only tuberculosis 

but typhoid fever, scarletfever, whooping cough, 
diphtheria, flu, polio and measles. In children 
aged between one and five years, the vast 
majority of deaths were caused by infectious 
diseases, including phenomena, TB and the 
other diseases I mentioned. In the intervening 
period, improved economic and social 

. conditions, together with public health action, 
have virtually eliminated many of these 
diseases. The submission which the 
Department already made to the committee and 
which is available includes graphs which 
illustrate the reduction which has been achieved 
over the past number of decades .. Much of this 
reduction in infectious diseases is attributable to 
medical advances, including the development of 
vaccines and new drugs. 

In common with the rest of the developed 
world,lreland has a programme of child 
immunisation. The Irish targets· to reduce 
communicable diseases are in accordance with 

. the recommendations of the WHO. The 
intention of child immunisation has always been 

. to protect vulnerable individuals as early in life as 
possible from the risk of death, disease and long 
term complications attributable to specific . 
infections. If a sufficiently high uptake of 
immunisation can be achieved and maintained, 
the community generally will be protected and 
ultimately we hope to see these diseases 
eventually eliminated. This has been achieved 
with smallpox and it is expected that within the 
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next year or two, polio will also be declared to 
·have been eliminated worldwide. After this, the 
objective is to achieve the elimination of 
measles, which in many countries has already 
almost disappeared owing to high immunisation 
rates. Another striking example of the benefits 
. of immunisation is the ten-fold reduction in the 
incidence of haemophilus disease, which was 
mentioned by Dr. Kelleher, following the 
introduction of the routine vaccination against it 
in 1992; 

The policy we adopt in the Department is 
guided by advice from a range of independent 
expert sources both in Ireland and 
internationally. In Ireland, these include the 
immunisation advisory committee of the College 
of PhySicians of Ireland, the National· Disease 
Surveillance Centre and the Irish Medicines 
Board, and at international level we are guided 
by the WHO. 
Account has to be taken of issues such as the 

pattern of infectious diseases in Ireland and 
elsewhere, the development of new· vaccines 
from time to time and ensuring the vaccines 
used in the immunisation programme are both 
safe and effeCtive. By way of illustrating the 
developments which are occurring regularly in 
the field of immunisation, in a major EU initiative 
a new programme to protect children and young 
people against group C meningococcal disease 
was launched in October of this year. The public 

. response to this programme has been good so 
. far and the indications at this early stage are that 
uptake is good. None of us need to be reminded . 
of how frightening and devastating meningitis 
can be and the introduction of this new vaccine 
will, we hope, lead to a major reduction in the 
incidence of the particular strain of the disease, 
group C, which accounts for about one third of 
meningitiS cases in Ireland. It is worth noting 
that in Britain, where the vaCcine was intrOduced 
in autumn 1999, just over one year ago, a 
reduction of approximately 75 per cent in cases 
of group C meningococcal disease has already 
been achieved.· It is hoped that in the coming. 
years vaccines to protect against group B 
meningitis. which accounts for about two thirds 
of meningitis cases in Ireland, will also become 
available . 

The immunisation programme is kept under 
constant review and includes the incorporation of 
new and improvedvaccines as they become 
available. For example, in 1996 when the 
acellular DTP vaccine was developed with an 
improved safety profile, the . previous· product 
was replaced and the new product immediately 
implemented. Under the primary.immunisation 
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programme, parents are. offered free 
immunisation for their children against a range of 
potentially serious childhood diseases. This 
service is provided mainly through the family 
doctor. Visits for immunisation are scheduled 
for two,four, six .and 15 months and the 
diseases against which the immunisation is 
offered as those we have already talked about 
and which Dr. Kelleher has so graphically 
described .. 
The delivery arrangements in place follow from 

a review carried out in 1994 by a review. group 
established by the Minister of Health at the time. 
This recommended that the general practitioner 
was ideally placed to deliver primary 
immunisation and therefore should be the 
principal health. profeSSional involved in 
delivering this service. This recommendation 
was made in the context and on the basis that 
the GP will be able to consult with parents, 
explain the benefits and possible risks and allow 
them to make an informed decision on this most 
important aspect of their child's health. I wish to 
again underline what Dr. Kelleher said about our 
wish to facilitate parents to make· informed 
choices, that they are given the information in a· 
free and full way by the GP ,know the up and 
down sides of vaccines and make an informed 
decision. That is the basis on which we 
implement the programme. 
·It is acknowledged that reported immunisation 

uptake in Ireland is below the target of 95 per 
cent and indeed it does not compare well with 
the rest of the EU. For OPT, polio, Hib 
immunisation, uptake is approximately 85 per 
cent. However, for MMR it is lower, averaging 
about 76 per cent nationally. As Dr. Kelleher 
mentioned, the Department, the health boards 
and other parties to the programme are working 
to achieve the 95 per cent uptake by addressing 
a number of issues which are believed to have 
contributed to the low uptake. We have, 
unfortunately, recently seen where immunisation 
is below the target level, the community is 
vulnerable to outbreaks of disease. There have 
been over 1,500 cases ofmeas/es this year, with 
many children - approximately 10 per cent -
having been hospitalised, with two deaths 
associated with the disease. . While the 
indications are that this outbreak has been 
brought under control, it underlines the need for 
a high uptake of MMR vaccine to be achieved 
and maintained if future outbreaks are to be . 
avoided. 

I would like to turn to the issue of vaccine 
safety, which has been discussed this morning 

. and at previous meetings of the Committee. In 
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order for confidence in the immunisation 
program me to ~ maintained, parents and health 
professionals involved in delivering the 
immunisation programme must be reassured 
that vaccines are safe. They· must· have 
accurate information about the benefits and 
possible side affects. The international 
consensus which we draw upon in this regard is 
that the vaccines we have in our programme are 
safe and effective. Nonetheless, we are aware 
that from time to time concerns have been 
expressed about the safety of some vaccines, 
most nOtably and most recently MMR. We deal 
in some detail with that issue in our submission. 
This fssue is of paramount importance to us and 
the concerns which have been raised have been 
carefully evaluated by the Department and 
appropriate . independent experts in the 
international peer review scientific committee in 
order to ensure the vaccines are safe and 
effective. I take this opportunity to emphasise 
that all the expert advice available to us in the 
Department is that the vaccines in use are safe 
and are highly effective both in individuals and in 
the community in general. The Department will 
continue to monitor any further research in this 
area.· 
. It is also important to note that vaccines are 
subject to rigorous testing before being licensed 
and are also subject to ongoing monitoring when 
in use. The Irish Medicines Board, the licensing 
authority, is an independent body the objective of 
which is to ensure in so far· as possible, 
consistent with . current medical and scientific 
knowledge, the quality, safety and effICaCY of all 
medicines available in Ireland, including 
vaccines. Followingthe licensing ofa medicinal 
product such as a vaccine, the 1MB monitors the 
type and frequency of reported side effects. 
While over the years many hypotheses have 
been advanced which have sought to link 
various vaccines with the development of 
various conditions in children, I must stress that 
such links have not yet been proven .. It is 
important to bear in mind that children receive a 
series of vaccinations in the first 18 months or so . 
of their lives, the same period during which 
certain disabilities may become apparent. The 
emergence of a disability,. therefore, may be a 
coincidental event and cannot be assumed to be 
vaccine related simply on the basis of a 
temporary relationship. It is acknowledged that 
in common with other therapeutic substances. 
adverse reactions to vaccines can occasionally 
occur and there are mechanisms in place to 
record and investigate such· events . 
Nevertheless, it is considered in this country as 
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in others that· the benefits to children far 
outweigh the potential risks and they help protect 
children from serious consequences of 
previously prevalent diseases. In other words, 
the chances of a child suffering a serious 
reaction to a vaccine are much smaller than the 
chances of contracting the disease with all the 
appalling sequelae which can occur. The 
identification and use of contrary indications to 
the vaccinas also helps further reduce any 
potential risk through the vaccine. 
In conclusion, I again stress that immunisation 

has been proven to be a very safe and effective 
measure in combating infectious diseases in 
children and in the community generally. The 
reduction in the incidence of infectious disease, 
the elimination of some conditions and the 
consequent improvement· in children's health 
which have been achieved 10 date are very 
largely due 10 the development and use of 
effective vaccines. The primary immunisation 
programme, for which we have a policy 
responsibility, will continue 10 be an essential 
element of our health services for our children 
and will be adapled as necessary to respond to 
developments in the field of vaccination in future 
in terms of new vaccine development, the 
availability of such vaccines and, in particular, 
the safety profile of all vaccines in use. 

Ms Nolan: The . Irish Pharmaceutical 
Healthcare ASSOCiation represents the 
pharmaceutical industry in Ireland and our. 
members include those companies which supply 
the various childhood vaccines given to Irish 
children. We are very pleased to have the 
opportunity to be before the Committee to set 
out the facts about childhood vaccines. 

My colleague, Brian Murphy, will then outline 
some of the suggestions we make in our . 
submission as to how uptake levels could' be 
raised to the levels necessary to ensure that 
Irish children benefit as fully as possible from 
vaccines. I have attached a CV for each 
member of the delegation to the back of the 
submission in order that committee members 
will be aware of our individual competencies. 
The presentation is very much a precis of what 
is included in our paper, the bulk of whose text is 
substantiated and referenced throughout. 

Unfortunately, some of the content of the 
presentation may involve some repetition of what 
our departmental colleagues said'but I would like 
to go through' the main points. Vaccination is 
one of the safest medical interventions . and 

. probably the most cost effective of all health 
care initiatives. More lives have been saved 
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through vaccination against infectious diseases 
than through any other public health intervention; 
apart perhaps from the provision of clean water. 
Vaccination has eliminated many serious ,and 
potentially fatal diseases, particularly the 
introduction of the Hitrmeningitis vaccine in 
1993. The WHO is of the view that the benefits 
from vaccines for individuals and communities 
far outweigh the disadvantages and it is working 
to ensure that all people at risk are protected 
against vaccine-preventable diseases. In 
Ireland, vaccination is strongly recommended by 
the Department of Health.and Children, a view 
endorsed by the Royal College of Physicians in 
Ireland, the Faculty of Paediatrics, the Irish 
College of General Practitioners and the 
National Disease Surveillance Centre. 

The pharmaceutical industry r~earches, 
develops and manufactures medicines and 
vaccines. The industry is committed to 
developing and manufacturing safe and effective 
vaccines. Vaccines are notOriously difficult to 
produce, taking perhaps 20 months from start to 
finish. The manufacturing process is a lengthy 
and· complex one which is subject to 
independent scrutiny by regulatory authorities 
throughout Europe. The Irish Medicines Board 
is the Irish licensing authority charged with thal 

. responsibility. All vaccines must undergo clinical 
trials before they are licensed for use. Several 
batches of the ane vaccine are tested during a 
trial 10 ensure batch to batch conSistency in 
terms of clinical safety and efficacy. It has been 
suggested in some quarters that clinical trials 
should be. carried out on existing vaccines 
involving panels of vaccinated and non
vaccinated children. I would submit to any 
regulatory authority or vaccine manufacturer that 
such a proposition would not be acceptable from 
an ethical point of view on the basis that it would 
expose a panel of non-vaccinated children to the 
dangers inherent in catching a vaccine-

. preventable illness. Sadly, as has already been 
mentioned, we have seen all too clearly in Dublin 
this year the very real dangers posed to non
vaccinated children in the face of a measles 
outbreak. 

Vaccines can only be approved for use and 
placed on the market following a rigOrous 
benefit-risk assessment by independent 
scientific experts in national regulatory 
authorities. Even after a vaccine is licensed by 
the Irish Medicines Board. every batch 
undergoes internal batch release testing by the 
company and must also be submitted for testing 

. to an independent, WH~approved. external 
body prior to use .. The safety Qf all vaccinesis 
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closely monitored after they are released on the 
market. In the EU, data on side effects or 
adverse reactions for all medicines, including 
vaccines, must be collected by the manufacturer 
and by regulatory authorities. Such data is 
gathered from reports of adverse reactions 
submitted by health care professionals and also 
from literature reports of adverse reactions. 
Doctors, nurses, dentists and pharmacists are 
encouraged to report adverse reactions through 
the use of the yellow card system here, even if 
they are not sure whether the vaccine caused 
the reaction. The information collected is 
scientifically evaluated and appropriate action is 
taken by the regulatory authority, where 
necessary. Systems have been established to 
ensure that reports of adverse drug reactions 
are exchanged between regulatory authorities 
worldwide. Therefore, the surveillance of. 
vaccines in Ireland is not only based on 
experiences here and in other EU member 
states but also on additional data from outside 
the EU. The safety of vaccines is a key concern. 

As infectious diseases continue to decline. 
some people have become less aware of the 
consequences of illnesses such as diphtheria 
and tetanus and more concerned about the risks 
associated with vaccines. As vaccination is a 
common and memorable event, any illness 
following immunisation may be attributed to the 
vaccine even though scientific evidence to 
support a link between the two may be weak or 

· non-existent. Although vaccines are, in general, 
extreme\ysafe, no vaccine is completely without 
adverse effects. Minor reactions to vaccinations 
are common and expected but serious and 
major reactions are extremely rare. . 
To put the safety of vaccines in context, the risk 

of complications from vaccine preventable 
. diseases far outweighs the risk of adverse 
events following the use of vaccines .. Prior to the 
introduction of the national immunisation 
programmes, more than 2,000 Irish children per 
annum died of diseases which are now vaccine 
preventable. That figure equates to a mortality 
rate of 3 per cent. The incidence of severe 
adverse events following vaccination is closer to . 

· one ina million than three in a hundred. From a 
public health point of view, the benefit:risk ratio 
supports vaccination. That is a fact. That is not. 
of course, to deny that proper provision must be 

· made for the small number of adverse events 
which may occur. 

As measles have been the subject of much 
recent media interest, it is worth taking a clOser 
look at the risks facing a child with measles 
compared with the risk of side effects associated 
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with the MMR vaccine. The table provided 
shows some of the symptoms of the measles 
diSease and the side effects of the. MMR 
· vacCine. For example, children with measles all 
get rashes. and fevers whereas there is a 5 per 
cent chance of their getting a rash following a 
vaccine or a 5 to 15 per cent chance of fever. 
Some 18 out of every 100 children with measles 
will be hospitalised and two in 1,000 will die from 
the disease. Only one out of every 1,000 

· children will· be hospitalised as a result of the 
MMR vaccine. I will not go down through the 
entire table. Our submission sets out equally 
stark comparisons for other infectious diseases 
such as whooping cough, mumps and rubella. 

Health professionals have a responsibility to 
address parents' fears regarding the safety of 
vaccines by listening to them and providing them 
with accurate, understandable information about 
vaccination in order that they can make an 
informed decision to vaccinate their children. 
Vaccine manufacturers provide detailed 
information about their products in a patient 
information leaflet which accompanies the 
vaccine. Included in this information are lists of 
the contraindications and side-effects of all 
vaccines. I have provided examples. of patient 
information leaflets in order that .committee 
memberS can see for themselves the level of 
detail contained therein. The content of.leaflets 
must be consistent with a summary of product 
characteristics which is approved by the Irish 
Medicines Board as part of the authorisation 
process for the vaccine. The industry 
wholeheartedly supports the proviSion of detailed 
information to parents prior to the vaccination of 
their children. However, health professionals 
can only inform. patients once the parents 
present their children at surgeries. The current 
problem of low uptake results from parents 
deciding not to cOnsult their doctors at all about 
vaccination~ Such decisions are made on the 
basis of incomplete information which is often 
obtained from sources which are not medically 
qualified. 

The industry is .concerned by· some of the 
· reports which appear in the daily newspapers 
about vaccinations and I have outlined two 
examples of that in the· submission. An article 
published in the Evening Herald last week was 
refuted out of hand by the Irish Medicines Board 

· and the National Disease Surveillance Centre. 
A successful public· health policy demands 
imaginatiVe approaches to get parents to enter 
into dialogue in the first -instance with health 
professionals. The balance of risk and benefit is 
very favourable for all of the common childhood 
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vaccines used in Ireland and it is the IPHA's view 
that. having heard all of the facts. parents will 
conClude that vaccination provides clear benefits 
for their children. 

I would like to address the alleged link between 
MMR and diseases such as Crohn's disease 
and autism, a link which has also received a 
great deal of coverage in the media. The weight 

· of evidence goes strongly against such a link. 
The Wakefield study. carried out on a group of 
12 patients,· suggests a possible link between 

· MMR. bowel disease and autism. Many other 
studies carried ourin this area have not received 
the same level of publicity as the Wakefield one. 
Professor Brent Taylor. professor of paediatrics 
at the same hospital as Wakefield studied 498 . 
cases of autism disorders di~gnosed since 1979 
and did not find any association with MMR. 
Neither did he identify any increase following the 
introduction of MMR in 1988. Similarly. a 
Swedish study in this area did not identify any 
association between MMR and autism and found 
no change in the prevalence of autism in 
children born in Sweden following the 
introduction of MMR. Two other studies 
published in The Lancet in 1997 and a study in 

· the British Medical Journal in 1998 did not 
demonstrate any link with the measles vaccine. 
Neither did the UK Committee on the Safety of 
Medicines which examined the records of 92 
children with autism and 15 with Crohn's disease 
find any such link. 

The National Disease Surveillance Centre 
expressed the view in a statement in April as 
follows: "It would be a disaster if children were to 
die of vaccine-preventable disease over this 
unsubstantiated vaccine scare. We join in one 

· voice with the Department of Health, the Irish 
Medicines Board and the Royal College of 
Physicians to refute the allegations made about 
the link between the MMR vaccine and the 
development of autism." 

For parents who find themselves in·the tragic 
position of having a child with autism. there are 
many real issues to be tackled such as the 
nature of the disorder, the· support services 
available for their children and so on. Every 
effort must be made to address these issues in 

· a meaningful way in the appropriate· forum. 
However, we believe it is important that they do 
not become embroiled in the discussions on the 
safety of vaccines. 
·It is necessary to have approximately 95 per 

cent of children immuni~ed if a society is to be 
able to protect them against the spread . of 
disease. It is a matter of considerable concern 
that vaccination rates in some parts of Ireland . 
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fall signifiCantly below this level. The recent 
measles outbreak has shown the dangers 
inherent in allowing uptake rates to fall; In the 
first six months of 2000, 1,221 cases of measles· 
were notified as against just 73 in the same 
period in 1999. Several children became 
seriously ill, requiring hospitalisation and, 
tragically, tWo died. Vaccination awareness 
campaigns have been run earlier this year by the 
IPHA in co-operation with the Health Promotion 
Unit in the Department of Health and Children 
and by the Office for Health Gain. The IPHA is 
happy to be involved in education campaigns 
about vaccines and medicines generally. 
Indeed, it is part of our overall strategy for the 
association. Unfortunately, despite these 
campaigns, uptake levels remain Worryingly low. 

Mr. Murphy: I would like to go through some 
of our recommendations. Coming from a 
perspective where we view vaccines as a· very 
safe and effective medical intevention, we have 
greatconcems that the level of uptake is so low. 
In accordance with the terms of reference of this 
inquiry, we thought we would make some 
recommendations . as to how these uptake 
figures could be increased and, therefore, a 
greater number of children protected from 
preventable diseases. 
The first recommendation is in the whole area 

of the provision of training and information to 
health profesSionals, to help them to address 
parental concerns about vaccination. This year's 
IPHA information campaign and the recent 
meningitis vaccination campaign offer useful 
experience from which to draw in developing 
such training and information. It is not sufficient 
just to say that parents must be provided with . 
information. GPs and others in the area must be 
facilitated and provided with that information and 
given the sort of detailed information parents 
would like to receive. Second, it is important that 
the time is taken by healthcare professionals to 
listen to and reassure parents, to ensure their 
queries are answered. Third, we would like to 
see a more co-ordinated and in-depth approach 
to health promotion initiatives in the area of 
vaccination. There are very many good health 
promotion initiatives in this area .but, by their 
nature, they tend to be one initiative and 
something a number of months or a year later .. 
There needs to be more ofa rolling programme. 
The evidence suggests that, particularly in the 
area of vaccination, if you do not have pretty 
much a continuous programme, the effect is lost 
because people's attention span is quite limited. 

. We would need to do this in a co-ordinated way 
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throughout the course of each year .. 
It is also imPortant to be realistic about the 

times in which we now live. Given the stresses 
people are under and the limited amount of time 
they have available, we recommend that parents 
should be facilitated in arranging to have their 
children vaccinated, perhaps by arranging to 
have evening or weekend clinics or paid time off 
work to take a child for vaccination. This type of 
model already. exists for parents in relation to 
care before and after the birth of a child wt)en 
employees can take time off work. This is 
equally important in relation to vaccination. This 
might seem very small but it is a very practical 
concern that has come up during some of our 
discussions over the last year or so. . 
If we want to listen to what parents are saying, 

we need to research their views in this area. We 
advocate the commissioning of regular 
qualitative and quantitative market research. 
The type of issues that could be addressed in 
that research are as follows: why parents do not 
get their children vaccinated; what are their 
levels of awareness and knowledge of the 
various promotional initiatives that take place; 
what are their prinCipal sources of information, 
both generally and specifically on medical 
matters. If this type of data were available, then 
targeted vaccination initiatives could be prepared 
which would help to raise uptake levels and thus 
provide better· protection for children against 
these vaccine-preventable diseases.· . 

We also believe it would be beneficial to 
establish a central vaccines planning and control 
unit within the Department of· Health and 
Children with overall responsibility for vaccines 
promotion, policy, procurement and delivery. 
We are not suggesting a huge staff but basically 
a small co-ordinating unit that would ensure 
measures were being implemented by all those 
involved. It would be good to have improved 
dialogue between the pharmaceutical industry 
and vaccine policymakers. It is clear that there 
is a willingness on both sides to develop this 
dialogue further and we look forward to that. We 
would also echo the comments of the directors 
of public health in relation to the information 
flows regarding vaccination, in particular we 
believe that a major overhaul of the 
computerised childhood immunisation databases 
is required. Work on this·· has already 
commenced and there are improvements taking 
place. This issue relates to the type of society in 
which, we now·live. People move around much 
more than they used to. If we do not have 
computerised databases, itwill mean that we will 
lose children through the cracks. Children may 
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also be registered in two or three places so the 
figures may not be as bad as they appear in 
relation to uptake levels. 

There should be an investigation of the 
possible revision of GP payment schedules for 
immunisation. It needs to be recognised that to 
achieve a 95 per cent immunisation level is a 
very difficult task in some. areas, requiring a 
large amount of administration. Perhaps this 
should be more reflected in the payment 
schedules in particular areas throughout the 

. country. 
. There could be improvements to the tendering 
system for vaccines with a view to facilitating the 
better operation of the supply chain. We have 
addressed this aspect in· more detail in our 
submission; 

In conclusion, I echo some of the comments 
made already. The development of childhood 
vaccines is one of the great success stories· of 
modern medicine. As a result the oppOrtunity 
exists to rid our children of the threat of many 
debilitating, and in some cases, potentially life
threatening diseases.· Resulting from the 
deliberations of this committee, IPHA hopes that 
improvements such as those ouUined above can 
be implemented. that parents can be reassured 
and children protected. 

Chairman: Some Deputies wish to attend the 
Order of Business, therefore, I will call Deputy 
Mitchell. . 

Deputy G. Mitchell: In relation to Dr.· 
Kelleher's presentation, what is the Departmenfs . 
view on a smart card for child immunisation? A 
record could be kept on this smart card which 
would in time feed into a national database 
information on immunisation. In most cases, a . 
child's immunisation record depends on either . 
having the same doctor from childhood or the 
memory of a parent. . 

My understanding in relation to many of the 
drugs used - I do not know wheth~r this applies 
to immunisation and the categories we have 
been discussing - much of the testing takes 

. place on adults. In other words, the drugs are 
not specifically tested on children throughout the 
European Union. Is that the case in relation to 
these particular drugs or what is the· testing 
procedure? Is the testing done on adults, with a 
smaller dosage for Children. or is there specific 
research done on the effects.on children before· 
the immunisation programmes take place? 
What children are notable to take 
immunisation? I understand that some chiidren 
fall into this category. Can you give an 
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explanation for the outbreak of measles in north 
Dublin? Maybe I missed it, but I do think this 

. was addressed in the presentation. Did Japan 
and Sweden resume vaccinations subsequently? 

I would like to ask the IPHA about 
immunisation in the Third World. The reason I 
ask this is that we should be cOncerned about 
this issue from a humanitarian point of view. It 
seems that drugs which are relatively cheap 
here are very expensive in developing countries 
and people·are not immunised for that reason. 
What is the approach of the IPHA and its 
international associated bodies to this issue? 
The spread of HIV and AIDS in Africa will have 
knock-on consequences for Europe. What are 
the implications of the absence of immunisation 
in the developing world for the developed world, 
including Ireland? 

In its presentation the IPHA stated:" "It is "s 
matter of particular concern that vaccination 
rates in some parts of Ireland fall significantly 
below the level of 95 per cent· which is 
recommended". How far below are they and in 
which regions? Maybe this information was 
given but I did not pick it up. Why are these 
areas below the recommended figure? In 
relation to the IPHA recommendation on the 
establishment of a central vaccines planning and 
control unit, has the Department of Health and 
Children considered this recommendation and 

" what is its view on it? 
I· read the article in the Evening Herald which 

was submitted and the piece which shows, 
according to the Irish Medicines Board, that it 
was not accurate. The article states that parents 
are voting with their feet and are not bothering to 
have their children immunised because of the 
concerns they have. I already asked about the 
regions, but is there any national quantification 
of this? Are parents voting with their feet? "Do 
the Department, ·IPHA or health boards see a 
role for community pharmacists in this area? 
The.people most qualified in the community and 
who know most about drugs do not seem to be 
.relied upon in assisting people to come to an 
understanding of the issue. There should a set
aside area in community pharmacies where the 
pharmacist can be consulted by people on the 
effects of drugs. This cannot be done when the 
"pharmacist is standing behind a cash register. 
The community pharmacist is a greatly under
utilised-resource which could give parents the 
opportunity to ask questions and to be informed. 

Chainnan: "If I was a parent with real and 
genuine fears about vaccination. my response to 
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Deputy Mitchell would be "they would say that, 
wouldn't they". I did not hear in any of the 
presentations that there could· never be 
repercussions from vaccinations. Do you see in 
any circumstances where, because of the 
physical make-up of a child. there cOuld be a 
connection between vaccination and autism? 

" Deputy Keaveney: The presentations were 
excellent and are a first step. Reference was 
repeatedly made to the risks outweighing the 
disadvantages. I accept that this is the case, but 
the problem arises in the case of those people 
who have not had a. good experience. 
Reference was also made to the down-sides of 
vaccinations. The first two presentations 
referred to the controversy surrounding MMR 
and autism. It may be assumed erroneously that 
immunisation caused the problem. The 
Department of Health and Children stated that 
the emergence of a disability may. therefore. be 
a coincidental event and cannot be assumed to 
be vaccine related. If I was a parent I. would be 
worried about the risks. How could Dr. 
Wakefield find these 12 children when Mr. Taylor 
looked at 400 or 500 people? Would it have 
been possible to vaccine these 12 children at a . 
later stage and, if so, would the outcome have 
been different? I want to raise another question. 

Chainnan: Is it related? 

Deputy Keaveney: Yes. Are all our 
vaccinations and the timing ofthem on a parwith 
the rest of the EU and the US? 

Dr. Kelleher: Deputy Mitchell referred to the 
smart card. We have two initiatives in the health 
boards which relate to this process. My health 
board. has been asked by the Department of 
Health and Children to pilot a parent health-child 
health recorQ for all children. This has been" 
successfully introduced elsewhere in the world. 
The child's immunisation is recorded on paper 
and parents" cherish these books for their 
children. People from abroad living here are 
proud to have a book with their child's full record. 
We are lOoking at the introduction of smart cards 
elsewhere in the system in terms of the GMS, 
etc. and the two may eventually be able to be 

. merged. People value these records and this is 
why we" are taking this route. This will help 
significanUy. . . . 
On the question of what children should not be. 

immunised. the absolute contradictions are 
minimal. Even at that point they should be 
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discussed with a consultant paediatrician. In 
most the cases where there are potential contra- . 
indications, the children have pre-existing severe 
diseases, often neurological. In . those 
circumstances the discussion on whether the 
child should be immunised should be held with 
the consultant paediatrician. Often the inevitable 
decision is that the child should be immunised 
because the child will suffer more from the 
disease than immunisation. Again, this is a . 
matter for discussion between the paediatrician 
and the family of the child concerned. 

Japan and Sweden resumed vaccination and 
they now have high rates of immunisation for 
measles, mumps and rubella .. The north Dublin 
outbreak was almost certainly as a result 6f 
measles being brought intO the country from the 
UK, mainland Europe or elsewhere. This is how 
cases are caused - people carry in the disease. 
It is also probably because we have such a 
large-

Deputy G. Mitchell: I am sorry to interrupt 
you, but would those children not have been 
immunised? Was there a problem with the rate 
of immunisation which did not prevent the 
outbreak? 

Dr. Kelleher: I was referring to how the 
disease came into the country. It may have 
been within the community and may have been 
brought in from outside the jurisdiction .. The 
problem in north Dublin as well as in the rest of 
the country is that a large pool of children - . 
approximately 25 per cent - are not immunised 
against measles. This means there is an 
opportunity for measles to occur within the 
community. Babies who· are not normally 
immunised are protected by the system in that if 
there is a high level of immunisation in one year 
olds, toddlers, that protects babies who are most 
at risk. The reason for the outbreak is that only 
75 per cent of the population were covered and 
there was a large enough group - 25 per cent of 
the population - not covered. Hopefully that has 
answered the Deputy's point. 
On the issue of "They would say that anyway", 

our objective is to present the evidence that we 
know of and which has been put to the test of 
rigorous scientific debate. Increasingly, health 
care interventions should be scientifICally proven 
and rigorously debated by experts. That is the 
evidence we are presenting. The relationship 
between autism and the MMR is being debated 
and the debate is coming down very strongly 
against the relationship. I am sure the debate 
will continue, but the evidence is quite strong. 
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On the issue of "never', we are dearly saying 
that vaccination and immunisation have an 
impact; there are known risks associated with 
them, but, dearly, those risks are significantly 
outweighed by the benefits· to both individuals 
and the population as a whole. We are not 
denying that there are risks, but they are very 
small. . This is detailed in table 7 in our 
submission. We recognise and talk about them. 

Dr. Doorley: The answer to Deputy Mitchell's 
question about the .Iow uptake is yes; the areas 
which are hit are those in which the uptake is 
low. It is important to bring to your attention that, 
almost invariably, these are the poorer areas. 
There is a social dass gradient in the uptake of 
vaccination. 

Deputy G. Mitchell: Is north County. Dublin a 
poorer area? 

Ms Hennessy: The uptake is slighUy higher 
than in other areas of Dublin. There are pockets 
in certain areas north· and south west of the 
Liffey where the uptake is low. 

Deputy G. Mitchell: When you speak of north 
County Dublin are you induding every area of 
the city north of the Liffey? . 

Ms Hennessy: North of the Liffey. 

Dr. Doorley: That is the pattern. One need 
only look at what happened in 1994. I can name 
the areas, if the Deputy wishes, but it is the 
poorer areas which have been hit the most. 

Dr. Kiely: We need to come in on this aspect 
of the discussion. "They would say that, wouldn't 
they?" is something that is always said when we· 
talk in terms of promoting vaccinations. I started 
my presentation by thanking the Committee for 
giving us the opportunity to discuss the health 
and welfare Of our children .. There is no sibJation . 
in which we would preside over a policy decision 
and the implementation of a policy where we 
were aware that there was a. risk to children .. 
There would be absolutely no reason we would 
continue to promote the MMR in the face of any 
reputable scientific information that it was a 
dangerous and counterproductive intervention. 

As Dr. Keneher said, the entire debate has 
revolved around a number of papers from a 
particular centre. The international peer review 
scientific mechanism that-is being brought into 

. play in evaluating the evidence produced in 
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relation to this is predominantly, if not entirely, of 
the opinion that there is no evidence .within these 

. papers of a definite link between the MMR arid 
autism. Dr. Devlin may develop that theme a· 
little further. 

Deputy Keaveney mentioned the degree to 
which parents are aware of and build into their 
psyche the issue of adverse reactions and the 
down side of vaccinations. The reason the 1994 
reviewofthe vaccination programme insisted on 
the general practitioner being the central' 
professional in delivering this service was the 
nature of the personal relationship between 
general practitioners and their patients; the way 
in which general practitioners can sit down and 
discuss in a very mature and infonned way with ' 
parents the upside and downside of vaccines to 
enable parents to make an infonned deciSion. ' 

Parents do not have to make this decision on 
the first day they come. They can go away and 
think about it and come back the following week. 
They can raise whatever concerns they have, 
about the vaccine again. It is on that basis that 
the general practitioner is deemed to be the 
most appropriate person because he or she is, 
aware of the family history, may have vacCinated 
previous children and simply knows what there' 
is to know about the family. It is in that context 
that the infonnation is given, assimilated by the 
parents and an infonned decision made. 

There was a suggestion ,in the article in The 
Herald last week that the health authorities do 
not want parents to know the full facts. It is 
because we want them to know the full facts that 
we have assigned this central role to general 
practitioners. We know that if they know the full 
facts and make an infonned decision, they will 
make the right decision for their child at that 
time. 

Dr. Devlin~ I will talk about some of the safety 
aspects. There are, obviously, many,vaccines', 
available,some of which are candidates for 
selection for our national immunisation 
programme. At the end of the day, few are 
selected. The reason for this is that there are 
many hurdles or barriers that these vaccines 
must clear before they are selected' for 
introduct,ion to our programme. 

First. do we need the vaccines at all? This is 
based, on the epidemiology of the disease in 

'question. A good example is the national 
meningitis C vaccination programme. Ireland 
has one of the highest rates of this disease in 
Europe. On that basis,'it was considered 
appropriate to introduce a vaccine against the 
disease. Another issue is whether the yaecines 
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are effective, but, most importantly, whether the 
vaccines are safe. Safety is a priority for all of 
us, particularly on this side of the table. 
To answer Deputy Mitchell's question in relation 

to hOw we go through the safety process, first, , 
the regulatory authorities are responsible for 
dealing with this matter. They link in with ,the , 
responsible agency in the European Union and 
the World Health Organisation. There is, 
therefore, a global effort to ensure safety is a 
priority. ' 

The initial trials are conducted on healthy 
volunteers. They involve a small number of 
people: The phase two trials involve using the 
vaccines in high risk individuals - people 
susceptible to the disease in question. These 
trials may involve hundreds of people. The third 
phase-

Deputy G. Mitchell: Are they all adults? 

Dr. Devlin: No, it can be a combination. For 
example. in the case of meningitis, that is the 
way the' new vaccine was tested. Most 
importantly,' phase three trials involve many 
thousands of people and using the vaccines in 
question in regions of countries. All the 
infonnation is carefully evaluated and scrutinised 
not only by the national regulatory monitoring 
mechanisms, but also in Europe.' Another 
important dimensioo is that there is a global 
post-licensing surveillance programme. 

The issue of immunisation in Third World 
, countries was raised. This is a very important 

issue, one which we have highlighted in our 
submission. In tenns of the global burden of 
disease of developing countries, vaccine 
preventable illnesses constitute a huge burden. 
Ireland participates in the global effort to try to 
improve the situation. There is an Irish aid 
programme. Last Friday, World AIDS Day, the 
WHO acknowledged the support given by the 
Irish aid programme in contributing to the world 
AIDS programme, vaccines and so on. ' 

It is very important that we discuss the autism 
issue, which, like many other countries, we are 
following very closely. This is often a highly 
technical area and it is very important that any 
research in this area is subject to peer review 
and careful scientific scrutiny. That has' been 
our approach in this country, as it has in many 
others. The initial hypothesis was that children 
experience some' kind of developmental 
regression shortly after receiving the MMR. but 
it is important to state that it was not concluded 
that the MMR causes autism. The Original 
authors did not say that. 
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The papers have been subject to very careful 
scientifIC scrutiny, not just in this country, but 
also internationally, for example, by the Medical 
Research . Council expert committee in the 
United Kingdom, British committee on the safety 
of medicines, the CDC in the United States. the 
agency responsible for dealing with this matter, 
and the WHO. Their initial reading was that they 
were concerned about the methodoly and said· 
that the evidence did not supPort a causal link 
between the MMR and autism. 
There have been, as we have heard, a number . 

of other studies since. 
Professor Taytor from the same hospital, in fact, 
as the original study was prOduced which said 
that there was no evidence of a link between 
MMR and the autistic spectrum disorder. There 
have been other studies from Sweden. and 
Finland but I will not go through them. 

Moving to the present date, this evidence was 
presented in the US before a congressional 
oversight committee and Dr. Wakefield 
published an article in September. Again, the 
whole process of peer review and scientific 
scrutiny has been applied to those papers. Very 
briefly, the conclusion from the CDC in America, 
the American Academy Qf Pediatrics, the 
Medical Research Council and another major 
US study of the vaccine, the Datalink project. 
which involved .the CDC in America and is a 
large population based study into the possible 
link between MMR and autism, was that there is 
no association between MMR, inflammatory. 
bowel disease and autism and they continue to 
recommend the use of MMR. 

Obviously, as I said previously, vaccine safety 
is a priority. We continue to keep all this 
evidence under careful scientific scrutiny and 
review. 

Deputy Cooper-Flynn: Last week, when the 
parents groups came before the Committee, 
each of them mentioned the Japanese 
experience and the fact that Japan withdrew the 
MMR vaccine in 1993. Not one group· here this 

. morning has mentioned that. Why is that? It is 
most unusual. -

Dr. Devlin: Thank you for asking- that. I am 
aware of the experience in Japan; Obviously, I 
cannot comment for the Japanese authorities 
but the MMR that was withdrawn in Japan was a 
vaccine manufactured in that country. It. is 
different from the MMR that is available in the 
rest of Europe. It did appear to have a particular 
safety profile that was different from the MMRS 
that are used in other countries' and they did 
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withdraw the vaccine. The uptake of vaccines 
against these diseases obviously suffered and 
they have experienced outbreakes of the 
diseases. I am aware that the. Japanese 
authorities at the moment are looking to 
introduce a different type of MMR vaccine 

. against these diseases. 
That experience is unique to that country. The 

pattern of communicable disease in Japan is 
quite different from that in the western 
hemisphere. They have other vaccines against 
different communicable diseases. The protocol 
or schedule we use in this country is very similar 
to those in other western European countries, 
the UK and America. 

Chairman: Dr. Watson wishes to contribute. 

Deputy G. Mitchell: Before he does, my 
question has not been answered. 

Dr. Watson: I can address that as well. In 
Japan there are fIVe vaccine manufacturers who 
were asked in the late 1980s to produce 
candidate components for an MMR vaccine. 
They put forward their candidates and in the end 
there was a mumps, measles and rubella from 
three different companies. It was Combined into 
a universal vaccine and it was recommended 
from April 1989. Very quickly there were 311 
reports of what is called aseptic meningitis - a 
rather alarming tElflTl that basically means a 
severe headache that is self limiting and with no . 
long term consequences. They discovered that 
was due to the urabe, the mumps component of 
the vaccine and in 1991 the recommendation for 
that combination vaccine was withdrawn. 
They continue to use the measles and rubella 

and, as has been said, they are looking into 
reintroducing a combinatiOn MMR vaccine as 

. soon as they can. It has no. relation to the 
autism question at all. 

Deputy Cooper-Flynn: I am surprised that 
nobody mentioned that. It was extraordinary. 
That was a major feature in the preSentations 
last week and nobody here offered a defence to 
that. If what you are saying is true, that seems -
reasonable. It seems really curious. 

Dr. Watson: It is one of those myths. There 
are a lot of myths, such as all the singlevaccines 
are available in France. That is a myth. Another 
is that French parents are given the choice on 
whether they want single or combined vaccines. 
That is a myth: It has just become folklore, I am 
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afraid. 

Deputy Cooper-Flynn: I know but people will 
wonder, if it is not tackled, whether you are only 
using the arguments that suit your side of the 
argument. -That would be the question one 
might ask. Do you wish to answer Deputy 
Mitchell? 

Dr. Watson: I will come back to the Wakefield 
paper. I will quote from theWakefield paper and 
from a recent interview-he gave on nationwide 
television in the US in November. The 
conclusions in the paper say: "We did not prove 
an association between measles, mumps and 
rubella vaccine and the syndrome described. 
We have identified a chronic ent~rocolitis in 
children that may be related to neuropsychiatric 
dysfunction. In most cases, onset of symptoms 
was after measles, mumps and rubella 
immunisation. Further investigations are needed 
to examine the syndrome". So, contrary to what 
we may be le.d to believe, this was not that they 
thought they had identified something but that 
they raised the hypothesis. That is how medical 
research moves forward. People ask a question 
and the SCientific community addresses that 
question. 

As. we have heard, and this is an important 
point. all the research has been independent, 
international research. This has nothing to do 
with the vaccine manufacturers. This is 
independent research in the UK, the US, Japan 
and· Finland and they have all come to the same 
conclusion. It is a good question because 
autism usually appears between the age of 18 
and 24 months and the MMR vaccine is given at 
15 to 18 months. It is good to ask if there is a 
relationship. The answer is no and that was the 
specific question the Brent Taylor paper 
addressed - is there any temporal relationship 
between the MMR and the onset of autism? The 
answer is no· and we must accept that not as 
some kind of international conspiracy to dismiss 
Wakefield's conclusions but more an 
international consensus that it is actually time to 
move on. 

It is· time to fomet that and time for autistic 
researchers to think about what actually causes 
autism, how to treat autism and how to prevent 
it. I will quote Dr. Wakefield on the American 
television programme "50 Minutes" on 12 
November when he was asked· specifically: 
"Have you proven that there is a link between 
MMR vaccine and autism?" He replied: "No, we 
haven't". . 
In response to the "We would say that, wouldn't 
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we" comment, from an industry point of view we 
are obviously quite sensitive about that and it is . 
precisely because we generate income from the 
sales of vaCCine that we would not say it. I think 
we are all aware that the best way to destroy a 
business is to try and cover things up. You will 
be found out and when you are found out tl)e 
business will be, quite rightly, damaged. I can 
give the Committee a good example .. Last year 
-in the United States a new vaccine was 
introduced for rotavirus. It is a common 
childhood diarrhea illness that affects a lot of 
nursery children. An oral vaccine was 
introduced· in the United States and after 
hundreds of thousands of doses it was 
discovered that there were more blockages of 

. the bowel in some of these children. As it turned 
out, the number of blockages was less with the 
vaccine than with the disease itself but that was 
looked at by the FDA and the manufacturer 
concerned and, despite the fact that the vaccine 
had the potential for billion dollar sales, it has 
been withdrawn. 

There are many other examples. The Iyme 
disease vaccine was recently withdrawn. There 
is an MMR example with the urabe strain that 
caused aseptiC meningitis in the early 1990s that 
was withdrawn: The last thing the regulators or 
the companies Want to do is cover things up. 

From a personal, professional and parental 
point of view, the suggestion that lor anyone 
else in the industry would knowingly damage 
children for profit is, to put it politely. difficult to 
bear. I· am sure if somebody accused you of 
that, you would find it difficult to bear as well. 

I will now refer to testing in children. Unlike 
many other pharmaceuticals which are initially 
tested in adults, vaccines are tested in a target 
group and that is almost exclusively among 
children. For all the childhood vaccines the vast 
majority of the testing would be in children. . 

. Deputy G. Mitchell: With parental consent? 

Dr. Watson: Absolutely, it· is with careful 
parental consent. That comes back to another 
issue that is often raised, that some of these 
studies only follow them up for three weeks and 
whether that is long enough. The careful 
parental consent means that everybody_ 
concerned -the parents, the doctor and any 
other health care professional involved - is clear 
about what is going on. They know they are in a 
study and that they are receiving an 
investigational product. . Even at the end of three 
weeks ~n they suddenly stop being in the 
study one can be sure that if in a year's time 
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something strange happens, they or the doctor 
concerned will think immediately, "Is this the 
vaccine?" The patient notes of anybody who 
was in a vaccine trial will have a big sticker on 
the front stating that the child was in the 
particular vaccine trial. People do not stop being 
in a study and if they feel anything unusual, they 
report it. Again, there are many examples of 

. how things have been picked up through passive 
reporting. 

With regard to developing countries, over the 
last 20 years there has been a dramatic 
improvement in uptake of vaccines in developing 
countries, largely through UNICEF, WHO, 
vaccine manufacturers and groups such as the 
Rotary ClUb. You might have heard of GAVI, the 
Global Alliance of Vaccine and Immunisation, a 
collaboration of all those groups and the Gates 
foundation. They have already raised a billion 
dollars and will be raising a billion and a half 
more. The group is providing funding for the 78 
poorest countries in the world, that is, countries 
with. a per capita income of less than $1 ,000 per 
head. Incidentally, the major cost is not the 
vaccine but the storage of the vaccine and the 
health care personnel who deliver it 

On saf~ty, although there are very few people 
who should not receive a vaccine there is quite 
long list of people who should not. It is just they 
nave very unusual conditions. They are very 
clearly outlined in the summary of product 
characteristics and the patient information leaflet 
under a section entitled Is MMRII right for you? 
They are very clearly identified. 

That ties in with another question that often 
comes up: Is there some form of genetiC testing 
or laboratory testing we should be doing to 
identify these children? The answer is no but it 
is already done very clearly here. There is a tick 
list~ Does your child have leukaemia, or TB? Is 
there a neurological abnormality? Are they on 
steroids? There is a verY clear1ist that can be 
gone through which will very clearly identify 
those children who should not receive the 
vaccine. Once those children have been 
excluded the chance of vaccine damage is very 
low. There is no genetic test, maybe there will 
be in the future but even then I suspect that 

. clinical criteria are quicker and more practical 
than taking a blood sample. sending it off and 
waiting a week to get the result. 

Chairman: Deputy Cooper-Flynn has a· 
question. 

. Deputy G. Mitchen: A few questions I asked 
have not been addressed. I asked the officials 
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of the Department of Health and Children if they 
had taken up the· suggestion for a central 
vaccine planning and· control unit within the 
Department and I also asked a question about 
the uptake rates. However. those are included 
in the brief that was submitted. I asked about a 
role for community pharmacists. I did not get a 
reply to those questions. 

Ms Hennessy: The procurement of vaccines 
is currently centralised through the ERHA but we 
appreciate that there is room for improvement in 
the procedure both at national and regional 
levels and we are currently working with the· 
health boards on that. 

Deputy G. Mitchell: The· unit would not just 
deal with procurement but also with vaccine 
policy promotion and delivery. There should ~ 
a central vaccine planning and control· unit. Is 
that suggestion under consideration by the 
Department? 

Ms. Windle: At chief executive officer level In 
the health boards, they have set up a national 
group to monitor. the uptake across the country 
on a very close month by month basis. That 
information is fed into the Department regularly. 
We have taken a number of other steps as well 
to target specific groups in particular areas that 
we already mentioned in relation to low uptakes. 

Deputy G.l\llitchell: I take it the answer to my 
question is no. . 

Ms. Windle: The answer is yes. 

Deputy G. Mitchell: wm· a central vaccine 
planning and control unit cover .. all these 
matters? . 

Ms. Windle: There is the office of health gain 
which also plays a national role in terms of the 
co-Ordination and the promotion of vaccines. 

. Dr. Kiely: There were three or four elements 
to the suggestion made by IPHA. We have. 
absolutely no difficulty and it is our job to develop 
policy in relation to immunisation. In promoting 
that policy and promoting vaccinations our health .. 
promotion unit in the Department takes a very 

. active role but the procurement, delivery, 
monitoring and tendering for vaccines. It is very 
much an operational thing to·be undertaken by 
the authorities which deliver the vaccination 
programme i.e. the health boards. Maureen 
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Windle's description of who that is currently 
being undertaken deals with. that particular 
aspect of it. The answer to the Deputy's 
question is no, I do not think we will get involved 
in the procurement and operational end of the 
delivery of the vaccine programme. Policy and 
promotion will be the areas that we will be most 
involved in. 

Deputy· G. Mitchell: Has the Department 
considered a role for community pharmacists? 
They are a greatly under-utilised resource in 
terms of giving parents information and having 
access to Information and professional advice. 

Ms. Windle: Community pharmacists 
generally give advice but I agree with the Deputy 
it is an area in which perhaps we could do more 
work and we could have a more inclusive policy 
in relation to the involvement of pharmacies. 

Deputy G. Mitchell: No parent would ask a 
pharmacist for advice on a personal matter such 
as this relating to his or her child as he or she 
stands beside a cash register. There should be 
a policy to. provide a facility in pharmacies for 
parents to obtain a modicum of independent 
advice from a qualified person. 

Ms. Wind le: There are two issues here. First, 
we have to look at the willingness' of the 
pharmacists in term's of what advice they would 
be expected to given and how close it would be 
to that given by general practitioners. The 
second point if it was done by agreement then 
one would have to look at the facilities that would 
be available. 

Dr. Kelleher: As the Committee is aware, we 
are running the cervical screening programme in 
'the mid-west. We have involved pharmaCists in 
that programme. They are taking our literature. 
They have had training from us about it. It is 
something we are beginning to develop, to use 
community pharmacists because, as the Deputy 
quite rightly intimated, they have a large number 
of contacts with the public and they can do that. 
It is about creating the scenario that we can do . 
that with. It is possible to do it but it takes time 

. and training and. things of that nature to go along 
that way. 

Dr. Kiely: We need to reiterate, emphasise 
and underiine the central role of the GP as the 
provider of the information in the context of 
providing health care to the entire family and to 
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children as they grow up. There is always the 
possibility that if the advisory function in relation 
to this was dispersed conflicting advice and 
information may be given. We consider that the 
GP is the central, best qualified to deliver the. 
very sensitive information--

Deputy G. Mitchell: I am sorry to interrupt Dr. 
Kiely but under protocol 9 of SI 150 of his 
Department pharmacists are charged with this 
responsibility. 

Dr. Kiely: We. consider that the GP in this 
particular situation in the context of the very . 
sensitive, detailed and comprehensive 
information that has to be given to families on a 
continuous basis that this is the primary source 
we recommend in this area. 

Deputy G. Mitchell: Pharmacists know more 
about medicines than doctors. Doctors may 
know more about health care than pharmacists 
but it is not a question of excluding one or the 
other. SI 150, protocol 9, provides for 
pharmacists to play a role in the community in 
advising people on the proper use of medication 
and this is the reason for limiting the number of 
pharmacists. It is a grossly under-utilised facility 
and the Department should consider using it, not 
at the exclusion of doctors but to complement 
their role. 

Ms Nolan: As an ex-pharmacist I have a good 
understanding of the role and the potential of the 
pharmacist and the industry would agree with 
Deputy Mitchell that pharmacists are an under
utilised asset or resource in the system. I am 
not here to speak from the pharmacists' point of 
view but my guess is they would welcome an 
enhanced role. We have worked with them in 
our vaccination awareness campaign and found 

. them most helpful and willing to be involved in 
the dissemination of information. 

Deputy Cooper-Flynn: I wish to go back to 
Dr. Watson. Is ita good idea for a child to have. 
a blood test to check on its natural immunities? 
Why administer a triple vaccine to a child if he or 
she has a natural immunity or has had measles? 

I turn to IPHA in regard to what is ethical. Dr. 
. Watson said he does not think it is ethical to 

expose a panel of unvaccinated children and he . 
does not agree with the notion of control groups. 
How can a trial on children be canied out 
properiy if a control group, of unvaccinated 
children is not used? Given that Dr. Kelleher . 
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stated it is the parents' responsibility to vaccinate 
. a child, if parents have taken the decision not to 
vaccinate their children there is a control group 
available. Those people will not receive the 
vaccine which, therefore, does not present an 
ethical problem because the parents have made 
the decision. Surely it would be better to have 
that control group in place to carry out a proper 
trial. Is that any worse, or less ethical, than 
carrying out trials for a drug that is not fully 
proofed using children? 

I would like to ask you about ethics, and it is 
actually included in your recommendations. I 
refer to the investigation of the possible revision 
of GP payment schedules for immunisation. Is 
it ethical, if the vacCine stands up on its own 
merits and a GP explains this to a parent, that a 
company would want to pay a bonus payment to 
a GP if they increase the level of immunisation in 
an area? These are the points about which 
there is a IiWe bit of contradiction. . I fully 
understand Dr. Watson's point from a personal 
point of view about someone questioning 
whether or not a pharmaceutical company is 
being ethical. I genuinely understand from 
where he is coming on that but look at what the 

. tobacco companies have been doing for years, 
and I am not saying there is a direct comparison 
between tobacco and the pharmaceutical 
company. When companies invest millions and 
billions of pounds in the development of a drug, 
and you would be very anxious to see that 
proper independent trials are carried out. I 
wonder, from an industry point of view, at what 
stage those independent trials are carried out? 
Is it after you have spent those millions and 
billions of pounds after which it is presented to 
the world? You might explain that from an 
industry point of view. ' 

Deputy Keaveney: A Significant number. 25 
per cent or so, of people are not being 
vaccinated. ,I note the North Western Health 
Board is quite good. 

Deputy Cooper-r=lynn: The Deputy is not 
parochial. 

Deputy Keaveney: I am never parochial. 
Autism is an issue which has been raised with us 
and which is scaring people. If autism presents 
at 18 to 24 months. is it too late for parents to 
immunise their children after that? If people are 
concerned - you have to accept people will be 
concerned - is it worthwhile giving them that time 
to be concerned· and tt"!en say to them that they, 
have passed a critical time?' Is there such a 
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thing as a critical time? 

Senator Jackman: I apologise for my 
absence - I had to attend the Order of Business 
in the Seanad. This question may have been 
answered but the presentations of last week are 
fresh in our minds. One case which arrested me 
was that of a parent whose first child has side 
effects. As a result, and with apparently little 
back uP. she decided that her second· cmdthird 
child would not be vaccinated because of the 
extraordinary reaction of the first. You have 
stated that it may not necessarily have been 
because of immunisation but some other defect 
in the child. I felt there' was a gap in 
communication in that she did not appear to 
have support in making that decision. Are 
parents who make these decisions in regard to 
their other children left high and dry or are they 
dependent on the GP who is supposed to be the 
advising agent? Dr. Kelleher said in his 
presentation that parents should be provided 
with objective information. I wondered about the 
word "should". Are they provided with such 
information or is it only a recommendation? I am 
a little at sea as to what advice would have been 
available for ,that women because she did not 
appear to have had advice. Nobody.seemed to 
be able to tell her what had happened. I know 
you cannot speak about that particular person 
but she was extremely concerned about the side 
effects and the horrific deSCription of what. 
happened her first child. She had opted out and 
did not appear to have any support. You said 
appropriate compensation should be provided 
for the small number of people who expenence 
vaccine related adverse affects. Compensation ' 
for what if. as you stated. you cannot prove the 
adverse affects are related to the vaccine? I am 
a little at sea as regards the recommendations. 

Dr. Devlin: The first question raised was. is 
there value in deferring the'vaccine until the so
called risk of these associated, conditions. 
developmental disorders. has passed? The first 
thing to say in relation to that is th~ consensuS is 
there is no link between MMR and autism and, 
indeed, between some of the other vaccines and 
some Of the developmental diseases. The 
danger is that if you defer the vaccines until the 

, age of two. three or whatever, you are exposing 
these children to the diseases in question. We . 
have heard already about the seriousness of 
diseases like measles and the risk of severe 

. complicatiQns, hoSpitalisation.and so on. One or 
two countries have tried this - Japan was 
mentioned earlier - and they experienced 
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epidemics with this thousands of cases and 
many deaths. That is· something of which we 
need to be careful. 
The other issue is, should we split the vaccine 

into its individual Components. That has been 
raised before. Some people have said there 
may be a danger of overloading the immune 
system or whatever. Children are exposed to a 
variety of antigens and diseases all the time, so 
you do not overload the immune system. On 
whether we should split the vaccines, there is no 
SCientific data to suggest that splitting MMR, in 
particular, into. its individual components would 
have any benefit. That is not only the consensus 
of the Irish experts, it is also the consensus of 
the CDC in America, . the Warld Health 
Organisation, the MRC and so on. 

Deputy Cooper..flynn: When I went abroad 
on holiday years ago, I got vaccinations against 
all the different things and I collapsed due to the 
overloading of my system. You talk about the 
overload factor in regard to chi.ldren. They get 
27 vaccines in a period of 18 months. Can a 
young immune system cope with that? 

Dr. Devlin: At very early stages, children are 
not able to respond to the vaccine, that is, 
children younger than 12 months. but when they 
go t>eyond that stage, their immune systems are 
well able to cope with and adapt to the vaccines 
given to them. As I said, all of these vaccine 
protect against very different diseases. ·It is not 
as if one single immune system is dealing with 
everything. In fact, different parts of the immune 
system deal with the different diseases. The 
evidence and the serological information is clear 
that children are able to mount a so-called 
immune response and they then have protection 
against these diseases. The danger is that if 
you split these vaccines into their individual 
components, you are subjecting children to a lot 

. of extra injections - a lot of parents are already 
concemed about the number of needles children 
get - and it would also delay the vaccination 
process and children would be liable to being 
susceptible to these diseases for a much longer 
period of time. . 

Chairman: Dr. Watson, would you like to 
respond to the question orl.ethics? 

Dr. Watson: I would like to come back to the 
immune overload issue because it is often stated 
across national boundaries and history. In the 
1850s when there was a campaign against the 
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small pox vaccine, the concern was that the 
small pox vaccine would overload the immune 
system. A very good study from Germany has 
just been . published in which children were 
vaccinated either at two months or three months. 
The group which had been· vaccinated and a 
group that had not been were very· carefully 
monitored for any kind of sniffling illness, tummy 
aches, diarrhoea and any kind of illness. If there 
was an immune overload, you would expect to 
find that they would be weak and that these 
infections would get in. The reality was that 
those who had been vaccinated had significandy 
less infections than those who had not been 
vaccinated. The result is quite the opposite. Not 
only does it not impair or overload the immune 
system, but it may actually boost the immune 
system. Members will have read in their papers 
various theories about us not been exposed to 
enough antigens these days. When a child falls 
in the playground and grazes their knee, a 

. parent Will notice they get this red mark around 
the outside of the graze ;.. it is just like being 
vaccinated. When a child falls over in the 
playground hundreds of antigens go into that 
wound. The immune systems has millions of 
different cells each capable of recognising 
different antigens. Ten or hundred antigens 
going in at the same time is not a problem for 
the human immune system. 

In terms of ethics and comparing vaccinated . 
with unvaccinated children, we need to 
differentiate between pre-licence and post 
licence. Pre-licence, if effICacY needs to be 
proven, it will be. Large efficacy studies are 
conducted with manythousalids of children. We 
saw that with a recent new conjugate vaccine 
where 35,000 children were investigated and 
compared to unvaccinated children. We have 
seen that in the past with acellular pertuSSiS 
vaccines. It is ethical. It probably would not be 
licensed if ~ had not been proven. 

Deputy Cooper..flynn: Are those studies 
carried out? 

Dr. Watson: Yes. 

Deputy Cooper..flynn: . There are licensed 
studies and a control group is involved. 

Dr. Watson: Absolutely. 

Deputy Cooper..flynn: Where the parents 
decide they do not want their child vacCinated· 
. and where there is a control group do you. still 
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find that is an ethical problem? 

Dr. Watson: That is what you have seen in 
Dublin this year. You have seen' a study 
cof'1ductedbetween vaccinated and non
vaccinated children. The unvaccinated children 
got measles and children have died. That is a ' 
studyon-' 

Deputy Cooper-Flynn: Is there such a study? 

Dr. Wat.son: ' It is a population. a natural study. 

Deputy Cooper-Flynn: Have we been 
presented with that? ' 

Dr. Kiely: The operation in north Dublin was 
almost a natural experiment where one was 
comparing children who were vaccinated with 
children who were not vaccinated. ' 

Deputy Cooper-Flynn: It was a real life, it 
was not-

Or, Kiely: The ones who were vaccinated got 
sick and some of them died. That was the 
natural experiment that happened. unfortunately. 

Dr. Watson: You meW not have heard that the 
Netherlands has been going through the same 
experience this year. 'There has been 3,000 
cases and three deaths. Those are the two 
experiments.' two mals to show what happens if 
people are not vaccinated. 

Deputy Cooper-Flynn: What is the position 
on the payment of doctors and on the issue of 
information? 

Dr. Kelleher: In terms of information we said 
one should where one does not have them, and 
one should continue to have them. A very 
important part of this issue concerns what has 
been said about informed choice. ' 

We have raised compensation as an issue. 
, We believe it should be debated at policy level. 
We know there are many problems with it, but 
we believe it should be debated. It is one of 
those issues included in things we did not want 
to avoid. so we raised it in our submission to be 

,debated. 
In terms of payment, general practitioners are 

, paid in a different way from other people. I am 
Salaried; they, are not. That is how their 
payments are put together. They go through 
very convoluted negotiations. I have been party 
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to them on occasion and they are extremely 
convoluted and long winded. That is how things 
come out. It is just the way they are paid. There 
is evidence in other parts of the world that it is 
very successful where there are those bonus 
payments. Higher levels are achieved. It needs 
to be discussed. 
I think the ethics in this is an issue. What is the 

right ethic here? Is it that we do not immunise 
children and children die or we immunise 
children and there may be other problems?' I 
think there is a possibility in the future that 
people could contemplate children who were no' 
immunised as the cause of their children getting 
measles. That is a big issue we must look at 
now. We know It can be prevented. Why was it 
not prevented? Finally, Chairman, on behalf of 
the Department of Health and Children and the 
health boards I can say we will be more than 

, happy to return to the Committee at a later stage 
if there are further questions or if there is further 
evidence that may be an issue; 

Dr. Kiely: The Department of Health' and 
Children will cOntinue, to promote and protect the 
health and welfare of our children through 
vaccination programmes that are based on the 
soundest of sound evidence. We will have 
particular regard to the effectiveness of these 
vaccines and especially to their safety. Those 
will ,be our pre-eminent considerations. 

Deputy Cooper-Flynn: It would be 
appreciated if you could provide us with any 
documentation you have on licences and post 
licences. ' 

'Chairman: Ladies and gentlemen, I thank you 
for attending the. Committee and presenting us 
with.a thorough presentation. We will take up 
your offer on returning to the Committee. You 
may not be aware that Dr. Wakefield has 
indicated he wants to appear before the 
Committee. We have two further public 
meetings, I hope, before Christmas. Perhaps 
we will get back to you in the new year. In the 
meantime Nollaig bhishona dui gach aon. 

The Joint Committee adjourned at 11.35 a.m. 
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Chairman: In July the Committee agreed to 
consider the issue of child vaccination to include 
an examination of current vaccination policy and 
practices, poor take-up rates and public 
concerns regarding risks and adverse effects. 
Written submissions were invited from the 

. general public, the medical profession, health 
boards and others. To date we have received 
over 80 submissions. The Committee. also 
agreed to invite selected correspondents to 
address the committee in person. Today we will 
hear the views of the national. disease 
surveillance· centre and representatives of the 
medical profession. I. will call on each group to 
make an opening presentation of about 10 
minutes after which there will be a question and 
answer session. 

DeputyG Mitchell: Chairman, the Committee 
has received a large volume of paper. There 
have been 80 submissions but we do not have 
extra staff to assist Members with this work. 
Those of us with responsibilities for health 
matters in the House do not have extra staff 
either. When asking for submissions the 
Committee should also ask for a summary as 
the volume of material we are receiving is 
enormous. 

Chairman: It may be a good idea to ask 
groups who have made submissions to forward 
a summary to facilitate the workings of the 
Committee. 

I welCome Dr. Darina O'Flanagan, director of 
the national disease surveillance centre. Or: 
Flanagan is accompanied by Dr. Derval Igoe, 
specialist in public health and medicine. 
Representing the Irish Medical Organisation is 
Dr. James Reilly. chairman of the IMO's general 
practitioners committee. and Dr. Declan Bedford 
chairman of the public health doctors committee. 

Representing the Irish College. of General 
Practitioners are Dr. Brian Coffey, chairman, and 
Dr. Rita Doyle, chairman of the college's task 
group on immunisation. The Royal College of 
Physicians sub-committee· on childhood 
vaccinations of the national immunisation 
advisory committee is represented by Dr. Kevin 
Connolly, chairman and consultant paediatrician, 
Professor Brian Keogh, committee member and 
former president, and. Dr. Karina Butler, 
committee member and .consultant in paediatric 
infectious diseases. We are also joined by 
Professor Denis Gill, consultant paediatrician at 

. the Children's Hospital. Temple Street. 
I remind those present that Members are 

covered by privilege which, unfortunately, does 
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not extend to witnesses. 

Dr. O'Flanagan: Chairman, would it be 
possib,e to allow the Royal College of 
Physicians to m~ke the first presentation. 10 
avoid duplication of material I selectively 
reduced some of my written presentation. It 
may make more sense if the Royal College of 
Physicians made the first presentation. 

Chairman: That is agreed. 

Professor Keogh: Chairman, thank you for 
this invitation to address the Committee. lam 
past president of the Royal College of 
Physicians and chairman of its national 
immunisation committee. The committee meets 
every three months and the members will have 
our booklet on immunisation procedures. Or. 
Karina Bu~eris consultant in infectious diseases . 
at the children's hospital, Crumlin, and Dr. Kevill 
Connolly is a consultant paediatrician in the 
Western Health Board. Dr. Connolly is also a 
committee member oUhe Irish Medicines Board 
which deals with the· safety and efficacy of all . 
drugs andvaccines prior to licensing .. He is also 
a member of the Western Health Board's 
committee which deals with child health matters 
and is involved locally in the co-ordination and 
care of children with developmental problems. 

The purpOse of our committee is to produce 
guidelines· which are updated approximately 
every two years.· We. receive information from 
consultant Specialists in Ireland, Europe and the 
US who keep us up to date. We will publish the 
second edition over the next three to six 
months. We produce an ongoing booklet on 
immunisation procedures as they change on the 
basis of the information we receive. I will ask 
Dr. Connolly to take the Committee through our 
submission. 

Or, Connolly: Chairman, I am also speaking 
as a parent whose children have suffered from 
two of these infectious diseases. Any 
vaccination programme has three alms .. First. to 
protect the individual being vaccinated. Second. 
to provide community immunity on the basis thal 
if a large number of children are immunised the 
disease cannot spread so children too young to 
receive' the vaccine or who should not be given 
the vaccine gain protection. Third, to eliminate 
disease. This has happened with smallpox and 
is iikely to happen throughout the world in the 
next few years in the case of polio. 

The efficacy of a vaccine is a measure of the 
protection against a particular disease in 
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children who have been vaccinated. Vaccines 
are not 100 per cent effective. Our submission 
states that measles vaccine is effective after one 
dose in between 90 per cent and 95 per cent of. 
cases. The Hib vaccine which has very 
successfully reduced one type of meningitis is 95 
per cent effective. Even if they are not .100 per 
cent effective, if a child who is vaccinated 
against a disease such as whooping cough 
catches the disease, he or she will not have as 
serious a disease as if he or she were 
unvaccinated. 

Before a vaccine is licensed, the Irish 
Medicines Board assesses and makes as sure 
as is possible that the quality, safety and effICaCY 
of the vaccine· is assured before a licence is 
given. After licensing, companies are required 
to submit information on suspected adverse 
reactions. They are also required to give 
periodic safety update reports, initially every six 
months and then annually. In the case of one of 
the current MMR vaccines, the most recent data 
deals with the side effects from two million doses 
of the vaccine, therefore, there is very 
comprehensive follow-up available. There are a 
small number of children who should not be . 
given vaccines but these are only about one in 
1,000. Cases where children should not be 
given vaccines, for instance, include those who 
might have had a very serious reaction to a 
previous dose, those who are suffering 
malignant conditions such as leukaemia or 
cancer or a small number who have a 
progressive brain disorder. Most of theSe 
children who should not get a vaccine would be 
already under the care of a paediatrician. 

In the same way as no v8ccine is 100 per cent 
effective, no vaccine is 100 per cent safe. There 
are very good figures in relation to the instance 
of side effects of vaccine. However, when 
looking at the risk factors, it is very important for 
all of us who have not been exposed to the 
horrors of these diseases, not just to look at the 
risks from the vaccine, but the Vf3ry real risks 
from the diseases. . On page 2 of our 
submission, there is.a comparison Qetween the 
side effects of the disease of measles and the 
small risks of adverse reactions~ For thase who 
have not seen a case of measles, measles and 
misery go together. Every child or adult who 
gets measles is ill. It is a very contagious 
disease. Before the vaccine was available in 
Ireland, virtually every-1rish person by the age of 
25 had measles. We are lucky because we 
have survived intact. Contrast that to the risks of 
the vaccine where the known side effects are 
very small. I am not trying to minimise them 
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because if my child suffers the side. effects of a 
vaCCine. of course. I will be worried. However. 
from a medical point of view, there are very few 
serious side effects. 
One of the benefits of the present discussion is 

to focus attention on autism and the huge 
burden it puts, not just on the child but on the 
family. We are conscious that the services· 
available for children and families with autism 
are inadequate. We would support any 
research carried out into the causes of autism. 
Members will be aware that a hypothesis was 
recently generated by a group in London which 
postulated a link between the MMR vaccine and 
autism allied to a bowel disorder to which the 
term "autistic enterocolitis" was given. The 
Immunisation Advisory Committee ofT he Royal 
College discussed this in detail. We also mel 
with the two senior authors of the paper which 
was published in the Lancet. We have been 

. reviewing every bit of data published from the 
authors' hospital and from other sources. Other 
independent committees such as the UK 
Medicines Control Agency and the· American 

. Association of Paediatrics have also considered 
the evidence. . All have consistently concluded 
that there is no evidence to support such an 
association. A pre-publication copy of an article 
by two of the authors soon to be published has 
been recently reviewed by the United Kingdom 
Joint Committee on Vaccination and Immunity 
and their committee on the Safety of Medicines. 
They have concluded unequivocally that the 
paper provides no new data relating to the 
safety of the MMR vaccine. They also 
concluded that the vaccine is safer than giving 
the three components separately. 

Combination vaccines are those which have 
components which produce immunity against a 
number of diseases. for instance, the three in 
one vaccine or the MMR. These have been 
proven both to be safe and effective. It is much 
easier for a child to receive one rather than 
three injections. Giving these multi-component 
vaccines means children are pr~tected ear1ier 
and theyarevulnerable. therefore, for a shorter 
period to catching these diseases. There is very 
litHe or no evidence to support the suggestion 
that the measles, niumps and rubella vaccines 
should be given separately and the safety and 
efficacy of this approach has never been tested. 
One of the authors of this hypothesis has 
suggested separating the individual vaccines by 
one year. The effect of this would be that 
children would not get full VaCcination until the 
age of six, therefore, theywauld be vulnerable 
fOr up to fIVe years to these di~ses. . 
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It is important that we learn from the recent 
experience suffered by Japan. It had one 
licensed MMR vaccine and in 1992 it was shown 
that there was a higher incidence of headache 
due to the mumps component of the vaccine: It 
withdrew the multi-component vaccine but had to 
give the measles, mumps and rubella vaccine 
separately. In the subsequent fIVe years Japan 
had an epidemic of measles when 79 children 
died from measles related illness. The 
Japanese authorities are currently very actively 
trying to produce a three component MMR 
vaccine and the Japanese National Institute for 
Health has strongly recommended that where 
possible such a vaccine be provided. 

Dr. O'Flanagan: I thank ttte Members of the 
. Committee for gMng me an opportunity to 
address them. I am Dr. Darina O'Aanagan, 
Director, National Disease Surveillance Centre. 
I am a Specialist in public health medicine and 
an epidemiologist with 15 years' experience in 
the area of vaccination and the epidemeology of 
infectious diseases. I am also a member of the 
Immunisation Advisory Committee of the Royal 
College of Physicians of Ireland. 
The National·Disease Surveijlance Centre was . 

set up in November 1998 by the health boards, 
. with the approval of the Minister for Health and 

Children, to undertake surveillance of infectious 
disease in Ireland. Since July 2000, all 
notifications of infectious diseases, including 
vaccine preventable diseases, are rElported to 
NDSC. Since then, the NDSC also collects 
quarterly information on uptake of vaccines in 
the childhOod programme. In this brief oral 
submission, I would like to focus on three areas, 
while referring to our eartier written submission, 
particularly where the risk to benefit ratios for 
each of the vaccines in the current childhood 

. schedule are outlined. The three areas on which 
I would like to focus are, first, the importance of 
vaccine. preventable diseases in Ireland today; 
second, the methods required to assess cause 
and effect in relation to events associated with 
vaccines and, third, the current· uptake of 
vaccines and proposals for improvement inthis 
regard. Ireland has one of the highest rates of 
meningococcal disease in the developed world. 
Our rate is more than ten times the rate of this 
disease in Europe or the United States. Young 
babies and children are most often affected. In 
2000, the 'diseased claimed 26 young lives 
Our rate for this disease is more than ten times 
the rate in Europe and the United States. Young 
babies and children are most often affected. In 
2000 the disease claimed 26 young lives, as well 
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as affecting 500 young people. 
A new immunisation programme against group 

'c meningococcal disease, which accounts for 
approximately one-third of cases, has recently 
been intrOduced. While it is too early to make a 

formal comment on the impact of the 
programme, already the initial decline in the 
number of group C cases is encouraging. This 
vaccine promises to make a real difference to 
the liveS of children. . 

Another disease which has been in the news 
recently is measles. Many countries with high 
vaccine coverage have practically eliminated 
measles, with most cases introduced from 
outside their countries. The frequency and.size 
of epidemics has reduced in Ireland since the 
introduCtion of the vaccine in 1985 but we have 
a long way to go to achieve the reduction 
observed in other developed countrieS such as 
the United States, the United. Kingdom and 
Scimdinavian countries. In 2000 Ireland, with a 
population of 3.6 million. had almost 1,600 
cases of measles notified, while the United 
States, with a population of 250 million, had less 
than 100 cases notified. This was due to a 
major outbreak in the Dublin area. More than 
100 children were admitted to hospital and there 
were two deaths. It is important to realise that. 
in line with international figures, two deaths will 
occur for every 1,000 children notified. The 

. important point is that OVer 50 per cent of these 
measles-related deaths. will occur in previously 
healthy children. This outbreak occurred 
because the uptake of MMR was less than the 
95 per cent target required to control this highly 
infectious disease. 
Measles is a good example to use to show that 

vaccination protects not only the indMdual child 
but also the community. When enough people 
are vaccinated there is less disease in the 
community as a whole and it· is harder for 
infection to spread in the community from one 
susceptible person to another susceptible 
person. The unvaccinated are thus protected by 
the vaccinated. The level of vaccine uptake 
required to create this effect depends on the 
infectiousness of the disease in question and it 
is greatest for measles, which is described as 
one of the most infectious diseases known 10 
man. 

There. are some children who cannot be 
. vaccinated, . such as those with cancer or 
leukaemia. Diseases such as measles can be 
especially dangerous for these children· as their 
immune systems cannot fight invading 
organisms. These children depend on others 
around them being vaccinated. In order to 
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. create a "herd~or community immunity to 
measles infection at least 95 per cent of children 
need to receive two doses of MMR. Some 
parents think that if other children are vaccinated 
their unvaccinated children will be protected. 
The reality is that unless vaccine up;-take is high 
enough to· prevent transmission periodic 
outbreaks or epidemics will continue to occur, 
afthoughat less frequent intervals and of a 
smaller scale than before the introduction of 
vaccines. The important point is that these 
unprotected children would then be exposed to 

. infectious diseases at a later age than usual and 
. they may be at increased risk of adverse events 
which often accompany infection in the older age 
groups. 
Having spoken about the importance of vaccine 

preventable diseases in Ireland, I would like to 
address the issue of how possible associations 
between vaccines and adverse events . are . 
examined. Studying the possible short and long 
term adverse effects of vaccination is not 
straightforward. In an individual occurrence of 
an event closely related in time to receiving the 
vaccine may suggest cause and effect. This can 
be misleading. For example, many people who 
have a heart attack are on medication for angina 
before it happens. but this does not necessarily 
mean that taking medication for angina causes 
heart attacks. They are tem porally associated 
with each other but not causally related . 
. Associations can lead to the development of 

hypotheses or theories as to the causes of 
diseases. Specific studies then need to be done 
to assess whether associations between a 
vaccine and an outcome are causal. Such 
studies require the collection of data in an 
unbiased way. For the event to be causally 
related to the vaccine there should be 
consistency between different studies no matter 
where the study' is' carried out. The many 
different types of evidence such as 
epidemiological stu~ies and virologicallaboratory 
findings, should afl point in the same direction. 
With regard to the hypotheses relating to MMR 

vaccine and autism, these studies have been 
.carried out and in this instance they have shown . 
no causal relationship between MMR vaccine 
and autism. There is litHe benefit ill having an 
ideal·poIicy based on sound scientific evidence 
if we cannot deliver the programme. 

This brings me to vaccine up;-take and 
proposals for improving the system. Vaccine up;
take is reported as a proportion of children who 
have completed primary immunisation at two 
years of age. Most of the vaccines in current 
use in Ireland do not reach the up;-take required 
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to prevent outbreaks of infection. According to 
the most recent figures, the national up-take for 
MMR is SO.6 per cent. while for HIS it is 86.1 Per 
cent. When these figures are compared with 
the figures for children in Northern Ireland the 
differences are stark. The up·take rate for MMR 
in Northern Ireland is 91 per cent, while for HIS 
it is 96.5 per cent. The level of vaccine up;-take 
in Ireland allows for continued transmission of 
childhood infectious diseases, with intermittenl 
epidemics. We are not surprised that outbreaks 
have occurred. They will continue to occur 
unless we can improve the up-take . 
Vaccines are one of the greatest achievements. 

of biomedical science and public health. 
Despite' remarkable progress, several 
challenges face the Irish vaccine delivery 
system. The infrastructure of the system. must 
be capable of' successfully implementing an 
increasingly complex vaccination sChedule. 
Information technology to support timely 
vaccinations must be harnessed more 
effectively. To achieve the full potential of' 
vaccines, we need to work with parents to 
understand their concerns. to identify the 
barriers to immunisation and' to effectiVely 
promote vaccination as a means of mobilising 
the body's natural defences and to be better 
prepared to seek vaccinations 'for our children, 

Health promotion materials should ouUine the 
benefits and risks of all vaccines to enable 
parents make an informed choice. Health 
professionals must be aware of· the latest 
developments and recommendations and be 
able to respond scientifically to the latest 
vaccine scares. Regional immunisation co
ordinators would assist in the implementation or 
new vaccines. changes to the schedule and 
cascade information to all health professionals 
working in the field of immunisation. Methods to 
improve surveillance of vaccine adverse events· 
shOUld be supported. Consideration should be 
giVen to a no.fault compensation scheme where 
children suffer one of the recognised rare 

. adverse, events from the Stata.sponsored 
vaccination scheme . 

. Decisions about vaccine safety should be 
based on good science, which requires con~tant 
vigilance and the application of sound 
methodological techniques, No child should be 
denied the benefits of immunisation unless'there 
is a scientifically demonstrated reason to do so, 

Professor Gill: I thank the Committee for 
giving me the opportunity to address it. I do so 

. as an unapologetic proponent and protagonist of 
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immunisation, as a parent of five children, as a 
paediatrician who believes in prevention and as 
a teacher of medical students. 

.1 was born in 1943 and had measles as a child. 
I do not remember this, but I do remember 
adults paralysed by polio, particularly Aunty Val, 
who was the aunt of a very good friend of mine. 
In my lifetime I have never seen diphtheria in 
Ireland, either as a doctor or paediatrician, over 
30 years of practice. I have never.seen a new 
case of polio in an Irish child. I have seen 
diphtheria elsewhere. It is an awful disease 
where children suffocate to death slowly over 
. days. I have seen one case of tetanus in 30 
years of practice in Ireland. These are 
remarkable achievements caused by 
immunisation programmes in the 1950s, 19608 
and 1970s. I would like to praise Professor 
Irene Hillery, who has had bad press of late, for 
having had the courage and vision to get out of 
her laboratory where she counted cases of polio· 
diphtheria and measles and do something to 
prevent them. In Ireland in 1942, the year 
before I was born, 421 children died of 
tuberculosis. Thousands were in sanatoria for 
years on end. The BCG vaccination campaign 
which was led by DOrothy Price, another good 
woman, and others has seen the virtual 
disappearance as TB .as a cause of death or 
serious illness in children. Measles can also be 
prevented if ~ want to. For many Irish children 
measles is a mild illness but I want to give 
conservative estimates as to the complications 
if every year 50,000 children - all the birth rate. 
for this year - were to get measles .. We could 
expect this year fIVe deaths, or one in 10,000 
children; 50 cases of encephalitis, . or one in 
1,000 children; 500 children in hospital or one in 
100 children; or 5,000 children, or one in ten, 
with complications and who have to see a 
doctor. This is an enormous toll of disease and 
a burden and cost to the community. 

The problem of prevention is its inherent 
invisibility. No Single parent knows that their 
child has been prevented from dying or from 
being disabled by measles,· polio or whatever, 
but they sure as hell do know if there are minor 
problems with a vaccine. ·In a modem 
environment somebody has to be responsible for 
this, and it is usually us, the doctors. . . 
We had the misfortune last year to witness a 

. measles outl;)reak in Temple Street Hospital; two 
hundred children were seen, two died and ten 
were admitted tolCU. One child who contracted. 
measles last year is· now permanently and 
severely damaged and will never recover. Most 
doCtors, like me. are parents as well as 
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practitioners. I have immunised some of my 
children in the past and would like to state quite. 
clearly and categorically that there is no 
conspiracy among doctors to deliberately harm 
children by immunisation. The World Health 
Organisation, UNICEF, the American College of 
Paediatrics, the Royal College of Paediatrics 
and Child Health, the Royal College of 
Physicians, the Faculty of Paediatrics - I could 
go· on forever - have looked carefully at the· 
evidence' and deCided that vaccination is safe 
and effective. 

There is a very high acceptan~ of 
immunisation by American society. If they are 
not a litigious lot, who is? ·Immunisation 
receives very bad press in Ireland. A typical 
example is the article in last weekend's Ireland 
on Sunday reading -Brain Bug Kills Vaccine Girl 
15: Teenager Dies Week After Meningitis Jab". 
The . story was well written, the headline a 
disgrace; misinformation and scaremongering. 
There is too much of this~ Our press loves bad 
news. All we hear about are vaccine scares. 
court reports, brain damage etc. They feast on 
speculative science, disputed dogma and public 
concerns. As Dr. Connolly said - I will not delay 
on MMR and autism - the hypothesis is flawed. 
The wild viruses measles. mumps and rubella 
neither cause autism nor bowel disease. I do 
not understand how one can postulate that 
vaccines containing very weakened varieties of 
these can do so. The fact that an event is linked 
in time in the second year of life does not prove 
cause and effect. 

I hope our health promotion unit, our office for 
health gain, our public press would promote the 
good news about immunisation. It has, in my 
opinion - and the opinion of most paediatricians 
- been the single greatest health advance for 
children in the last century. It has been a 
privilege to witness the disappearance of these . 
diseases. I have no doubt that if children were 
given the information and· choiCe they would 

. vote for vaccination. I would not want my dog to 
catch whooping cough let alone my childr~n. 
It is said that one must be a gOQd historian to be 
a successful prophet. If there is a· major 
rejection of vaccination the illnesses I mentioned 
will return. They have not gone away. The 
. description of the measles virus today is exactly . 
as it was 2000 years ago. The description of 
rabies today is exactly the same as it was 2000 
years ago. Children will die. 

The following statistics are worth bearing in 
. mind. When one immunises approximately 75 
per cent of children we witness oUtbreaks· of 
measles, not epidemics. When 90 per cent to 
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95 per Cent of children are immunised the 
condition is effectively eliminated from society. 
When one achieves a 100 per cent uptake the 
condition will be eradicated. I cite smallpox as 
an example. One hundred years ago PUnch 
carried cartoons of people growing horns having 
received the smallpox vaccine and ridiculing 
immunisation. How wrong they were. Jefferson 
and Jenner predicted 200 years ago that they 
would eliminate this disease and they have. 
EveI)' alternate month I hold a seminar with our 

students of medicine at which we discuss . 
immunisation. We assign groups to make the 
case for and the case against immunisation. 
Those who make the case against have access 
to numerous websites which specifically oppose 
universal vaccination. Each time the proponents . 
ofimmunisatiori win the debate comfortably the 
evidence is so overwhelming. 

I have had to make judgments about 
immunisation as a parent, a paediatrician and a 
teacher. . Scientific arguments are 
overwhelmingly in favour of immunisation. I 
leave my other colleagues to present the facts, 
figures and hard data. I might draw the 
committee's attention to page one of my 
submission from the United States where they 
illustrate the pre-vaCCfine era and the current era. 
There has been a 97 per cent to 99.9 per cent 
reduction in all these diseases since the 
introduction of vaccines. Americans are strongly 
in favour of vaccination. 11 pleases me greatly 
that my students do no see diphtheria, polio,. 
tetanus, rubella or more than the occasional 
case of whooping .cough. For the sake of my 
grandchild and potential grandchildren I hope the 
committee will agree with the medical evidence 
and not the unproven speculative comments of 
which we have had too much. 

Dr. Coffey: The Irish College of General 
PraCtitioners is an academic body representing 
95 per cent of all general practitioners. Our aim 
is to encourage and maintain the highest 
possible standards in patient care and general 
practice. Dr. Rita Doyle will highlight some of 
the areas in our Original written submission and 
I will then touch on three other areas which will 
cover the legitimate medical evidence, other 
information and a personal perspective as a 
doctor and a parent on a particular problem with 
whooping cough some years ago. 

Dr. Ooyl8: Thank you for the opportunity to 
address the Committee.. I appear here as 
probably . one of· the only people routinely 
vaccinating children every day for the past 20 
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years and as· a general practitioner practising 
before the arrival of the MMR vaccine and 
witnessed the terrible illnesses suffered by 
children. I remember almost crashing into 
another car on my way to the hospital following 
a house call where I had just sent a child to 
hospital with bilateral pneumonia and a 
temperature of 105 degrees. I was so 
concerned about that child I almost crashed. I 
am pro vaccination and a mother of fIVe children 
who have been vaccinated with all current 
vaccines; 

I would like to draw the attention· of the 
Committee to why we are not achieving the 95 
per cent uptake necessary. to . look at problem 
areas and to see what we can do to improve this 
situation. As a general practitioner I think 
vaccination is the most important and safest 
preventive health measure which I perform. 
One of the major problems is that general 
practitioners do not know their cohort 
population. There are many sources for 
knowing where babies are born - maternity 
hospitals. birth registry etc. - but we are only 

. aware of the population whose parents we have 
treated before the birth of their children and 
have advised to attend us for vaccination 
afterwards. These are not our total cohorts. 
Many parents go elsewhere for ante-natal care 
and may attend private obstetricians. The 
health board should be informed about a" births 
and this information should be passed to 
general practitioners. That does not happen in . 
all cases. In most cases we have an inaccurate 
cohort. 

The second problem stems from modern day 
living. We now have a mobile population. The 
figures before you show that 47 per cent of 
children move house within the first three years 
of their lives. The figures for small country 
towns show a movement of 10 per cent moving 
in and 10 per cent moving out. These mobile 
children are not followed up. If each child had a 
personal identification number from birth to date 
held for.them by their parents we might have a
better way of keeping up with them. If such 
information were contained in immunisation 
returns we would· be able to follow up on such 
·families and pass on the records to the general 
practitioners they will attend in their new area. 

Another area which is absolutely vital for the 
improvement of the uptake of vaccines is that of. 
public heaHh nurses; They are invaluable to the 
encouragement of parents to have their children 
vaccinated. They relate better parents and have 
a personal relationship with them. Their role 
should be properly negotiated with them and a 
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regular protocol for follow up of non-uptake of 
immunisation should be established. Better 
communication should be established between 
general praCtitioners. health boards and the 
public health nurses. It is deSirable that this 
should be put on a more formal basis and we 
should meet every six months to discuss the 
non-uptake of vaccination. . 
A target of 95 per cent. particular1y for pertussis 
and MMR. is important for herd immunity. My 
colleagues stated how important it is to raise the 
figure. All strategies should be used to atlain 
this. However if the cohort is unknown, it is 
impossible to know when the target is achieved. 
When dealing with two different areas from the 
same health board, as I do in. Wicklow and 
Dublin. there is frequently no cOmmunication 
between them. 

As Professor Gill said. no medication is safe 
and effective and nor is any vaccination. 
However they are safer than any of the diseases 
they prevent. Even financially. it is more 
economical to .vaccinate against diseases like 
measles than to look after people in hospital and • 
deal with the morbidity, mortality and anxiety. 

I had a child in my practice who was not 
vaccinated and contracted whooping cough and 
was brain damaged. That child is now 23, 
incapable even holding a conversation and 
totally dependant on the State. Her mother 
ensured that her other child was vaccinated .. 

. Special conSideration must be given 
toTravellers. Their mobility. lower levels of 
literacy, and fear of pertussis vaccination militate 
against their chances of protecting their children. 
GPs frequentlyfaee Travellers' children who are 
not their own Patients and have not commenced 
immunisation or received vaccines. Often their 
parents do not know if they are vaccinated. 
They need special measures. It may be 
appropriate to provide mobile clinics to provide 
treatment for Travellers with the clinics holding 
the records. . This group traditionally has high 
mortality arid· morbidity. These. are the main 
problems I h~ve identified in achieving the 95 

. per cent vaccination target. 

Dr Coffey: I will deal with three issues. First. 
the legitimate medical evidence. We have· a 
detailed submission from the Centre for Disease 
COntJ:'Ol in the United States. the biggest 
organisation dedicated to preventing disease. 
disability and death. It is a Government agency . 

. The articles in your· possession deal with all the 
questions raised before the Committee. They 
address autism: what it is. how common it is. the 
difference· between . absolute numbers and 
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. prevalence. Or Wakefield's study is coherently 
and logically discussed. The supposed increase 
in autism in California is examined and the facts 
ouHined. There was an increase in the absolute 
number of cases in 1999 but there was also an 
increase in the population. Neither we nor the 
CDC know if this represents an actual increase. 
It is still being studied. 

Another issue discussed is. the separation. of 
the MMR vaccination into .three separate 
components. The evidence is that there is no 
benefit in doing this. There is suggestive, not 
diagnostic, evidence that the incidence of 
rubella would increase and that children would 
be exposed to increased risk for 12 months. 
This would affect· four million Children in 
America. That means that more women in the 
first three months of pregnancy would be at risk 
of having a congenital rubella syndrome child. 
I do not know if any Members have seen a child 
like this but it is horrific. 

SecOnd, there is other information on 
.. vaccination. This is difficult because, as Or Gill 

said, there are frequent scare mongering 
headlines in papers .. We·know that the sub
editors. are responsible for them. Some 
Members of this Committee know how unfair it 
is when the headline bears lime relation to the. 
article. It can be hurtful. A retraction is usually 
in small print on an inside page. after the 
damage has been done . 
The second submission, which I implore you to 

read. is a critique by Or Basser of Or Vera 
Scheibner's work in Australia, called • Anti
immunisation scare - the inconvenient facts." 
Or Basser says that in debating this issue the. 
beliefs of people who have had tragedies in their 
lives should be respected. Believing that 
something happened does not mean that it did. 
It is all very well to blame journalists but we as 
health care professionals must share the 
responsibility for not getting involved in debates 
because they can be so emotional. This has 
been counterproductive. It is diffiicUlt to have a 
rational debate Which is one reason this 
Committee is welcome. Or Scheibner is 
internationally known and I have debated with . 
her in the media. She is regarded in the anti
immunisation movement as an authority. She is 
a doctor but with a PhD in micro-palaeontology; 
the study of ear1y forms of life on earth. and not 
a medical doctor .. She is a retired principal 
research scientist and she poses-·-

. Chairman: Or Coffey, I want you to understand 
that it is not the practice to aHack persons who 
. are not present to defend themselves. I ask you 
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to address the substance of any studies she has 
undertaken rather than her herself. . . 

. Dr Coffey: I accept that. Her book 
"Vaccination: a hundred years of orthodo~ 
rese~rch," argues that vaccine represent a 
medical assault on the immune system. She. 
reached this conclusion by collecting -just about 
every publication written on the subject of the 
effectiveness and dangers of vaccines." So she 
is an authority she would say. I quote from page 
15 of her' book. "There is no evidence 
whatsoever that vaccines of any kind but 
especially those against childhood disease~ are 
effective in preventing the infectious dise~ses 
they are supposed to prevent.- Consider that 
statement. Or Basser analyses her book 
highlighting numerous errors. My final point is a 
personal perspective. I am speaking as a family 
doctor practising in north Cork city among one of 

. the most deprived urban areas. Remember that 
the old three-in-one was the DTP, the diphtheria, 
tetanus, pertussis. The two-in-one is when the 
whooping cough vaccine is not included. The 
MMR may become known as the three.,in-one 
but DTP is the old three-in-one. I remember 
when the Original scare about the whoopirig 
cough vaccine came out. I still encouraged 
parent~ to immunise their children but many of 
them did not. I understand that but inevitably 
numbers of children developed whooping cough. . 
Doctors have had mothers with multiple social 
problems bringing children back week after week 
with a cough we could do nothing about. One of 
the most diffICUlt things for a parent to cope with 
is a child with . a continual cough that keeps 
parent and. child up at night, irritates the 
neighbours and causes upset at school. I have 
admitt~ a number of these children to hospital 
for SOCIal rather than medical reasons to protect 
them. That is the reality and this causes me 
anger towards the providers of information on 
which parents have based their decision not to 
immunise. The risk for the whooping cough 
vaccine is now between one and' three per 
million ola serious side effect. A serious side 
eff~ might be a convulsion, not brain damage. 
Patients sometimes want a guarantee that if.they 
accept an injection they will not suffer. The 
honest answer to that is that there are no 
guarantees in life .. ', mention that the chances 
are greater that they will be knocked down after 
leaving the surgery than that the vaccine will be 
harmful. That is as honest as I can be and it 
seems to work. I welcome the opportunity I 
. have had' to address this Committee. I am 
delighted to see 12 Members of the Committee 
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here including two oppOsition spokespersons on 
health. I believe you will not have a more 
impo~ant decision to make than your findings 
on thiS matter and I ask you to consider it 
objectively: The overwhelming evidence is that 
vaccinations are safe and effective and that is 
so. important for the one group of peOple whose 
VOice has not been heard, the children of this 
country. . 

Chainnan: Thank yo~ Dr. Coffey. 

Dr. Bedford: Thank you for the invitation. 
We appreciate the' opportunity to address the 
Committee. Myself and Dr. Reilly represent the 
Irish Medical Organisation which represents 
over 5,000 doctors and is the biggest single 
medical organisation in the country. We are 
strongly in favour of the childhood immunisation 
programme. We consider all vaccines in use in 
that programme are safe and effective. '. The 
benefits of vaccination are such that it is wrong 
to deny them to children. High levels of 
vaccination have dramatically reduced mobility 
and mortality associated with many infectious 
diseases. Hib vaccination is an example. It was 
introduced in the early 1990s and meningitis as 
a result of that particular bacteria has almost 
been eliminated. That is one of the successful 
vaccination programmes of recent times. The 
importance of vaccination is demonstrated in 
recent outbreaks of measles. Low uptake rates 
have resulted in massive morbidity and the 
death of two children. At times it is said that the 
reason diseases have disappeared is because 
of the improvements in living standards .and 
sanitation. With regard to Hib vaccination there 
has been no improvement in overall living 
standards wit" regard to sanitation in the 19905 
and with regard to the measles outbreak there 
has been no decline in living standards in the 
same period. The reason we have had deaths 
in young children. and so many cases of 
measles is because the, vaccination rates were 
so low. The recent controversy regarding the 
MMR vaccine and autism . has caused 
unnecessary alarm amongst parents and some 
doctors. As· a result children are not getting 
vaccinated and this causes more suffering.· 
The present delivery system has failed. There 
:are targets of 95 per cent but we are not 
achieving them. For a vaccination programme 
to be successful we need an. effective. 
structu;~ and evidence based delivery system. 
When it IS based on evidence if is more likely to 
work. In 1.989-1991 they.'had an outbreak of 
measles in the United States of America. A 
committee found out that what makes 
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vaccination programmes work is finance, recall . 
systems, information systems. education and 
community supports. The community supports 
were for families to ensure that the public is 
aware of the importance of vaccination. Proper 
finance is required for the immunisation system 
at all levels in Ireland. It is needed at health 
board level because there is a lot of work to be 
done there. Babies to be vaccinated need to be 

· identified and nurses need to be trained. 
Ground force workers, computerisation and 

. recording of information are all under funded. In 
general practice funding is required and Dr. 
Reilly will deal with that. Information systems 
are required. We must be able to track children 
and invite them for vaccination. Evidence shows 
that if you invite people for vaccination they will 
turn up and be vaccinated. The best way to a 
successful vaccination programme is for 
personal invitations· to be issued by personal 
physicians. A 90 per cent plus result is likely 
every time. That costs time, money and 
organisation. A GP cannot invite a person in for 
vaccination· if they do not know they are a 

. patient. In my own town they are building 
approximately 3,000 houses. We do not know 
who lives in them. The health board has no 
record of them. They go to work in the morning 
and return in the evening when the state 
services and probably the GPs are closed. 
Information systems are critical: The evidence 
is there that we need call and recall systems. 
There is also a requirement for the education of 

· parents and professionals. Professionals get as 
confused· by newspapers and reports as do 
parents and it takes time and effort to keep up to 
date and be fully aware of what is appropriate. . 

Dr. Reilly: Everybody here is very much in 
favour of vaccination programmes. They have 
been shown to work. There are a number of 
issues I would like to highlight. I will repeat 
some of the things others have said because I 
believe they are extremely important. I feel there . 
is a need for no fault compensation for the rare 
occasions when people suffer from side effects 
from these vaccines.· In aiming to improve the 
health of individuals and the communitywe must 
protect those who may suffer the consequence. 
That needs to be addressed urgently. As a 
parent of fIVe children as well as being a GP and 

· a person who has served on the executive of 
the Irish autistic society I have a particular 
interest in this area which causes hardship and 
. pain for both parents and patients. There are 
very few services for autistic children at the 
moment particularly in the educational system. 
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Several letters in the medical press in the last 
two days show the frustration that general 
practitioners are experiencing in operating Ihis 
scheme. There is· inadequate identification of 
those to be vaccinated. We do not get clear 
target groups and we have no way of knowing to 
whom we are to deliver these vaccines nor do 
we have a delivery system for receiving the 
vaccines. There are inadequate call and recall 
systems. There has been a breakdown at health 
board level. The involvement of publicheallh 
nurses, which was supposed to be an integral 
part of the scheme, never happened. There is 
inadequate computerisation at all levels. There 
is no common system to link health boards, 
hospitals, GPs. There is no software package 

. in use to allow immediate transfer of information 
through all these arms of the health service. 
These systems are available in the travel 
industry and the financial industry so it should be 
possible in the health service. This is the time 
to invest in computer systems, we have the 
money. Our computerisation at health board 
level is inadequate - children cannot be tracked 
if they change address. We have very little infra 
structural support at GP level. In order to show 
the work load involved in the programme, Or 
Mark Matthews, a GP in south county Dublin, 
has a cellophane bag full of all the forms and 
vaccines needed. Time must also be devoted to 
counselling patients. The modem consumer is . 
better educated and demands the information 
needed to 'make an informed choice. The old 
system of lining up for vaccination is no longer 
acceptable to either patients or doctors. There 
is no infrastructure for the increased 
administrative and nursing requirements and 
doctors' time. A system based on bonus 
payments will not be successful if the people 
involved do not know the required targets. We 
are looking for funding towards administration 
and a clear target population for each general 
practitioner. A collection service for vaccines 
is vital. . The registration of all patients is 
essential for any population-based initiative. We 
must know who are our patients so that targets 

• can be achieved. Population protection is the 
aim of the vaccinatiOn programme. . 

Chairman: 'I thank you for your very 
enlightening contributions. We appreciate the 
constructive suggestions in your presentations. 
The Joint Committee has received over 40 
letters from distressed parents. These letters . 
are sad, disconcerting and worrying. There is a . 
common thread running through them, that 
these parents had· healthy children, MMR was 
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administered and suddenly from that day 
forward, the children were in difficulty. Could 
you address the issue as to why this should 
happen. What investigations have been carried 
out to suggest that this is the de facto situation? 
How united is the medical profession in its 

support of vaccination? Everybody supports' 
vaccination but there are concerns about it. A 
British Medical Journal survey quoted in the 
Daily Mail of 13 January 2001 revealed that one 
in three practice nurses and one in seven GPs 
think that MMR may be linked to serious side 
effects. Is the same concern prevalent in the 
medical profession in Ireland? What is your 
response? Dr Kevin Connolly said that 
vaccination is not 100 per cent effective and that 
most are under care before they get the 
vaccination. . He said that children with 
leukaemia and other diseases are 
contraindicated for MMR. The word Wmost" is 
used. What about the rest, what are the dangers 
for children not under the care of a paediatrician 
at the time of vaccination? Are they in danger 
relative to immunisation and how can this group 
be brought under the umbrella? 

Deputy G. Mltchell: I join with you in 
Welcoming our distinguished visitors. The 
Committee is aware of the seriousness of this 
issue and this is shown by the full attendance for 
the presentation. I wish to ask thelMO and 
National Disease Surveillance Centre if a 
smartcard record of immunisation for children 
would be useful in overcoming the information 
technology deficit? This would allow for example 
all, those vaccinated with a suspect batch to be 
traced. The IMO mentioned in its written 
submission that the health, boards are not 
meeting contractual obligations with regard to 
vaccines. Could you expand on that statement? 
Mention was made of recent outbreaks of 
measles. Are the outbreaks related to particular, 
areas which have a lower than average rate of 
vaccination? ,'May I ask the Irish College of 
General Practitioners to explain the situation in 
Sweden and Dr. Shriebner's findings, there? 
May I ask the National Disease Surveillance 
Centre if there is evidence of a new strain of TB 
and if so what steps are being taken to deal with 
it? We now have a sizeable and grOwing 
immigrant community. Are there vaccination 
programmes in the countries' -of origin 
comparable to our programmes? Can 
deficiencies in immunisation be identified among 
the immigrant community? How can so called 
bad batches ofvaccination be traced? What is 
happening for example in Sweden? Could I ask 
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the Royal College of Physicians two questions. 
Chairman? How are vaccines tested? Dr. Sean 
Farrell from the US army made a submission to 
us in which he s~id that the only way to have a 
successful vaccination campaign is to convince 
parents. How do the Royal College of 
Physicians and others feel? Are we doing 
enough to convince parents? Is that not really 
the essence of it?' A number of people spoke 
here this morning as both doctors and parents, 
I am a legislator and a parent of four children, I 
am struck by the number of big families 
represented here - we obviously do not all spend 
our time on politics and medicine. 

Chainnan: I thought it was a genuine attempt 
to send in the most productive group within the 
sector. 

Deputy G. Mitchell: Are we doing enough to 
convince parents? Where is the shortcoming on 
,that? Professor Gill mentioned varicella, what is 
it? He said we do not immunise for it. Chicken 
Pox, that is what it is. Because we do not 
immunise most people pick it up. The child 
Laura Ryan, who died, was specifically 
mentioned. She had had a form of vaccination 
but she did not have vaccination for strain B - is 
that correct? Most parents, not being doctors. 
would imagine a child immunised for meningitis 
would be safe. How do they decide which slrain 
to immunise for? Is it simply that everybody has 
been immunised, as the programme goes on, 
for' a particular strain? According to tlie 
evidence submitted by the NDSC, we have the 
highest rate of meningococcal disease in 'the 
,world - why is that? Our rate is more than ten 
times the rate in Europe and the US? Is there 
any reason why that should be? There must be 
some even anecdotal information indicating a 
reason. 

Chainnan: Deputy McManus, do you want to 
address group three for the moment? 

DeputyMc Manus: About a year after I was 
elected in 1992, I began to take an interest in 
the area of immunisation. I was very shocked 
when in 1994, I think it was, a child did die of 
measles. I am convinced that immunisation is 
an extremely important ' part' of health care. 
Since it is so important and the evidence here 
puts a strong case, why is 'our system so 
deficient and that so many children have been 
denied the safeguards? I would like to 
concentrate on that. .It is shocking that last year , 
two children died of measles in a country that is 
so wealthy and should relatively easily be able 10 
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protect children .. We had a ten-fold increase, I 
think, in the level of measles over the year 
before. That needs to be addressed effectively. 
Over the seven or eight years that I have been 
paying some attention to this, things do not 
seem to have changed and we have had the 
experience recently Where the level of measles 
has gone up dramatically and children have died 
as a result. It has now been cited in Britain that 
they do not want to go down. the route that we 
have in Ireland or in Holland. That is totally 

. unacceptable when we lay such store on our 
health system and we want to see it deliver. We 
appear to be both under-perfonning and now 
under-recording, according to the article in the 
Irish Medical Journal, which has only just come 
in, and I have not had much chance to read .it. I 
was not aware of that and I would like some 
comment on that because any time I have 
looked at this I have taken health board figures 
as being accurate. When in for example, in 
1994-95 the then Eastern Health Board said that 
parts of Dublin had a 30 per cent level of MMR 
vaccination and that it· could be compared 
unfavourably with some parts of the third world, . 
I believed that - I took that to be the case. Now 
from·the Irish Medical Journal it would appear. 
that we are not even recording accurately .. 
Another point in the article that I read very 
quickly while people were talking was the 
comment that, apart from the MMR, mothers did 

. not see that the general practice was that they 
would get their children immunised. This is 
something that I was not conscious of and I 
would like some comment on; I would like to 
ask some more about the registration of 
patients. Particularly where patients are not 
medical card holders, there is a difficulty. for 
general practitioners to know who their patients 
are. We must address in tenns of registration of 
patients and, an area I am also interested in, in 
providing' quality of primary. care leVel. Even 
without major progressive change, practically 
every baby is born in a hospital. It should be 
possible for hospitals to immediately notify the 
doctor, that the mother has Signed on with, in 
order that the doctor is aware that he has a duty 
of care to go after the baby of his patient and 
offer the benefits of immunisation. How does 
the IMO envisage a strategy that will deal with 
the under-performance, the under-recording and 
the . target setting which are all the things that 
everybody seems to know need to be done but 
are not being done. There needs t6 be special 
measures for travellers. Would it not be 
possible to adopt a principle for areas of 
disadvantage, where the kind of roving GP could' 
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ensure that immunisation is made accessible for 
young mothers maybe who have other children 
and for whom . getting to the doctor is difficult 
anyway. I like the idea of being able to offer 
services close to home where possible. I wOuld. 
be interested to hear if that is feasible. Children 
now get about seven different vaccines .. I am 
concerned about children getting, presumably, 
seven injections at a very early age. Is it 
possible to deliver these vaccines in some other 
fonn? When we looked at the vaccination issue 
in relation to orphanages, one of the vaccines 
was a nasal spray and the children liked it. The 
doctors did not like it. So of· course it was 
abandoned. There may be parental fears., It is 
nothing to do with autism. ·Itmay be that the 
idea of their child screaming because they are 
being jabbed is not a very pleasant experience. 
particularly if it happens over and over again. 

Chainnan: I will take responses to those and 
come back and take the rest later. 

Dr. Connolly: You mentioned that I state 
vaccines are not 100 per cent safe. There are 
a small. number of children who should not get 
tne vaccine and· most of these are under the 
care of a paectiatrician. Less than one in 1,000 
children have genuinecontraindications to 
vaccines, including children with cancer and 
leukaemia. That very seldom develops before 
the· vaccines are given so that is riot really a 

.. problem with the primary vaccines. The second 
group are those who have what are called 
congenital immune deficiencies. They have a 
lack of·immune protein which means that they 
are more likely to pick up common diseases like 
colds and coughs. IUs recommended that they 
not be given live viral vaccines such as oral. 
polio or the MMR. Interestingly, the majority of 
these do not develop symptoms of colds and 
coughs arid so on until they are two or three. 
They are not diagnosed until after they are given 
the vaccine and· the majority are safely 
vaccinated~ We are advising this as a 
precaution rather than as a genuine contra
indication. Mr. Mitchell asked about the situation 
in Sweden. In Sweden; from 1940 until the 
three--in-one DTP vaccine was introduced in 
1990 there were constant incidences of 
whooping cough epidemics every three or four 
years. . As the uptake of vaccine rose the 
incidence of whooping cough dropped. In 1979 
there was a scare and the vaccine was removed 
until a safer one could· be developed.· From 
1980 to 1983 the incidence"ofwhooping cough 
in children aged 0-4·years· increased to 3,000 
per 100,000. That is a startlingly high figure. 
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comparable to rates reported in some 
developing countries. Sweden has recently 
introduced the three-in-one vaccine that we have 
in Ireland. This vaccine has an a-cellular 
whooping cough part which has significantly 
fewer local side-effects and is as effective. The 
Swedish incidence of whooping cough has since 
dropped. That proves that. a scare can affect the 
incidence of disease and can result in significant 
morbidity and mortality. Before any vaccine is 
considered. a disease . needs to have a 
significant impact. The common cold is an 
example of a disease where no Vaccine is 
needed, as in fIVe to seven days a sufferer will 
recover. There are computer programmes 
which predict how a particular vaccine will react 
and how a person's immune system will make 
antibodies in the vaccine. When laboratory tests 
are completed, clinical trials are done on 
humans in various phases. The first is to use 
small numbers of adult volunteers - less than 
100 people - and these volunteers are fully 
informed about the reasons behind the trial. 
This phase is to discover common side effects. 
In the next phase of research trials are carried 
out on larger groups of adults over an extended 
time period to pick out less common side effects. 
The third phase trials are larger still. It can take 
up to ten years for a vaccine to move from 
conception to the licensing stage. In the case of 
tri~ls involving children, vaccinated and 
unvaccinated groups are usually compared so 
that one can check the effectiveness of the 
vaccine and compare side-effecls of· vaccine 
versus non-vaccine. 

Deputy G. Mitchell: Where are these trials 
conducted? 

Dr. Connolly: There are very few trials 
conducted in Ireland due to the size of the 

. population and our lack of resources. They are 
conducted in many different countries. 

Deputy G. Mitchell: We had a particular case 
where two different groups of children were 
tested here. Would this be with the consent of 
parents and not using children in institutions or 
.similar? 

Dr. Connolly: All the participants in vaccine 
trials are fully informed, consenting and can 
withdraw atany time. 

Dr. Railly: I would like to answer the question 
about the mail that you have received; as I have 
an intimate knowledge of this subject. Autism 
often presents itself close to the age of 18 
months when the first Changes are seen in a 
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child. Because vaccination. and the measles
mumps-rubella vaccine in particular, is given at 
15 months or later there is a temporal 
relationship and people often associate the 
vaccine and the disease. That is why there are 
questions surrounding MMR and autism. There 
isa definite increase in the diagnosis of autism 
and people want to know whether this is 
improved diagnostics or a real increase in the 
instance of the disease. The answer to that is 
still out there and we would be in favour of 
Deputy Mitchell's smart card suggestion. The' 
polio problem before Christmas highlighted a 
huge deficit in the health boards and they were 
unable to cope. They could not tell parents 
whether their children had received a particular 
. batch and ultimately had to refer back to the GP. 
This was another workload landed on GPs laps 
before Christmas, and it has left a bad taste with 
many doctors who felt that proper notification 
had not been received. If there was proper 
computerisation GPs could have been e-mailed 
and they would not have found themselves in 
the embarrassing situation of answering the 
phone to a patient while not even knowing there 
was a scare. This is a.problem tl1afneeds to be 
addressed. There is unfortunately no 
meningitis B vaccine. When GPs took up the 
Meningococcal programme we tried to highlight 
that point and to give further education to 
parents to be on their guard for the warning 
signs of meningitis. Deputy McManus raised an 
important point about the perception of the GPs 
surgery as the place to receive vaccination. as 
it is not where people think of going. The lack of 
notification from health boards plays a part in 
this. People often do Iiot attend for vaccination 
as they are waiting for the health board to write 
to them., I am not here to lay blame at 
anyone's door. There are huge problems that 
require serious resourcing alid the issue is a 
cornerstone of preventative medicine. 

Dr. Bedford: Notification is essential. The 
. system must know who is to be vaccinated and 
registration is important. Most babies are born 

. in hospitals and the local health board should be 
notified of the birth by the hospital. It is not 100 
per cent successful and there is often a delay in 
that happening as it is a paper trail rather than a 
computerised trail. There is no reason why the 
system cannot be computerised. When a baby 
is born in a ward, the health board. the public 
health nurse, and the GP should all be notified. 
There is a slight difficulty -in notifying the GP 
about vaccination because sOme mothers have 
their own GP, yet might bring their child to a 
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different GP who was good with children or for 
some other reason. The other problem with 
registration is that babies change names. Up to 
30 per cent of babies are born to'single parents. 
On the notification a baby could be called Smith. 
The next time we hear about it the name could 
be Pauline Smith and the next time it could be 
Pauline Smith Jones. This problem has caused 
havoc with the health board computers. They 
,cannot keep a clear database or inform GPs and 
this is a major difficulty. To solve the problem. 
takes technology and it takes support and 
infrastructure. Deputy Mitchell asked about our 
submission status for health boards who are not 
meeting their contractual obligations.' They are 
contractually obliged to invite parents to attend 
their GP for vaccination, but this does not 
happen in all health boards at all times as they 
do not always have the system to do it. Health 
boards are contractually obliged to inform GPs 
of the names of children due to attend for 
vaccination. This does not happen in all cases. 
A 'breakdown occurs at the start, of the 
programme. 

Dr~ Coffey: I might address the questions of 
,Deputies Gay Mitchell and McManus. As Dr. 
Connolly said, my submission's reference to 
Sweden comes' from page 77 of The 
Inconvenient Facts by Dr. Steve Basser. The 
heading is "SWeden Sweden SWeden". The 
question of im proving rates is a fundamental 
one. The Irish College of General Practitioners 
and the Irish Medical Organisation favour 
universal health registration. Every person in the 
country, Whether. GMS. or not, should be 
encouraged or obliged to register with their 
chosen GP. I do not wish to discuss the pros 
and cons Of this. A person would not have to go 
to the same GP for everything. It would make a 
huge difference to areas like ... meningitis 
vaccination and the overall study of disease if a 
single GP Were nominated. This, is a good . 
opportunity to raise the matter of universal 
patient registration. as it will be spoken of in the 
future .. 

Dr. Doyle: Deputy Gay Mitchell spoke about 
immigrants who, like Travellers, have special 
needs. My limited experience in this area has 
shown me that they have no vaccination history. 
There is also a communication problem. As in 
disadvantaged areas, special needs mean that 
the doctor must be brought to the client rather 
than the clienUo the doctor. A roving clinic is 
needed, along with a vaccinatorwho will assess 
these people's status and bring them in line with 
other children. 
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ProfessOr Keogh: Dr. Flanagan spoke about 
chance. Having a heart attack the day after 
taking a tablet does not mean that the tablel is 
responsible for the heart aHack. Similarly, 
developing a complication may not be due to Cl 

· vaccine. 

Dr. Butler: Mr O'Keeffe asked the same 
question that we are asked as physicians when 
sitting down with parents. Parents observf) 
changes in their children after vaccination, 
Parents are usually good witnesses and often 
right in what they observe. There are lhree 
reasons why attention can be drawn to the MMR 
vaccine as a possible instigating factor. The 
first of these is the combination of' Ihe 
epidemiology, prevalence and timing of onset of 
autism. The frequency with which we administer 
MMR vaccines and the age at which it is given 
means that a number of cases of Autism will 
come to attention directly after vaccination. As 
Professor Keogh has said, that may be by 
chance alone. We need to separate this oul by 
taking two cohort studies, of. those who are 
vaccinated and one of those who are not. We 
then check if incidence is greater in one than in 
the other. This Cannot be done, however, as it 
would deny one cohOrt of children the benefits of 
MMR vaccination. Another approach is to 
undertake a case control study, which takes 
children identified as having an adverSe effect 
related to an event. They are matched to 
controls who do not have the adverse effect. In 
this case autistic entrocolitis (inflammatory 
bowel disease) was taken. Whether or not there 
is a greater instance of the proposed risk factor 
(in this case MMR vaccine) in the group who 
went on to develop the proposed adverse event 

. (in this case EnterOCOlitiS). This has been don~ 
in different ways Oh more than one occasion. 

· No evidence was found to support the argument 
that MMR Vaccine is causally related. By 
chance alone, a temporal relationship will be 
observed in the cases of some children. The 
second reason why the MMR vaccine may seem 
to be a relevant factor in the causation of Autism 
is because some parents who report a temporal 
relationship may experience reeall bias. 
Looking back, parents try to remember when 
something started. There is a natural tendency . 
to cluster it to other' marked events, such as 
birthdays, trips or vaccinations .. A third reason 
is that such events can have an effect in terms 
of . calling .to attention. There were once 
concerns about a link between the 3 in 1 (OPT) 
vaccine and encephalopathy: Incidents of 

· convulsions, febrile reactions and progressive 
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encephalopathy were closely looked at. One 
study seemed to link the timing of diagnosis of 
these events and vaccination. The subsequent 
interval showed a corresponding fall in the 
number of cases. This was attributed to 
heightened observation around the time period 
of the vaccine. Events that were going on subtly 
before the vaccine were recognised due to this 
increased observation. The overall number of 
cases of encephalopathy had not increased, 
which is why reported cases later dipped. The 
onset of something like autism is insidious. 
Children are apparently developing normally until 
something calls the problems to attention. Such 
a trigger may coincide with the MMR vaccine. It 
is difficult for parents to separate the issue of 
causality versus coincidental or . temporal 
association. We need to step back and look at 
objective studies. The parents' reports are not 
made any less accurate. . 

Professor Gill: UNICEF publish The State of 
the World's Children every year, in which rates 
of uptake for vaccinations in every country are 
published. Albania, Romania, Cuba, Hong Kong 
and Libya report 100 per cent uptake. Nigeria 
has a 25 per cent uptake.. The schedules are 
much the same in all countries, although the 
delivery system may differ. Let us ·take Finland 
as an example. It has a superb immunisation 
programme and is very similar to us. Its system 
works. The Finns involve nurses more than we 
do. There is probably greater public belief and 
trust in nurses than doctors. We should involve 
nurses· in all elements of the programme. I 
should also point out to Deputy McManus that 
research is being carried out into edible 
vaccines, in potatoes and bananas. There may 
bewonies, however, about genetically-modified, 
or vaccine-modified, bananas. This information 
IS found in the September 2000 issue of 
Scientific American. I would also like to address 
Deputy Mitchell's comments regarding an 
appalling headline. The girl in question was 
vaccinated against meningococcal C meningitis, 
which is only one strain of meningitis. She died 
from meningococcal B. She was not protected. 
The story made this quite clear, but the headline 
does its best to delude and deceive the reader. 
That is the sort of journalism we can do without. 

Dr.O'Flanagan: I would like to respond to 
Deputy Mitchell's questions about the IT card. 
That could be helpful and should be piloted. Any 

. method of improving electronic communication 
should be tried. In relation to questions about 
the outbreaks and if they have occurred in areas 

of low uptake, we have included in the pack a 
description from Dr. Mary Cronin about the 
measles uptake in Dublin. It is clear that the 
areas where this epidemic started in north 
County Dublin were the . areas that had the 
lowest uptake of less than 70 per cent. That is 
extremely clear. On the question of whether 
there is evidence of a new strain of TB, no there 
is not; the TB in this country is the same TB wo 
have always had. There are huge epidemics of. 
multi-drug resistance TB circulating in the 
former USSR at the moment. So far in Ireland 
we have very rarely had any evidence of mulli
drug resistance TB. 

Deputy G. Mitchell: I asked two other 
questions - how bad batches are traced and why 
we have the highest rate. 

Dr. O'Flanagan: Perhaps I can take the 
question about the highest rates. 
Meningococcal disease, like many infectious 
diseases, goes in cycles and there are peaks 
and troughs. Unfortunately, in relation to 
meningococcal diseases some of the peaks can 
be quite prolonged. For example, Norway had 
an experience when that country had it called a 
hyper endemic rate. Its experience lasted over 
15 years. It had a prolonged period. Ireland is 
going through one of these peaks. 

Deputy G. Mitchell: What peaks would be 
nonnal? 

Dr. O'Flanagan: Other countries, for 
example, New Zealand has gone through a 
recent epidemic of meningococcal disease and. 
it . has had similar rates to Ireland. When 
countries get the very high rates there can be an 
epidemic. The meningococcal reference lab in 
a way has partly contributed to some of the 
increase because now we have much better 
diagnostic facilities here and we use highly 
technical PCR molecular techniques to 
diagnose meningococcal disease. We have 
probably one of the highest applications of that 
test in Europe. The European study shows. that 

. because we have a high rate we have improved 
our diagnostic facilities ahead of a lot of other 
European countries and are applying it much 
better. That has contributed to the rate. We 
had a high rate to start with. We have improved 

. our diagnostic facilities so that increases the 
rate. 
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. Deputy G. Mitchell: How do we trace the 
bad batches? 

Chainnan: I have been very patient and I 
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want to give an opportunity to other Members. 

Dr. O'Flanagan: All practitioners when they 
'give an immunisation they record the batch that 
is given. When they make returns to the health 
board the number is on the batch. That batch 
number'is then entered into the computerised 
systems. We should, in theory, be able to pull 
out from' these computerised systems the 
number of batches. As we have heard fram 
many contributors our computer systems are 
creaking. They really need to be resourced and 
improved. The systems were designed years 
ago and are not fit for the job. 

Deputy Cooper-Flynn: ' I wish to take up a 
point made by Dr. Connolly who spoke about the 
vaccine trials., Would it be possible for us to 
have 1n writing the actual phases of the vaccine 
trials which he outlined because they seem to be 
slightly at odds which what we were told in a 
previous submission. Untortunately we do not ' 
have a transcript of ,that available to us. For the 
trials he is talking about. is it always an adult test 
group that is used or is it children? My 
understanding. and Dr. Butler covered it slightly. 
is that there seemed to be a view that it is 
unethical to use an unvaccinated grdup of 
children b:ecause they are left exposed whereas 
Dr. Connolly seemed to state that when an adult 
sample is used one has vaccinated versus 
unvaccinated. I would like clarification on the 
whole situation in relation to trials particUlarly in 
relation to MMR because, that has been the 
focus of many of the complaints raised by 
parents. In his submission Dr. Connolly 
mentioned the pre-publication of Andrew 
Wakefield's article and that it concluded that the 

'paper provides no new data in relation to the 
safety of MMR and also that the vaccine is safer 
than giving the three components separately. 
Dr. Connolly went on to say: 

There is little evidence to support giving the 
measles, mumps and rubella components 
separately, and the safety and efficacy of 
this approach has never been tested. 

In his submission Dr. Coffey said there is no 
scientifIC evidence whatsoever to suggest that it 
is benefICial to give the three components 
separately but he says there is suggestive 
evidence. If they are vaccinated for rubella 
children are left exposed for a further 12 
months. How can it can it concluded that it is 
safer to give r.JiMR' than to give three 
com ponents separately when he says that the, 
safety and efficacy of that approach has never 
been tested in the first place? How can that,be 

16 

stated categorically? The second point I wish 
to'make is brought out fairly clearly in Dr. Reilly's 
submission where he highlighted the faults that 
bear on the system. I do, not think one can 
blame parents for asking questions. Sometimes 
one is almost supposed to accept that whatever 
one's GP says is gospel. As a result of this 
whole debate I asked my sister, when she was 
having her children vaccinated what level of 
discussion took place. One is told to come for 
one vaccination and so many months later for 
the next vaccination. I do not know if one is 
supposed to ask questions. If one does not ask 
questions, the matter is not discussed because 
one is doing what every other mother is doing. 
The education of parents is important. I take the 
point made by Dr. Coffey that Dr. Scheibneris 
not a medical doctor. 'That is obviously 
important when, research is being carried out. 
Were he not a doctor he would 1l1ake a brilliant 
barrister. 

Dr. Coffey: I take that as a compliment. 

Deputy Cooper-Flynn: While it is important 
that the research is done by people who are 
experienced in this area and who have proper ' 
medical experienCe, the vast majority of parents 
are ordinary people like the majority of us on this 
committee who are trying" to look at the 

,concerns raised by both sides. Obviously if 
parents raise concerns and we ,listen to them 
the media will also take it up. I accept the point 
that it is important that a balanced approach be 

,taken to every argument and if a parent raises a ' 
concern that a medical person and all the 
necessary statistics arid information available to 
support that would be looked at. I would like to 
ask everybody their view on screening Children 
before vaccinations take place and if' any 
researCh has been done to suggest that when 
the MMR vaccine is administered and a child 
has either had the measles or has a natural 
immunity to the measles that' it ,might, be 
damaging? I would like a little more information 
on that. The last point I wish to rriake came up 
the last day but was not adequately answered by 
the delegation who were here. It concerned the 

, Japanese experience Where it withdrew' the 
vaccine in 1992. When the delegation from the 
pharmaceuiicalindustry ,came before the 
committee it did not raise this point until we 
asked about it. The delegation suggested that 
Japan was the only country in the world where 
this particular vacci,newas being used, in 1992. 
I would like confirmation fTom the delegation 
here today that that is the case and that no other 
country is in a comparable situation. 
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Deputy Gormley: I welcome the delegation to 
the Committee. Deputy Cooper-Flynn has 
covered some of the questions. I will not repeat 
them and I will be brief. ,I shall direct my 
question to Professor Denis Gill who suggested 
that children who have not been vaccinated 

. should not be allowed to attend school and also 
that he would link child welfare payments to 
vaccine records. Will he accept that these are 
rather draconian measures and would represent 
an infringement on people's civil liberties? 

. Perhaps the rest of the panel would also 
comment on that. I accept you want to get to the 
last 20 per cent or 25 per cent but perhaps that 
is slightly over the top. A suggestion has been 
made about no fault compensation. Many 
parents have come before the Committee and 
their primary concem is about the link between . 
MMR and autism. Would this no fault 
compensation apply to them? I am sure tl)ey 
would like. that question answered. Finally, did 
Dr. Connolly say that he had two children who 
suffered illnesses and who had been 
vaccinated? Again, it was suggested to the 
committee that children can contract these 
diseases despite vaccination. 

Deputy Connaughton: I have found this 
meeting compelling. Obviously that feeling is 
shared by the rest of the Committee because 

. many of the Members would have left the 
meeting by now. It is easy to believe a thing 
when one understands it. As a parent, I believe 
in immunisation so it is easy for me to accept 
what you say. Maybe on another occasion and 
on another topic, the reaction would be different. 
You have put your case extremely strongly. 
Given your absolute conviction, why is it that with 
all the graduates you come into contact with and 
teach, there might be one in ten who might be 
wavering? It could be a publiC health nurse, as 
Professor Gill said, or the family doctor. People 
have an emotional attachment to these people 
and if there i~ the slightest deviation, a mother 
will say that there must be something wrong. 
Why has this occurred through the system if you 
are so absolutely convincing in the teaching 
hospitals and so forth? It is aniazing that 
although 50,000 babies are born each year we 
do not have a method ,of tracing them through 
the computer system. I am from a farming 
background and this year we will know the 
whereabouts every one of the seven million 
cattle in this country on a given day. I accept Dr. 
Doyle's point that babies change their names 
although it would not have occurred to me until 
he said it. However, the mothers would not 
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change their names or would they? 

Dr. Butler: They do. 

Deputy Connaughton: There has to be 
some contact point. Logistically. 50,000 names. 
addresses or code numbers on a computer 
base is nothing substantial. I am old enough to 
remember the measles outbreak in our house. 
When one of us got it. all of us came down with 
it .. Not only did our house close but the school 
closed as well because everybody else 
contracted it. Is there any way you can use 
negative shock tactics in your publicity to show 
what did happen? Have you footage of the 
disease over the years or of young men with the 
mumps and their heads twice as big as usual? 
They are things a generation has never seen 
and, unfortunately. many parents have forgotten 
it. Can something be done in that regard? 

Deputy Denliehy: Professor Gill said a small 
number of children, one in 1,000, should not be 
vaccinated and he outlined obvious cases. Can 
the one in 1,000 be identified prior to the 
decision to vaccinate? Is it possible to screen 
the children for those who should not get the 
vaccination? My second question is related to 
Deputy Connaughton's remarks about the 
negative vibes from within the medical 
profession. I believe the take up percentage is 
based on trust in the system or on fear of it. 
Bearing that and the figures you quoted from the 
UK in mind, how many people within the medical 
profession would be opposed to vaccines? I 
include the nursing fraternity in that. District 
nurses are the first point of contact and the most 
trusted contact with the medical world for young 
parents. Everybody here favours vaccination 
even though we will hear negative views at other 
times. However, I believe one negative voice 
from the medical profession will get as much 
attention as at least 50 positive voices. That is 
my experience, Deputy Connaughton raised a 
fair point in that regard. Is it that you are 
teaching them badly or that YQUhave failed to 
convince them? What percentage of' the 
medical profession, particularly general 
practitioners and district nurses, fear'there is a 
difficulty and that it might not be·safe? 

Chairman:' t will have to bring the meeting to 
. a close so one answer should be given to each 
question. Professor Gill indicated he wished to 
speak, . 

Professor Gill: In answer to Deputy 
Gormley's questions, I did not actually state lint? 
shots, no school", There was a question mark 
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beside that 

Deputy Gormley: Yes, there was a question 
mark. 

Professor Gill: However, in most countries, 
the last 15 per cent to 20 per cent are hard to get 
and tliey need a stick or a carrot. In some states 
in the USA. "no shots, no school" is the law. In 
France, vaccine administration is tied to child 
welfare payments. The King of Saudi Arabia will 
not give a person a passport or birth certificate if 
the person is· not immunised. There are 
strategies to try to iriclude the last lot who will not 
be educated or persuaded. In answer to Deputy 
Connaughton. the measles vaccination 
programme was introduced hereabout ten years 
ago. It was slow to start until Gay Byrne 
wheeled into the television studio an unfortunate 

. child who was severely damaged by measles 
encephalitis. The nation changed overnight 
because people saw the devastation that 
measles can cause. I will ·Ieave the other 
questions to my colleagues. 

Chairman: Deputy Dennehy wanted to ask a 
question .. 

Deputy Dennehy: It was about the one in a 
thousand. 

Professor Gill: That was Dr. Connolly. 

Dr. Connolly: I am not aware that there is any 
way to identify a child who can react. In the 
same way. one does not know when a baby is 
born whether it will develop asthma. A small 
number of children who have genuine 
contraindications can be identified but it would 
mean an enormous outlay to pick up the small 
number of others. Remember, even if there is 
an adverse reaction, the vast majority have no . 
permanent, long-term side· effects. They are 
temporary. h, reply to Deputy Cooper-Flynn, the 
question of how trials are carried out is obviously 
complicated. I will ensure that a tranScript of the 
procedures of trials is made available to the 
Committee through the Irish Medicines Board. 

Deputy Cooper-Flynn: Thank you. 

Dr. Connolly: With regard to giving the 
measles, mumps and rubella v8ccines 
separately, I am not aware that there have been 
adequate trials. However, . I . can give an 

. example. The mumps vaccine which is used in. 
France is only effective in 12 per cent of cases. 
In other words, 88 per cent of children who get 
that vaccine have no protection so there is 

. evidence against some single vaccines. 
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. Deputy Cooper-Flynn: Why is that? 

Dr. Connolly: . It is ineffective and that is why 
we do not have it in Ireland. We only licence a 
vaccine if it is shown to be effective. So it is not 
licensed .in Ireland. 

Deputy Cooper-Flynn: Yet it is effective if it 
is given in a triple vaccine? 

Dr. Connolly: They are different vaccines. 
Triple vaccines can be more effective than 
single vaccines. 

Deputy Cooper-Flynn: Why is that? 

Dr. Connolly: To my knowledge the Frerich 
only give it to less· than 1 per cent of their 
children. There is no way, medically, I could 
recommend that people be given this mumps . 
vaccine because, to my knowledge, it has not 

. been shown to.be effective. 

Deputy Cooper-Flynn: Why is it effective in 
the triple? What is the component or how is the 
vaccine made up? 

Dr. O'Flanagan: You asked if it would not be 
better if the vaccines were given separately. 
The experience in Japan has shown that it is not 
effective. There have. been 79 deaths during 
the period Japan has been using the separate 
vaccines. That has shown it does not work. A 
question was asked if the Japanese vaccine is 
the same vaccine. Japan has its own vaccine 
companies and it produces vaccines for its 
population. The vaccines used in Japan are not 
used widely outside Japan. . . 

~puty Cooper-Flynn: I do not understand 
the makeup of the vaccine but I thought that 
each component of the triple vaccine dealt with 
mumps, measles and .rubella .. Can they be 
separated and would they have the same effect . 
or is· it that the cocktail of the three together 

.. works? .. 

Dr. Butler: The vaccine is combined of three 
different strains of different viruses. That is not 
to say that an effective monocomponent vaccine 
could not be developed. The Deputy's point is 
valid. The currently licensed monoconiponent 
vaccines which are· used in France are not 
particularly effective. That is not the strain in the 
MMR vaccine we are using: 

Deputy Cooper-Flynn: That is what I wanted 
to know. 

Dr. Butler: The·question must be asked if it 
. would be worth developing that in terms of the 

, 

I 
• I 
. i , 
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combination being safe and effective. As regards 
the development of vaccines, studies are carried 
outin three phases. Phase one are initial dose 
finding studies, phase two are toxicity and 
tolerability studies. In general those are done in 
adult volunteers. When we talk about efficacy 
and safety, it must be determined in the 
population at risk from the disease, such as 
children. With the introduction of the three in 
one vaccine the initial studies are often. 
randori1ised, comparing whatever is the standard 
versus the new vaccine. It was a two 
component vaccine; it was usually the MR 
vaccine that was used in studies to compare it 
with the MMR. Those studies were done and 
showed equal, if not better, efficacy with the 
three component versus the two component 
vaccine. I mentioned it being unethical, that is, 
unethical to go back and deprive a cohort of 
children of immunisation now that the benefits of 
safety and efficacy have been demonstrated. 
The Deputy also asked if there is a danger in 
terms of a child having wild measles and thEm 
getting the MMR vaccine afterwards. The 
adverse incidence rate with MMR vaccine 
decreaSes with sequential exposure, whether it 
is to wild measles first and then to MMR vaccine 
or to MMR vaccine. That makes perfect 
biological sense because MMR vaccine is 
different from the three in one (OPT) vaccine in 
that these are live vaccines. They contain 
weakened forms of the virus which create or 
mimic natural infection and produce natural 
immunity. The main concern about serious side 
effects is that instead of a weakened infection 
that a person, for whatever reason, might 
develop a more significant infection; However, 
if a person has already been exposed; they are 
protected and they will not get those serious side 
effects. With MMR,unlike tetanus, sequential 

, doses are associated with a reduction in the 
incidence of adverse effects. 

Deputy Cooper-Flynn: That is an interesting 
point. Perhaps Dr. Butler could clarify if phase 
three of the test with the children involves 
vaccination when it is not completely proven. 

Dr. Butler: Depending on what has gone 
. before, phase three involves collecting safety 
and efficacy data. It would not be randomised at 
that stage. 

Dr. Bedford: A question was asked as to 
why doctors and nurses waver and why do they 
have doubts. We are all human. We are being 
blitzed by newspa~ headlines about scare 
stories. We are like everyone else. Studies 
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have shown that some of the buyers are 
sometimes professionals. We need continuing 
professional development and education., 11 is 
difficult to keep up to date with it. Journals are 
published every day of the week with a different 
story. It is important to get the right one. A 
huge amount of resources and effort must .be 
put into. continuing professional education of 
doctors, nurses and parents so that everyone 
has a say in it. 

Chairman: Like the British Medical Journal. 

Dr. Bedford: I am not sure of any recent 
publications. Past publications have shown Ihat 
sometimes the buyers are with the nurses 
because we are not up to date with the latest 
thing. When they hear things, they have doubts. 
However, when they receive education, these 
doubts are often dispelled and the uptake rates 
improve. People often wonder why the system 
fails and what is needed to improve it. We need 
to put in place an evidence based vaccination . 
programme. If we apply what works,.we will get 
a system which works. The evidence says that 
if we have resources and information systems, 
if we invite parents and recall them if they do nol 
come back again and if we continue to educate 
parents and professionals, we will have a 
system which works .. 

Dr. Reilly: I am sorry if Deputy Cooper·Flynn 
misunderstood what I was saying. I was trying 
to make the point that we want to spend lime 
with patients. We expect patients to ask 
questions and we want to have time to answer 
them. That is the only way we will convince 
people of the importance of. vaccination. The 
old paternal approach is long gone in 'general 
practice. I do not agree with enforcing 
'vaccinations. I have opposed it at health board 
level. There should be a carrot, such as an 
increase in welfare payments, a bonus or a tax 
break. We cannot enforce it when we cannot 
say it is 100 per cent safe. There is a tiny risk. 
Younger people waver because of their natural 
willingness to question things. We are losing 
the public relations battle .. That survey asked 
the professionals if there may be a link. It 
relates to how the question is asked . 

Chairman: I thank the delegations for their 
time and patience. This has been a valuable 
experience. We are meeting the different 
groups. We propose to have a Larry King type 
show atthe end where we will invite some of the 
people back for a final session. ,. We might invite 
some of you back again on another oc;casion. 
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We appreciate you coming here today_ 

The Joint Committee adjourned at 1. 00 p.m. 
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Chainnan: Last July, the Committee agreed 
to consider the issue of child vaccination to 
include an examination of the current 
vaccination policy and practice, the poor take-up 
rates and the public concerns about the risks 
and the adverse effects. Written submissions. 
were invited from the general public, the medical 
profession, the health boards and others. To 
date over 100 submissions have been received. 
The Committee also agreed that it would invite 
selected correspondents to address it in person. 
At today's meeting we will hear. the views of Dr. 
Andrew Wakefield of Royal Free and University 
College Medical School, University of London 

. and Professor John O'Leary from the Coombe 
Women's Hospital in Dublin. Both Dr. Wakefield 
and Professor O'Leary have. carried out widely 
reported research into the association between 
autism and the MMR vaccine. The Committee 
is grateful to both of you for appearing before us 
today, particularly in view of the fact that we 
caused you some inconvenience by the late 
cancellation of a previous meeting. I now call on . 
Dr. Wakefield and ProfessorO'Learyto make an 
opening presentation of approximately 15 
minutes' after which the matter will then be 
thrown open to the Members of the Committee 
for questions and further discussion. 
Before theY commence, I remind everyone that 

Members of the Committee are covered by 
privilege, others who are appearing before the 
Committee, do not have that same privilege. I 
call on Dr. Wakefield .to open the proceedings. 

Dr. Wakefield: It is a pleasure to be here and 
no apology is necessary for the delay in this 
meeting. I am a reader in experimental gastro- . 

. enterology at the Royal University College 
Medical School in London .. Contrary to reports, 
I am an entirely conventional physician. I have 
been in charge of a group called the 
inflammatory bowel disease study group for the 
past 12 years. Our principal interests are in 
Krohne's disease and osticolitis, two classical 
inflammatory bowel diseases, and in particular 
the possible role of 'measles virus in the 
causation of these two diseases, which are 
becoming increasingly common. 

In 1995196, I was approached by a group of 
parents with cl remarkably consistent story about 
the demise Of children .into autism. Firstly, I wish 
to give you some terms of reference from my 
perspective. We are dealing with a sub-set of 
children with autism; which has many.causes. 
We do not know the size of this particular sub
set. That knoWledge will only come with time 
and investigation. Today's presentation is based 
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entirely on scientific data, which have been peer
reviewed and published. I assure you that I.arn 
not in any way anti-vaccine. This is not an anti- . 
vaccine argument. In fact, paradoxically, it is a 
pro-vaccine argument and if I fail to get that point 

. through during this presentation, I wOUld be 
grateful if somebody would remind me. 

The iSsue concerns the safest way of 
. protecting children against the infections in 
question. and against the possible adverse 
consequences of the vaccines themselves. 
Most importantly, the work is not based on 
assumptions. Let me explain that. Many of tho 
parents concerned have told their physicians 
that their child deteriorated into autism after 
receiving the MMR vaccine. The physicians 
dismissed this as coincidence. That is an 
entirely reasonable argument if one has 
excluded an associatibn~ i.e. if one has 
investigated that child to the best of one's ability, 
to establish whether it is coincidence or not. 
Otherwise, that is not good medical practice. 
This is not an isolated opinion. It has been put 
about that this is just one maverick doctor in ' 
London, putti ng forward this idea. That is not the 
case. There are at least five highly reputable 
groups in the United States who have worked on 
this, made the same association and published. 

The work is based on conventional medicine, 
as practised from the 5th century BC by 
Hippocrates and others, by taking at face value 
the patient's' story, or the parents' story about 
their child, and interpreting it to the best of the 
doctor's ability. That is my duty as a clinician -
not to "buy into it, It not to' believe it from the 
outset, but to establish the validity of the story 
through due scientific investigation, and not to 
dismiss their claims because they may conflict 

. . with some of my fondly held . precepts. 
particularly in the context of public health. 
. We have now seen over 170 children, having 
initially set out to look at 10, to check for any 
problem with their gastro-intestinal tractS. . The 
children came With a history of normal 
development, as substantiated by 
contemporaneous documentation from health 
visitors and doctors, as well as. videos and 
photographs. Then, shortly after their MMR 
vaccination, they had regressed. They had lost. 
their acquired skills of speech, language and 
socialisation. They had become ataxic. For 
eXample, they had become unsteady on their 
feet and would fall over. They could no longer 

. eat with a utensil, whereas they had been able to 
do so previously. Children Who had been 
continent of urine, lost that continence. Clearly, 
there was a neurological problem involved. 
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In addition, the children had gastro-intestinal 
symptoms, clear in some cases and subUe in 
others. . The doctors would say "Your child is 
bound to have bowel problems, because he/she 
is autistic." As a gastro-enterologist, the logic of 
that completely eludes me. The story which I got 
was so consistent that I went to Professor John 
. Walker Smith, who is the most experienced 
paediatric gastro-enterologist in the World. He is 
recenUy retired. He has seen more inflammatory 
bowel disease in children than anyone else on 
this globe. We decided that, with our paediatric 
psychiatrists, we would look at these children . 
and try to establish whether the parents' story. 
was right and whether there was a bowel 
problem underlying their children's 
developmental regression. . 

We have now published three peer-reviewed 
major original scientific paPers, which confirm 
beyond doubt that these children have a bowel 
disease problem. That is a fact, whatever its 
relationship to MMR. The disease is 
idiosyncratic and it is neither Krohne's disease. 
nor ulcerative colitis. When the last paper was 
published, there was a very supportive editorial 
in the Joumal of Paediatrics last week. 

The characteristics of the bowel disease 
include inflammation or swelling of the lymph 
glands in the gut They also include a colitis and 
an enteritis. That means that there is an 
inflammation throughout the gut lining. Those 
features are entirely consistent with a viral 
cause. In fact, the swelling of the lymph gland is 
rather like swelling of lymph glands anywhere in 
the body when one has an infection, such as a 
sore throat. Because· they happen to be in the 
small intestine. they produce swelling. 
obstruction, pain and, therefore, symptoms in 
their own right. . 

For the first time With this disease,. we had 
somewhere to focus our attention when looking 
for the cause, because, as I said, this reaction is 
a localising reaction to infection. If one is looking 
for infection, that is where to look. In a moment, 
I will come to the possible link betWeen the gut 
and the brain. The other feature which the 
parents described was that their children often 
had recurrent refractory upper respiratory tract 
and ear infections. In other words, when the 
family got an infection. the child with autism also 

. got it but could not shake off that infection . 
. This is often indicative of an underlying· 

immuno-deficiency - that the immune system is 
not up to par. We investigated that also and. 
again. the parents were right. These children did 
have an immuno-deflCiency and that immune-

. deficiency was characteristic of a chronic viral . 
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infection. So. there was a bowel disease 
consistent with a viral infection, an. immuno
defICiency consistent with a viral infection and a 
group of children who had regressed in the face 
of a vaccination. We then looked for evidence of 
the virus in tissues from these children, 
specifically in swollen lymph glands from the 
bowel. I am not going to present the raw data 
here today. Professor O'Leary will present the 
molecular data. which are far more succinct and, 
indeed, far more persuasive. . 

To summarise, in my laboratory we sought 
evidence of specifIC proteins of measles virus. 
In addition, we used appropriate controls. Le; 
children who were developmentally normal and 
were referred to us with bowel symptoms. We .. 
also looked for other viruses, not just measles 
virus. We looked for herpes simplex 1 and 2 
and a whole range of other common childhood 
illnesses. Within the group of children whom we 
looked at. there.was a highly significant increase 
in the Presence of measles virus protein in the 
lymph glands, but we could find no evidence of 
any other viruses in there. That is interesting. It 
does not mean that it is the cause, but it is 
certainly a very important piece of the jig-saw 
which goes towards answering the question. 

We also found that the children had an 
exaggerated antibody response to measles virus 
in their blood, compared with age-matched 
controls. We did not find that for mumps virus, 
for rubella or for other common childhood 
infections. This is another interesting piece of 
the jigsaw, which starts to point towards a 
possible conclusion. . 

We have looked at the matter from the 
individual child's perspective, looking at the 
organic pathology in these children and 
establishing the facts. There have been a 
number of epidemiological studies which have 
sought to expnerate the vaccine and to show 
that there is no link. . These· were best 
summarised by a meeting of the National 
Academy of Sciences inWashinglon last week, 
which said that,. on the basis of the current 
epidemiological studies, it is impossible to.rule 
in, or rule out. an association. In other wards, . 
those epidemiological studies have not taken us 
any further forward. Why? BeCause we are 
looking at a sub-set of autistic children. If you 
take the whole autism grolJP, of which the sub
set represents but a fraction, then you may well . 
miss an effect. The only way of establishing a 
causal relationship is to look at the individual 
children and the actual. disease process within 
those children. . 

Why are we here? Why haS this problem 
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arisen? It. comes back· to the issue of 
vaccination. Only a tiny fraction of children have 
regressed following the single measles vaccine. 
The regression appeared to occur after the 
polyvalent measles/mumps/rubella vaccine. The . 
same is true if one interview patients in the 
United States or in Canada or Sweden or 
elsewhere .. It does not seem to be a function per 
se of the monovalent measles vaccine. My 
group has published compeUing studies showing 

. that a child who experiences concurrent measles 
and mumps infection together is at much greater 
risk of inflammatory bowel disease. The virus 
may be sequestered. in the gut and produce 
inflammation. That data was accepted by the 
MRC review committee.in 1998. . 
Are we looking at the possibility of a synergistic 

interaction between twO or three component 
viruses? In other words, will the combination of 
measles, mumps and rubella produce something 
very different? To understand the origins of this, 
we must go back to the original safety studies of 
measles. mumps and rubella in 1969. They 
showed without doubt that there was an 
interaction between the viruses and the vaccine 
that altered tlie cliilical response - the rash and 
the fever. That was not followed up on until 
1974 when the Japanese showed exactly the 
same thing. Interference between the 
component viruses . altered the immune 
response. If you alter the immune response 
then potentially you alter the ability of the body to 
get rid of the virus and to clear it. Dr. Minikawa 
summarised this by saying the question needed 
further investigation yet further studies were 

. never done. We believe that there may be a 
synergistic interaction between the components 
of this vaccine which increases the risk of an 
adverse event. 

. Why is this paradoxically a pro-vaccine 
argument? We do not wish to see the retum of 
these infections. Specifically, we do not wish to 
see measles epidemicS retum. I am not anti
vaccine in any way. My children have been 
vaccinated. There is no doubt that there is a 
question mark over the vaccine, not because I .. 
have raised such a question mark but beCause 
parents have rai~ed it with me. As part of my 
duty as a physician,l have addressed that issue 
and confirmed that thus far they are 100 per cent 
wrong; We have the ability with the single 
vaccines, not only to protect against the acute 
diseases of measles. mumps and rubella. but 
also to prevent this overlap - this interaction 
between the viruses - by artifiCially 
disassociating them. For example. we can give 
the measles vaccine first and the rubella vaccine 
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afterwards. There is no formula for that. it is 
· purely empirical. . 

We have the ability to separate them out but 
more important perhaps. in a democracy. is the 
fact that there is a question mark over the safety 
of this vaccine. Otherwise we would not be 
having this meeting and we would not have had 
the meetings at the Institute of Medicine and 
Cold Spring Harbour in the United States - the 

· pinnacle of American science. Physicians in the 
United States would not be investigating this 
issue if there were no question marks. In a 
democracy, parents deserve a choice until these 
questions are resolved. 

Professor O'Leary: The· purpose of this 
testimony is· to report the scientific results in a 
series of children· With a condition termed 
"autistic enterocolitis" which has been explained 
to the cor:nmittee by Dr. Wakefield. By its 
nature, this submission is technical, but I will be 
happy to explain· any technical questions that 

· arise, during the course of my submission. 
Autistic enterocolitis is a recenfly described 

condition of children with regressive type autism, 
in which there is lymphoid hyperplasia of the 
terminal .ileum and a low grade ~ronic 
inflammatory infiltrate in the colon. The precise 

· pathological description is "ileocolonic 
Iyrriphonodular hyperplasia and non-specific 
enterocolitis ... 
The condition was described in The American 

Joumal of Gastroenterology, in September 
2000. Figure 1 on the submission before the 
committee shows the characteristic lesions of 
gut in children autistic enterocolitis. The left 
panel shows the histopatholOgical· appearance 
while . the right panel shows endoscopic 
appearance which we would see using an 
endoscope looking at the terminal ileum of these 
children. The Committee can See that it is 
swollen and that lumps and bumps are visible. 
At the outset. I wish to state that children must 

be vaccinated and nothing in this testimony 
should be considered as . anti-vaccine. 
Vaccination strategies have proven. to be· an 
outstanding public health measure and provide 
· protection for our children. Indeed. vaccination 
strategies support our Constitution which 
enshrines equality for all of our children. The 
scientific studies were undertaken following an 
approach made to my laboratory by Dr~ Andrew 
Wakefield, who has just submitted independent . 
testimony. Dr. Wakefield is a reader at The . 
· Univef'$ity of London. . 

The studies represent a transnational multi
disciplinary research pr09rBmme aimed at 
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elucidating the causes and pathogenesis of 
inflammatory bowel diseases, a sub-set of which 
is this novel fonn of inflammatory bowel disease 
in the setting of co-existent developmental 
disorder of childhood. The findings detailed in 
this statement, have recently been presented at 
the worid renowned Cold Spring Harbour 
laboratories, New York, USA at a specially 
convened meeting of world experts in the field of 
autism and autism research. Our description of 
measles virus identification in this sub-set of 
children was not challenged at this meeting. It 
was accepted by delegates from the NIH and 
CDC. The data from this meeting are to be 
published in a special supplement of Molecular 
Psychiatry published by Nature group publishers. 

Biopsy material for this study was provided by 
Dr. Wakefield and presented to my laboratory 
using "blinded protocols", Unique accession 
numbers were assigned to each ·case to 
maintain patient and diagnostic anonymity. 
Senior scientists and technicians have carried 
out the research work at two dedicated state of 
the art molecular biology sites here in Dublin. In 
addition, independent confinnation was also 
sought at a laboratory in the United States, using 
similar technologies as applied here. . 
Dr. Wakefield initially posed three questions to 

our group in relation to autistic enterOCOlitiS 
having firstly carried out detailed tests in order to 
establish the pathogenesis of bowel changes in 
these children. Was measles virus present in 

. gut biopsies of affected children? Where was 
measles.virus located in gut biopsies of affected 
children? How much virus was present in gut 

. biopsies of affected children? In addition, the 
following questions Were added. Could measles 
virus genomes, that is the genetic material from 
the virus, be sequenced from gut biopsies from 
children with. autistic enterocolitis? Could 
different molecular technologies be employed to 
detEd measles virus genomes in affected 
children? 

Before commencement of .the project a 
standard operating procedure was written in 
relation to handling of samples, extraction.of 
nucleic acid and perfonnance of molecular 
virology screening assays. This is available upon 
request to any interested party. The assays 
used in this study were: In-situ hybridisation; RT 
1n-cel1 peR; solution phase PCR; TaqMan 
quantitative peR; and DNA sequencing. . I 
recognise that I am speaking to non-experts but 
I hope to clarify these technologies for the 
Committee. 

Specific regions of the measles RNA genome 
were selected as detection targets.· These 

included the Haemagluttinin, Nucelocapsid and 
Fusion genes, known as H, Nand F regions, of 
the measles genome. Strict anti-contamination 
procedures were adopted throughout the study 
to prevent false positive results being generated. 
These included separate and isolated facilities 
for nucleic acid extraction, PCR amplification, in
situ hybridisation and DNA sequencing. 
Our laboratories have over 13 years experience 

in the area of viral gene detection and have a 
substantial body of peer reviewed publications in 
journals such as Nature, Nature Medicine. The 
Lancet, Annals of Oncology etc. In addition, our 
group has hosted major international workshops 
in the area of low copy gene detection in clinical 
samples and has established an international 
reputation .in PCR technology; in-cell PCR and 
PCR robotics. 

I will now detail the technologies, the first of 
which is in-situ hybridisation. This technique 
allows localisation and visualisation of genetic 
sequences in cells and tissue. sections so that 
we can see the sequence down the microscope. 
The in-situ hybridisation assays used in this 
study, employed cloned fragments of the H. N· 
and F region of the measles virus genome. 
These cloned fragments were labelled with biotin 
and for digoxigenin labels using standard 
technologies. We then hybridised probes to the 
target sequences in cells and tissueS using 
conventional chemistries. We detected the 
fanned hybrid, where the probe sticks on to its 
complementary sequence present in the tissue 
. section, and we achieved this using standard 
immunocytochemical techniques: In all cases 
tyramide signal amplification or TSA was applied 
to increase detection sensitivity. That is a novel 
fonn of chemistry to detect RNA in tissue 
sections. 
One-step immunocytochemical detection has a 
sensitivity of 50 genome copies per cell, which. 
means that we can pick up 50 copies of the virus 
of one cell. With three step 
immunocytochemical detection, however, there 
is a sensitivity of ten to 15 copies per cell. The 
TSA technology achieves single copy viral gene 
detection, so if the virus is there we will identify 
it. 
In-situ hybridisation assays were performed on 

multiple serial sections of gut biopsies from 
affected. children. Hybridisation efficiency was 
assessed using a. conserved human repeat 
sequence that is· present in us all called alu. 
Negative control probes included· human 
papilloma virus,which is involved in cervical 
cancer, and human herpes virus eight, which is 
a virus I discoVered in 1995, Optimisatior) 
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. experiments were carried out using measles 
virus infected vero cells . and brain biopsy 
material from patients. affected with sub-acute 
sclerosing pan-encephalitis (SSPE), which is a 
devastating condition caused by measles virus. 

Any Members that have read the soft medical 
or scientific literature will have heard of the 
polymerase chain reaction technique. This 
technique allows the investigator to amplify, or 
make. copies of, DNA and RNA in cells and 
tissue sections. It has a detection sensitivity of 
one viral.or mammalian genome copy per cell. 
It is effectively like a photocopier making multiple 
copies within the cell. In addition, problems with 
DNA and RNA contamination are not 
encountered using this method, because only 
DNA or RNA present in tissue sections, either 
inside or outside cells, will be amplified and 
localised. . 
In the cases that were examined, measles virus 

RNA was amplified using RT in.-cell PCR, also· 
known as reverse transcriptase in-cell PCR. 
This technology employs a pOlymerase chain 
reaction (PCR) in order to make copies of the 
RNA molecule and a hybridisation step, very 
much like in-situ hybridisation, using a labelled 
probe to detect the newly formed amplicon. or 
gene copies. 

Optimisation experiments were carried out 
using measles virus infected vero cells and brain 
biopsy material from patients affected with sub
acute scIerosing pan-encephalitis (SSPE). which 
is caused by measles virus. Four to six serial 
sections of gut biopsies from affected children 
were examined for the presence of measles 
virus, while including appropriate controls. 

Solution phase PCR~s carried out in select 
cases. where frozen biopsy material. was 
available. We looked for the H, N. and F regiOns 
of the measles virus genome. Optimisation 
experiments were carried out once more. The 
detection sensitivity of Single round PCR is 15 
viral copy· RNA equivalents in 105 RNA. 
sequences. Members should understand that 
this is· extremely sensitive technology with an 
absolute detection sensitivity of· one viral 
genome copy per cell. 

Deputy G. Mitchell: Not only do we not 
understand what Professor O'Leary is saying, 

. . but we are in danger of not haVing any time to . 
question him. 

Professor O'Leary: It is extremely important 
that I am allowed to read my statement in to the 
record .. It is vital when a professional scientist 
like myself is asked to give testimony. 
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Deputy G. Mitchell: It is very important that 
we who do our job as legislators conduct our job 
as we see fit. If those who come before the . 
Committee are offered 15 minutes to give 
evidence, they should be able to do so. If 
Professor O'Learywants to PUt something on the 
record, I am sure the whole document can. be 
entered. Other parliamentary matters need 
attention, and we need to find time. to question 
both Dr. Wakefield and Professor O'Leary. just 
as every other witness before the CQmmittee is 
questioned. There is quite a lot of the document· 
still to be read. 

Chairman: We have a time constraint. 

Professor O'Leary: I accept the Deputy's 
point, and I therefore propose that. we move to 
the results. Is that acceptable? 

Chairman: Please~ 

Professor O'Leary: Using RT in-cell PCR 
and in-situ hybridisation technique, we were able 
to identify measles virus genomes in follicle 
centres of lymphoid aggregates of gut biopsies 
from children with autistic enterocolitis. The 

. signals obtained are illustrated in figures three, 
four and fIVe of the document I have distributed~ 
Localisation of measles virus genomes was 
confirmed on serial sections from· the same 
patient. In the biopsy, one to three areas· of 
amplification were identified.· 

Ileal lymphoid tissues were examined from 77 
affected children with a median age of six, and 
they ranged from three to 14 years; 65 of the 
children were male. Of the 77 affected children, 
73 had received MMR, three monovalent 
measles vaccine, but details were not available 
for one. Sixteen had received a booster 
measles containing vaccine, and none had· 
suffered documented measles disease. 

Developmentally normal paediatric. controls, . 
where there are 44 patients with a median age of 

. ten, ranging from zero to 16 including 31 males 
were examined. There were 17 children with 
normal ileal or small ball biopsies and six with 
ileal lymphoid nodular hyperplasia, which is very 
like the lesions. we see in these children, but is 
not found in autism. Children who had been 
investigated for abdominal pain were included. 
as were 21 children who had undergone 
appendicectomy for abdominal pain includirig 
appendicitis. Thirteen of ~he 23. normal and 
lymphoid hyperplasia controls had received 
MMR, one had received monovalent measles 



JOINT COMMITTEE ON HEALTH AND CHILDREN 

vaccine, but details were not available for one. 
Ten children had received a measles-containing 
booster vaccine and one had suffered measles 
virus disease. Eight children served as measles 
virus unexposed controls. All appendix tissues 
were from children born at least five years after 
the introduction of MMR vaccination, although 
vaccination records were not available at the 
outset. I can now inform the Committee that all 
of these children had received MMR. Positive 
control material was included, as before. 

Overall, 73 of n, or 95 per cent, of affected 
children harboured measles virus genomes in 
ileal lymphoid tissue compared with 5 of 44, or 
11.4 per cent, of controls. The relative odds 
ratio for the presence of measles virus genome 
in affected children compared with controls was 
284.70, which is statistically highly Significant. 
Using different molecular biological technologies 
we have been able to identify, localise, 
quantitate, and sequence measles virus 
genomes in gut biopsies of children with autistic 
enterocolitis. I wish to point out strongly that the 
findings presented here represent an association 
between measles virus and this disease 
phenotype. Disease aSsociation in science 
implies segregation of two variables in a disease· 
state, but does not imply necessarily disease 
causation. 

The results of this research have been 
submitted for peer review publication. Studies 
are now underway to define the effects of 
measles virus on the gastrointestinal system 
using a transgenic mouse model of measles 
virus infection. In addition, the precise molecular 
characterisation of the genes involved in autistic 
enterocolitis is now being carried out at our 
laboratories using cDNA array and SNP chip 
technology. I thank you for your time and 
attention. 

Chairman: I thank Dr~ Wakefield and 
. Professor O'Leary for their presentations and 
apologise for the time constraints. Hopefully 
some of the issues that are of interest to us can 
be teased out through further questions. Two 
documents were ·niade available to lis from the 
Irish Pharmaceutical Healthcare Association 
prior to this meeting. The first of these is a 
statement from the World Health Organisation, 
obviously strongly endorsing the MMR vaccine. 
I hope Dr. Wakefield will respond to the claim 
made that his study does not meet the scientific 
aiteria required to suggest that theMMR 
vaccine causes the condition we have referred 
to. The other document that was made available 
to us was the British study which found no co-
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relationship. 

Dr. Wakefield: I will break the first point in 
two. Firstly, we have made it quite clear here, in 
testimonies elsewhere and in published data that 
we have not said this is the cause. That annuls 
the· question immediately. To say that our 
scientific data do not meet criteria is therefore 
true. Everything we have published, however, 
has gone through a formal process of peer 
review and presentation in a major scientific 
journal and therefore, by definition, has met the 
criteria. . 

Due to the continuous nature of the work, it 
has been extremely rigorously reviewed, not by 
two reviewers, as is typical, but by four in almost 
every case. The work has been accompanied 
by editorials which is a great privilege and 
endorsement, so I refute that point. . 

Deputy G. Mitchell: I do not know if it is 
possible to answer all of Professor O'Leary's 
document, on the record. Though, we got most 
of it perhaps we could put it all on the record 
since it is an important study. 

Chairman: All of the Professor's report will be 
placed in the Houses of the Oireachtas. As 
such, it will be placed on the record. 

Deputy G. Mitchell: Dr. Wakefield suggests, 
and I do not know if Professor O' Leary supports . 
it, that separate MMR would be desirable. They 
are not against vaccination, but is there any 
international experience, with separate 
vaccination, which shows this to be a safer 
approach? 

I ask the Doctor and the Professor what the 
main recommendation of this Committee should 
be. 

Dr. Wakefield: . There have not been any 
formal studies of sufficient size comparing. the 
safety and. efficacy of single vaccines of 
measles, mumps and rubella, to the component 
vaccines. The perception of. the regulatory 
authorities in the USA. of Dr. Neil HalseY,is that 
these studies should be done. If there was a 
reason to suspect that there might be 
interference between the component viruses· of 
a vaccine then. it was indicated by DrNeil 
Halsey in 1995, comparative studies should be 
done. Theywould be large and expensive but 
they should be done. In other words. you 
compare single measles. mumps and rubella 
with the triple vaccine. Clearly at that time, in 



JOINT COMMITIEE ON HEALTH AND CHILDREN 

1969 and 1974, he was unaware that clear 
evidence of interference had been demonstrated 
in two independent peer reviewed studies. The 
data suggests that there is every reason to 
conduct those studies but sadly they hSve not 
been perfonned.What should be the regime? 
It is impossible to say, it is pure empiricism, but 
parents deserve the choice until we have 
resolved this issue scientifically. I would strongly 
endorse a committee recommendation of further 
energetic research into this assOciation to 
establish whether.it is causal or just coincidental. 

Deputy G. Mitchell: Dr. Wakefield, 
meantime, seems to come down on .the side of 
measles, mumps and rubella vaccinations a year 
apart. Giving parents the choice seems a very 
big step to take on the basis that there is not 
really any evidence. On what basis would I, as 
a parent. choose? What would be the basis on 
which a lay-person would choose? 

Dr. Wakefield: From the histories we have, of 
170 children, there are certain features which 
may act as susceptibility factors, that is a strong. 
family history of auto-immune disease, 
particularly in the mother. If the mother has 
diabetes, thyroid disease, multiple sclerosis. 
inflammatory bowel disease there appears to be 
an associated. risk and the Americans are 
published .on this as well. Children who have 
intercurrent viral infections, children who receive 
more than one vaccine at the same time. 
children who have been on a recent course of 
antibiotics are· the children to whom the 
vaccination should be offered singly. or for whom 
it should .be deferred. if they have an intercurrent 

. illness. The choice must rest with the parent. 
The emphasis must be on education and the 
need for the protection of children~ . but I 
recommend that the measles vaccine continues 
to be given at 15 months, as per the MMR, and 
there should be no discussion of mortality or the 
return of measles epidemic. That need not 
oCcur, but we do need to be absolutely honest 
with parents and say that there is a question 
mark at the moment. Until it is resolved they 
deserve the choice. . 

Deputy McManus: I welcome Dr. Wakefl8ld 
. and Professor O'Leary. Their contribution has 
been very valuable to our deliberations and I 
particularly welcome their statement of support 
for vaccination . because, and possibly Dr. 
Wakefield does not realise. We have had 
measles epidemics. We lost tWo babies in 2000 . 
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to measles and no health board has achieved 
the target level of vaccination which is a matter 
of great concern. It is the context in which these 
deliberations take place. The issue is that 
children deserVe protection. 
T~ idea of separate vaccines is an attractive 

proposition,. but I want to know what the inherent 
dangers are. There are clearly problems if there. 
is a year between the vaccines being 
administered. Are the children not at risk in that 
period when we know we can protect them with 
vaccines but we deliberately delay because of 

· the possibility, as yet unproven, of autism? The 
point was made that it is a question of working· 
out as best we can what is best for children. Are 
there not risks in withholding vaccinations for a 
year whereparents choose in the context where 
many parents are not even getting their babies 
vaccinated out of choice, as well as for other 
reasons? It is an extremely difficult situation in 
terms of protecting children. 

Dr. Wakefield: It is an extremely important 
point. The key must be to protect children and it 
has to be done on the basis of trust rather than 
coercion. I am sure the Deputy agrees that a 
relationship of trust must be established between 
consumer and provider. If we breach that trust 
then we do so for all vaccines. Measles is the 
disease of particular concern and we do not 
want it to come back because if it does it will 
affect infants as they are the unprotected ones. 

· Therefore measles should be the vaccine that is 
given from 15 months. 

Mumps is much less transmittable, is far less 
pathogenic, a far less serious disease and the 
mean age for vaccination of mumps in the UK . 
was about. seven. If the vaccination was 
deferred for one year it is extremely unlikely that 
the disease will be contracted. . The risk is 
theoretical and it is worth doing the calculations· 
to establish what that risk might be and that is 
something that the Public· Health laboratory . 
Service in the UK might do. . 

Rubella is given to protect pregnant mothers 
from exposure to epidemics of it; It js an· 
exlremelyvaluable practice which I fully endorse, 
but if there is a very high uptake of the vaccine 
among children of three years we should not see 
a return of rubella epidemics~ We should see 
high herd immunity and protection and those 
calculation can be done. I have just been given 
the latest data from the USA from the educatiOn 

· department on the prevalence of autism in 
children between six and ;8 years. ·In some 
states it is as high as one in 32 children and I do 
not want that to be the future for this country or 
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the United Kingdom. That is an extraordinary 
level of disease which was unheard of some ten 
to 20 years ago. It was so rare that a physician 
could go through his whole professional life 
without encountering a case. I have grave 
anxieties that, if we do not address this issue 
here and now, we will find ourselves in a similar 
situation before too long. 

Deputy McManus: Those figures are pretty 
staggering. There is a significant increase in 
autism which has not been explained but there 
has not been the same increase of MMR over 
the same period. Is it possible to say what is 
causing the increase? 

Dr. Wakefield: I have my suspicions. That is 
the reason we are here. 

Deputy McManus: So do I. 

Dr. Wakefield: -and that is the reason we 
are here. If one takes the epidemiological data 

.. as it stands, one sees a flat line that suddenly 
) takes off. There was a wonderful article in the 

Irish Independent the other day which showed a 
. striking increase in the incidence of the disease 

from the point of introduction of the MMR· and 
the authors concluded that there was no 
association. I would be extremely worried if I 
had generated that data. 
The question is why it continues to increase. If 

it was MMR, it should step and plateau. If 1 per 
cent of the population was susceptible in 
subsequent birth cohorts, why does it continue to 
increase? That is a complex question. We are 
dealing with a subset of children, so the is~ue is 
what proportion of that increase they represent. 
Another point is that we cannot assume that the 
background susceptibility of children remains 
constant. As I said, we have a history of children 
. who have intercurrent antibiotic use .and atopiC 
disease. Their mothers have auto immune 
disease so all the background vulnerability 
factors have gone up dramatically over time. 
We cannot assume the background 
susceptibility of children to an adverse outcome 
possibly from a vaccine. has remained static. 
When we design epidemiological studies, these 
aspects must be taken into account. Ihope this 
makes sense because it is a complex area. 

Deputy Gonnley: I welcome Dr. Wakefield 
and Professor O'Leary and I thank them for their 
contributions. Dr. Wakefieldsaid he had his 
suspicions and the figures' he gave the 
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committee appear to tally with what we heard 
previously that there appears to be an epidemic 
of autism in Ireland also. Will he elaborate on 
those suspicions? I am interested in his views 
on that matter. Will he also outline what he 
means by the subset and how it differs from 
those who suffer from autism? Dr. Wakefield 
also said he has noticed that children can 
regress from a single measles vaccine. Does he 
link the single measles vaccine directly or it is 
the case that it cannot be fully explained at this 
stage? 

Dr. Wakefield: We cannot explain it fully. Of 
the 170 children, two had the single vaccine. 
One of them was definitely ill at the time he 
received it. If can dissect out these vulnerability 
factors, one could say that the children should 
not be vaccinated in the presence of a current 

. iI.lness. This is already standard practice and, in 
that incidence, the GP did not take actount of it. 

. This dOes not argue for causation, but it should 
be considered. 

Regarding the types of autism, historically 
Kanner described children who were never right 
from the beginning. They were never cuddly, 
they did not look at people and they were often 
quiet babies. They never gained skills and that 
was classical Kannerautism. Interestingly, there 
are studies that show children exposed to 
measles, mumps and rubella in utero when their 
mother was pregnant are at greater risk of 
autism. Children exposed during the perinatal 
period to those infections are at greater risk of 
autism. There was already a historical link 
between atypical patterns of common childhood 
infection and autism. Those children would 
never have been right from the beginning. 

However, the pattern of exposure may now 
have changed where the child undergoes 15 to 
18· months of normal development and then 
regresses. It is interesting that,in the United 
States, the prevalence of that type of regressive 
autism has gone up dramatically.· We are 
dealing with a subset of regressive autistic 
children. There mayor may not be a specific 
cause in that group, but they have certain clinical 
characteristics that distinguish them from the 
typical Leo Kanner type autism described in the 
1960s. . 

Deputy Gonnley: The· Wortd Health 
Organisation has noted that other scientists have 
not been able to reproduce the results claimed 
by Dr. Wakefield and his -team regarding 
measles virus in the gut. Will Dr. Wakefield 
comment on that aspect? 
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Dr. Wakefield: . It is a very interesting 
comment. We published many papers on the . 
detection of the protein of measles v1rus in the . 
gut. We test hypotheses in my group and we 
publish the results whether we are right or wrong 
and whether it supports the hypothesis or 
otherwise. That is one of the fundamental rules 
of my group, but· many people do nOt do that. 
We then use the amplification technology that 
Professor O'Leary described and we COUld not 
find it. Our amplification technology was 
sensitive to 10,000 copies of a virus in a test 
tube. Less than that, we could not find it and 
that is no good. Professor O'Leary could detect 
it down at 50 copies so he had orders' of 
magnitUde for more sensitivity. 

We published the paper saying we could not 
find it and other people published the same 
thing. In other words, they reproduced our 
findings. They did not contradict them - they 
reproduced them. I am slightly confused by that 
comment. Nonetheless, using more sensitive 
technologies in Chron's disease and entero
cOlitis, others have now been able to find the 
virus, including Professor O'Leary and a group in 
Montreal who are public health doctors. This 
data about .the detection of measles gene in 
children with Chron's and entero-colitis was 
presented in the American Academy of 
Paediatrics last year. It has moved on now to 
another level, but people have' not really 
attempted to reproduce what we have been 
doing. They have been testing different 
hypotheses. 

Senator Jackman: I thank the 
representatives for their presentations. Or.· 
Wakefield is considered a controversial figure. 
That was how the Committee was introduced to 
him before it met him. Where else in Europe are 
doctors.and SCientists doing the same reSearch 
and are they cOllaborating with Or. Wakefield? 
Parents want to find out why their child is 
suffering' from autism and they may think the 
views he expressed are the reason for toeir 
child's autism and their subsequent children do 
not receive the vaccine. What is Or. Wakefield's 
advice? Should subsequent children receive the 
vaccine because frightened parents may not 
take that route? The debate in Ireland is 
whether one should or should not vaccinate,' 
particular1y regarding parents whose first child 
has autism. 

Dr. Wakefield: They are imPor'tantquestions. 
We will do everything· we can to help any 
committee such as this to endorse the need to 

protect children against these infections. This 
should not be construed as anti-vaccine or 
dichotomized into pro and anti vaccine. It is 
about establishing the safest way and in the 
context of subsequent children of parents who 
already have one autistic child, I recommend the 
single vaccines. If the child encountered those 
wild infections concurrently, he or she may be at 
risk of similany regressing and developing the 
problem. The same argument pertains. These 
children l)hould be protected, but I would use the 
single spaced vaccines. 
Other groups are investigating the link between 

the gut and autism around the world. We 
collaborate with the professor of epidemiology in 
an institute in Stockholm and Or. Scoll 
Montgomery. Other independent groups who 

. are looking at these children include Hans 

. Hilderbrand in Rotterdam. A paediatric 
gastroenterologist in Stockholm is investigating 
these children. Professor Quigley in Cork is also 
working in this area. Other groups in the United 
Kingdom have' endoscoped these children, 
visualised the gut. biopsied it and had the same 

. findings. Groups from the children's hospital in 
Manchester and south Wales have found the 
same thing. We also received a number of 
biopsies from children in the United States in 
whom gastroenterologists have made the same 
finding. . 

Apart from the MMR issue, the gut link is now 
becoming well established. Whateyer else we . 
do, these children deserve a diagnosis and 
appropriate investigation. The medical 
profession thus far has failed them. It has not 
treated them as it would treat gastro intestinal 
symptoms in other children because they are 
autistiC. These children need appropriate 
investigation because there is something we can 
do. We have a great deal of experience in 
treating the gut lesion, for example. inflammation 
in Chron's and colitis. These children. can 
improve .. Undoubtedly, the members have heard 

. . about diet. We find that helps enormously in 
some children. Whatever else, these children 
deserve to be appropriately investigated and 
cared for. 

Deputy Alien: From the documentation, it . 
appears it predominanUy occurs in boys .. Why is 
that the case? 

Dr. Wakefield: Nobody knows. People have 
looked for x-linked genes -:- where the boy has 
one and the gin has two, and, therefore, tf it. is on 
the x gene the girl is likely to be protected - but. 
thus far nothing has been found. Professor. 
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O'Leary is an expert in molecular genetics and 
he may have something further to say. 

Pr~essor O'Leary: The'statement that Dr. 
Wakefield, has made - that it is a predominantly 
male disease- is a very important one. As a 
collective group of disorders, autism is a 
predominantly male disease. Alii cari tell the 
Committee at the moment is that we have 
started examining and mapping changes in the 
x chromosome. We will be moving on to the 
next stage, looking at family members and 
examining a technique called linkage analysis to 
see if there are disease loci possibly segregating 
the disease. At the moment, however, it would 
be premature to say anything more than that. It 
is a good observation by Dr. Wakefield, 
however, and one that needs to be followed up. 

Deputy M. Ahern: I must confess that I did 
not understand Professor O'Leary's paper but, of 
course, I am not a medical person. I thank both 
Professor O'Leary and Dr. Wakefield for 
appearing before the Committee. As we all 
know, autism is becoming a prevalent disease. 
Autistic centres, such as the one in Carrigtuohill 
would have been unheard of a few years ago. 
Given the number of people attending that 
centre now, it is evident to the publiC that autism 
is a problem that has increased in our society. 

I have been asked to pose one or two 
questions and' Professor ,0'Leary and Dr. 
Wakefield may, or may not, want to comment on 
them. On the onset of autism, if a parent reports 
OPT and polio, will anything show up in tissue? 

,I do not understand the question, but perhaps 
Professor O'Leary and Dr. Wakefield do. 

Dr. Wakefield: I think this question relates to 
the United States' experience, where a number 
of parents have said that their children had 
problems with the OPT vaccine; which is often 
administered together with the polio vaccine. 
We have not encountered that in the group of 
children we examined. That is not to say that 
the experience is not genuine, but there are no 
footprints; one cannot find remnants of DTP in 
tissue be~use they are fragments of the original 
bacteria. PoliO is a virus and it is possible to find 
elements of it, but we have no reason to suspect 
that polio vaccine is in any way linked to this. 

Professor. O'Leary: We have not looked for 
that specifically, Deputy, because we have not 
encounterect it. There is a possibility that one 
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may identify polio. My hunch is that pertussis 
would probably not be identified, but I have no 
scientiflC'basis for that answer 

Deputy M. Ahem: Is either Professor O'Lcary 
or, Dr., Wakefield aware of research in other ' 
areas associated with vaccine damage? 

, Professor. O'Leary: We have developed a 
trans-gene mouse. Normally, mice are not 
susceptible to the measles virus so we put a 
gene called CD46 into theSe mice which makes 
them susceptible to it. We are cUrrently going 
through these animals, examining them in terms 
of where the measles virus has gone in their 
tissues. I am examining the gut, in particular. 
We can' identify the measles virus in the 
transgenic animals, but we do not find it in ' 
normal controls that are non-transgenic. Yes, 
we do find measles virus in the guts of these , 
l1)ice and they do have inflamed guts, very much 
like the children's. We are very much on the 
bottom rung of the escalator, however.' We are 
trying to characterise the genes and do a 
comparative analysis between what is happening 
with mice and humans. The scientific endeavour 
usually follows that path, moving from an animal 
model to ,a human one, making direct 
extrapolations and categorising diseased groups 
and types based on those findings. That is 
continuing in collaboration with a research 
institute in the United States. 

Deputy G. Mitchell: From his experience, 
what does Professor O'Leary think the main 
recommendation of this Committee should be? ' 
What can we do to advance this scientifIC 
r~earch? Specifically, given his knowledge of 
Irish medicine, what happens at present if a 
parent goes to her GP, for example, and says "I 
would like my child to have the MMR vaccines 
separately'"? 

Chairman: A single vaccine? 

Deputy G. Mitchell: What would the GP's 
response be in that case? What is the general 
approach? ' 

, Professor. O'Leary: This is out of my area of 
expertise, but I understand the current approach 
is that the Single vaccine is not-offered. That is, 
my understanding, althOugh I am not a general 
practitioner. The child has ,tobe immunised. I 
am not an exPert in vaccination. As 'Dr. 
Wakefield has explained, I understand there 
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have. not been widespread population ,studies in . 
relation to monovalent vaccines, so I cannot 
make a scientific comment on that matter. . 

Deputy G. Mitchell: Both Professor O'Leary 
and Dr. Wakefield said they were in favour of 
vaccines. Does that· mean they are both 
specifically in favour of the three-in-one system 
continuing? 

. Professor. O'Leary: If we have nothing else 
to offer parents, vaccination has got to continue. 
It would be ludicrous for me to say anything else. 
Children must be vaccinated, Deputy. We must 
decide whether to do this by three-in-one or 
monovalent vaccines. lam not a vaccination 
expert and am not aware of substantial, 
published literature on monovalent vaccines. 
However, in re/ation to these children, I think 

. they deserve. to be investigated. That is the line 
I am taking. . . , 

Deputy G. Mitche": Earlier, the Chairman 
referred to a study on mumps, measles and 
rubella vaccine, and the incidence of autism 

. recorded by general practitioners. That time 
trend· analysis was done by James Akay, 
epidemiologist, Maria Delmar Meloremontes, 
epidemiologist, and Hercheld Gyk, associate 
professor of medicine for the Boston 
collaborative drugs surveillance programme at 
Boston University. The setting was in general 
practices in the United Kingdom, and the 
subjects were children aged 12 years or 
younger, diagnosed with autism in the 1988-99 
period, with further analysis of boys aged two to 
fIVe years, born 1988-93. In their conclusions, 
the researchers said that no time correlation 
exists' between the prevalence of MMR 
vaccination and the incidence of autism in each 
birth cohort from 1988 to 1993. Specifically, they 
said: 

The incidence of autism in the United 
Kingdom has increased markedly over the 
past decade. Some have proposed that this 
may be related to the introduction of 
mumps, measles· and rubeila vaccine in 
1988. The .risl<, of autism increased nearly 
four-fold among boys aged twO tofive years, . 
born from 1988 to 1993. and registered in 
the UK general practice research database 
where the prevalence of MMR vaccination 
was over 95 per cent and virtually constant. 

So the. MMR vaccination was over 95 per cent 
and virtually constant, yet the increase of autism 
in boys aged two to five years in the 1988-93 . 
period was fourfold. They condude that these 
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data provide evidence against a causal 
association between MMR vaccination and the 
risk of autism. What are Professor O'Leary and 
Dr. Wakefie/d's comments on that research? 

Dr. Wakefield: That comes back to a point I . 
made earlier. What is striking about this paper 
is that . the take-off in the incidents of this 
condition in boys, in particular, was when MMR 
was introduced. It was in those first birth cohorts 
eligible for MMRvaccine. It comes back to the 
point about what characterises the children we 
see in the clinic: children who have an atrophic 
disease, such as asthma, eczema or hay fever. 
when they are vaccinated; children who are ill or . 
on antibiotics when they reCeive the vaccine; and 
children who receive.more than one vaccine at 
the same time. 
Rather than a step up and a plateau which their 

hypotheSiS tested, what would we expect to see 
if we are increasing the vulnerability of 
successive generations of children to an adverse 
reaction to MMR vaccine? What have we done 
in that time? We have seen a dramatic iAcrease 
in atrophiC disease in children, particularly food 
allergy disorders. We now have clinics full of 
children with food allergy disorders. What 
happens to those children when they receive 
MMR vaccine? During the period that study was 
conducted, we introduced HIB vaccine to. be 
given concurrenUy with MMR. 
We changed the recommendations for exposu re 

. to. OPT for three, six and nine months to two, 
. four and six months .. We have altered all the 

background faclors and we cam,ot assume that. 
therefore, the background· susceptibility to an 
adverse response to MMR is constant. This has 
not been the case. It is very naive to think it 
might have been the case. I am· surprised 
Hercheld Gyk and his colleagues did not come 
to us and ask the characteristics of the 
population atwhich they shoulci be looking which 
would help them to tease out this fact In an 
epidemiological study. They did .not test the 

. hypotheSiS. rheconclusion of the National 
Academy of Sciences is that the epidemiology, 
induding that paper, is not helpful. . 

Deputy G. Mitchell: Is that study independent 
., or is ,it funded by anyone? 

Dr. Wakefield: I have no idea.· I would not 
cast aspersions on the authors but I think the 
setting up of the study waS wrong rather Ihan 
whether they received remuneration. 
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Deputy G .. Mitchell: Do I take it from what 
Professor' O'Leary said that more research 
needs to be carried out? . 

Professor O'Leary: I ama pathologist and 
electrobiologist. I am in the middle of what is a 
very difficult and emotive situation. This needs 
more research. All of us are aware that autism 
in terms of incidence prevalence has exploded 

. for whatever reason. Autism is a complex series 
or set of conditions into which more research is 
needed. The gut axis in terms of the 
abnormalities in relation to gut pathology in 
children is real and that needs' to be 
investigated. Given the genetiC make-up of 
these children, we have no idea why this is 
occurring in this setting. Research is needed in 
this area. At the end of the day, families are 
looking for phySicians to listen, treat and 

. investigate. That is my job and it is why I 
continue to be a phySician. 

Chainnan: "00 you think, therefore, that the 
medical profession, the Department of Health 
and Children, the health boards and the various 
medical people are being irresponsible in not 
acting with greater care? All the documentation 
we have received encourages the use of the 
MMR vacchie. Do you feel you are totally 
isolated because of the questions you are 
asking? 

Professor O'Leary: I do not feel isolated .. 
What I am describing as a pathologist, based on 
scientifIC endeavour and scientific investigation, 
public health people have got to say what they 
believe as being correct. I am trying to say that 
there is an organic lesion in the gut of these 
children which we have investigated, and this 
investigation needs to be continued. That is all 
I can say. 

Chainnan: The reason I asked the question 
is that some of the presentations seemed to 
suggest that perhaps there was an' element of 
irresponsibility in Professor O'Leary's studies .. 1 
wonder how you viewed the current espousal of· 
MMR, given the question marks you are raising. 

Professor O'Leary:. What is written in a 
statement to this Committee is my belief. It is 
not a matter of what the papers say or what 
others extrapolate. From my point of view, I 
have been singular1y silent on this issue because . 
it is so important. That is why I thought it 
important .to come to this Committee and have 
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. this· read into the evidence. I will stand over 
what I have said. Our science is now being 
corroborated by other groups and we have sent 
it for ind.ependent review. We cannot do 
anymore. I have been down this road once 
before with another virus. It takes time for the 
corporate body of medicine to accept change. 
which is the correct attitude. We need to set 
hypothesis, .answer questions and review the 
findings. That is the correct way in whirJl 
scientiflCeodeavour must be carried out. It must 
be peer-reviewed which is what we are going 

. through. I appeal to everyone that this issue 
must not be fought in the press. It must be 
fought in the scientific peer-reviewed press and 
we must respect that. 

Deputy Gonnley: Professor O'Leary spoke 
about the corporate body of medicine. Will he 
agree that at the top of that hierarchy is the 
pharmaceutical industry? Will he accept that he 
has' been dismissed as a maverick and 
irresponsible because the pharmaceutical 
industry stands to lose an awful lot of money if 
MMR is implicated in autism? 

Professor. O'Leary: I certainly hope that the 
pharmaceutical industry and the corporate body 
of medicine are separate thinking organisations 
who have the right to think independently and 
criticise one another independently. I cannot 
comment any further. 

Dr. Wakefield: It is an interesting question. I 
agree with John, nevertheless, it would be naive 
to. believe. these two bodies are completely 
separate. My anxiety is at the coalface, that is; 
that we need to address the concerns of 
individuals. The truth will come out. If we can 
address appropriately the scientific issues by 
taking parents'stories, interpreting it and doing 
the work, the truth will come out. If this issue is 
handled appropriately. the consequences for 
public health, the drugs industry and everyone 
concerned are not that dire. Let me give an 
example. The . stories . of many extremely 
articulate and intelligent parents have been 
dismissed. If . the medical irifrastructure 
continues to dismiss these stories, people will 
form organisations, charities and groups - the 
Internet has enabled that exchange. They will . 
then realise that people in the United States . 
have the same problem and they are not alone. 
They will then get a voice.. If this happens to 
politicians' children, children of celebrities and So 
on, which has happened in the United States, 
their voice will be heard. It comes back to the 
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issue of trust between public health and the 
consumer. If that trust is breached in the context 
of MMR, it is breached for all vaccines~ The 
potential consequences of this would be 
catastrophic, therefore, it is absolutely essential 
to address these concerns at the coalface to 
establish from the outset their validity or 
otherwise. If we are prevented from doing so -

. there are huge pressures to prevent us from 
doing so - we will get ourselves . into a 
catastrophic situation ten or 20 years down the 
line. One only has to look at the United States 
now with the extraordinary prevalence of a 

. disease that no economy, including the Unites 
States, can sustain. One in 32 children in one 
state in the United States is one in almost 16 
boys. That is an extraordinary price for a society 
to pay and we must not allow ourselves to get 
into that situation. 

Deputy McManus: I fully accept the approach 
being taken. Are you saying the three vaccines
measles, mumps and rubella - separated out are 
of value in protecting children and that the 
combined MMR vaccine may have a causal 
effect on autism? Is that what is being said, no 
more and no less? 

Dr. Wakefield: That is true. 

Deputy McManus: In terms of future work 
and the fact that the work is scientifically based, 
who funds the work? 

Dr. Wakefield: That is a very short answer. 
We have found it extremely difficult to get 
funding. The UK, rather like Ireland, is blessed 
with . a feW idiosyncratic charities where, .when 
the Department of Health says it is safe, here is 
money to help answer this question because we 
are not so sure, it is time to put on one's 

. flatjacket. Nonetheless, it has been very difficult 
In fact, there have been deliberate attempts to 
wr1te-offfunding. We have had to dig very deep. 
That is not the way in which science should be 
conducted. What will happen, as always 
happens, as a consequence of.the Cold Spririg 
Harbour meeting in the United States where the 
NIH person who was sent to shoot the stand 
said, "That is it,you have found the virus". They 
will pick this up and run with it. 
The NIH has just received a budget of £2 billion 
from the Bush Administration for autism 
research, so they are taking it extremely 
seriously. This is as a consequence of. the 
papers we published. While that is very good 
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news for autism, it is not such good news for us, 
but that is neither here nor there. I believe we 
have an opportunity to pursue what has been 
described as ground breaking research· and 
come to a conclusion that satisfies both public 
health bodies and parents. It is a very big issue 
which will not be resolved by conflict. It will only 
be resolved by debate and discussion . 

Deputy McManus: I genuinely wanted to 
know who is funding the research. 

. Dr. Wakefield: They will probably mean 
nothing to the Deputy but they include the Scan 
Reviews Charity, Mr. Samuel Scott, the 
Ellermann Foundation and Mr. Haley Steward. 
These are small UK charities which do the work. 
Laterally. as part of a class action in the United 
Kingdom, there has been an increment of 
funding for children who are legally aided to have 
their molecularvirological assays performed. An . 
element of the funding has come from there. 
Our duty is to the courts, not to the claimants or 
the defendants. 

Professor. O'leary: The transgenic work is 
paid for by the Mindes Foundation in the United 
States. which is funded by the state of California. 
Much of the earty day-to-day stuff has come out 
of my own pocket within my practice. I am a 
practising pathologist. Even though one must 
sometimes believe in what one is doing. what 
has been found here is important for these 
children. I am not an expert in autism, but I 
believe this is a set within a set. We maY'not 
necessarily find this set with big epidemiology 
studies. That came out of the Cold Spring . 
Habour meeting. I went there with a very open 
mind. I am not a paediatrician ora vaccinologist, 
I am a pathologist who sees things down· the 
microscope and I can only report on what I see. 

Dr. Wakefield is .correct in saying that it is 
difficult to get this kind research funded. I did a· 
lot of work oil cervical cancer, which is very easy 
to fund. including multiple sclerosis, breast 
cancer· or thyroid cancer. This is a small 
element of my research laboratory.· It is very 
important for the families who have rights. It is 
very difficult to get funding, which is regrettable. 

Chairman: Did you ever seek Government 
funding for your research? What funding would 
be required on an annual basis to continue with 
the work? . 

Professor. O'leary: No, I never sought 
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Government funding for research. In terms of 
an annual ongoing request, we would probably 
need to have the salary of a research technician 
covered, that is, approximately £21,000 or 
£22,000. A consumer budget to look at 300 or 
400 children would probably be in the region of 
£10,000 to £15,000, which is very small money. 
I have 23 research students whq must be kept 
going on very small money from national funds. 
When something like this comes along, one 
must fund it out of one's own pocket. 

Deputy Hevine: Deputy McManus pre
empted what I was going to say. I was going to 
ask if the issue should be investigated further 
and funding. provided by the Department of 
Health and· Children? I believe one of our 
recommendations should be that there should 
be more detailed research into this area. 

Chairman: It is a bit eany for that. The 
Deputy can· put forward that question at a later 
stage. We. are in the process of eliciting 
information. 

Deputy M. Ahem: There are reports of links 
between schizophrenia, teenage depression, 
vision loss and so on with MMR.. Is research 
taking place in this regard? 

Professor. O'leary: I am not aware of any 
such research. 

Deputy G. Mitchell: In regan:l to research 
and beSt practice, in the policy document on 
health which I published last November on 
behalf of my party, one of the things we 
recommended was that we would allocate £10 
million to leading Europe.on research in mental 
health. Have we the capacity to lead Europe in 
this area of research or is best practice in 
Europe or in the United States? Where is the 
best research in this area taking place and· in 
what capacity can we contribute? 

Professor. O'Leary: That is a very important 
question. My research group is multinational. 
We have many people from the United States. 
I have worked in Cordall University and the 
University of Oxford. We are in a unique 
position because we have a lot of cutting edge 
technology which is not available in· many 

. laboratories in l=urope. On the question of 
where is the best research currently being 
carried out in relation to this specific disorder in . 
terms of the globality of the patient, the Mindes 

IS 

Institute in California has specifically set up an 
institute to look at autism and the pathogenic 
mechanisms behind that We have a link to that 
because we are doing the transgenic model Ytith 
it. Ireland could· be at the forefront of this 
research. It has led in many areas of medicine 
and science in the eany days. There is no 
reason why Ireland in 2001 cannot be at the 
forefront. I do not see a substantive problem 
with that. However, research must always be 
transnational or transglobal. I have offered my 
labs and protocols to the CDC, so I cannot do 
anymore. The answer to the Deputy's question 
is,''Yes, we would welcome funding. and a 
commitment of £10 million to this study". 

Dr. Wakefield: I endorse what Professor 
O'Leary has said. Research is a strange beast 
in that it takes people to break the ice, which is 
often very uncomfortable. As a consequence of 
the Cold Spring Harbour meeting, there will be a 
great deal of effort going into looking at the 
molecular virology in these children. Ireland is 
ahead of the game almost exclusively because 

. of John O'Leary. It has a unique resource it 
could develop to stay ahead of the game. The 
future of this issue is not only in understanding 
the mechanism of disease, but why children arc 

. susceptible. the treatment for these children 
which is 'specifically designed. rather like HIV 
therapy, to eliminate th~ virus in these children 
and to test the hypothesiS of the cause. That is 
where the future of this research lies and Ireland 
is in a unique position to exploit it. 

Deputy G. Mitchell: A major statement is 
being made in the House which is why I was 
anxious to get through as many questions as 
possible. We should fOCUs on the last pieCe of 
evidence. given when we make our 
recommendations. 

Deputy Gorm.ay: I thank both genUemen for 
their commitment and courage.. . If the 
Department can fund snooker championships. it 
can certainly func;l research into this important 
issue. which I recommend. 

Chairman: Unfortunately. there has been 
confirmation of an outbreak of foot and mouth in 
County Louth this morning. . ' 

From the point of view of Members ofthe 
Committee, this has been an oUtstanding 
sessiOn.· We have learned quite a lot from it. 

. The members of the. delegation . were very 
rational and objective in the way·· they 

.approached the questions. We·foundthis very 
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reviardingand thank them for coming before us. 
There are polarised views in regard to this issue 
and it is our intention to bring those views 
together at a further session. Obviously we 
would like both members of the delegation to 
consider making themselves available again for 
such a session. We will give the gentlemen 
plenty of notice if they are willing to attend. That 
will be the final session before we dec:;ide on our 
recommendation. We look. forward to seeing . 
both of you in the not too distant future. . 

The Joint Committee adjourned at 11.10 a.m. 

• 
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Joint Committee on Health and Children 

ORDERS OF REFERENCE 

Dail Eireann 
13th November, 1997, (** 28th April, 1998), 

Ordered: 

(1) 

(2) 

(a) That a Select Committee, which shall be called the Select Committee 
on Health and Children, cOnsisting of 14 members of Dail Eireann (of 
whom 4 shall constitute a quorum), be appointed to consider such-

(i) Bills the statute law in respect of which is dealt with by the 
Department of Health and Children, and' 

(ii) Estimates for Public Services within· the aegis of that 
Department, 

as shall be referred to it by Dail Eireann from time to time. 

(b) For the purpose of its consideration of Bills under paragraph (1)(a)(i), 
the Select Committee shall have the powers defined in Standing Order 
78A(I), (2) and (3). 

(c) For the avoidance of doubt, by virtue ·of his or her ex officio 
membership of the Select Committee in accordance with Standing 
Order 84(1), the Minister for Health and Children (or a Minister or 
Minister of State nominated in his or .her stead) shall be entitled to 
vote. 

(a) The Select Conn'nittee shall be joined with a Select Committee to be 
appointed by Seai1ad Eireann to form the Joint Committee on Health 
and Children to consider-

. (i) such public affairs administered by the Department of Health 
and Children as it may select, including bodies under the aegis 
. of that Department in respect of Government policy, 

(ii) such matters of policy for which the Minister in charge of that· 
Department is officially responsible as it may select, 

(iii) the strategy statement laid before each House of the Oireachtas 
by the Minister in charge of that Department pursuant to 
section 5(2) of the Public Service Management Act, 1997, and 
shall be -authorised for the PUrposes of section 10 of that Act, 
and 



** (iv) such Annual Reports or Annual Reports and Accounts, required 
by law and laid before either or both Houses of the Oireachtas, 
of bodies under the aegis of the Departrnent(s) specified in 
paragraph 2(a)(i), and the overall operational results, statements 
of strategy and corporate plans of these bodies, as it may select. 

Provided that the Joint Committee shall not, at any time, 
consider any matter relating to such a body which is, which has 
been, or which is, at that time, proposed to be considered by the 
Committee of Public Accounts pursuant to the Orders of 
Reference of that Committee and/or the Comptroller and 
Auditor General (Amendment) Act, 1993. 

Provided further that the Joint Committee shall refrain from 
inquiring into in public session, or publishing' CoJ).fidential 
information regarding, any such matter ·if so requested either 
by the body or by the Minister in charge of that Department; 
and 

(v) such other matters as may be jointly referred to it from time to 
time by both Houses of the Oireachtas, 

and shall report thereon to both Houses of the Oireachtas. 

(b) The quorum of the Joint Committee shall be 5, of whom at least I shall 
be a member of Daii Eireann and 1 a member ofSeanadEireann .. 

(c) The Joint Committee shall have the powers defined in Standing Order 
78A( 1) to (9) inclusive. * 

(3) The Chairman of the Joint Committee, who shall be a member ofDail Eireann, 
shall also be Chairman of the Select Committee. 

Seanad Eireann 
19 November 1997(** 30th April, 1998), 
Ordered 

(1) (a) That a Select Committee consisting of 5 memberS of Seanad Eireann 
shall be appoirited to be joined with a Select Committee of Dml 
Eireann to form the Joint Committee on Health and Children to 
consider 

(i) 
such public affairs admiDlstered by the Department of 
Health and Children as it may select, including bodies 



under. the aegIs of that Department in respect of 
Government policy, . _ 

(ii) such matters of policy for which the Minister in charge 
of that Department is officially responsible as it may 
select, . 

(iii) the strategy statement laid before each House of the 
Oireachtas by the Minister in charge of that Department 
pursuant to section 5 . (2) of the Public Service 
Management Act, 1997, and shall be authorised for the 
purposes of section 10 of that Act, and 

(iv) such Annual Reports or Annual Reports and Accounts, 
required by law and laid before either or both Houses of 
the Oireachtas, of bodies under the aegis of the 
Department(s) specified in paragraph 1 (a)(i), and the 
overall operational results, statements· of strategy and 
corporate plans of these bodies,as it may select. 

Provided that the Joint Committee shall not, at any time, 
consider any matter relating to such a body which is, 
which has been, or which is, at that time, proposed to be 
considered by the Committee of Public Accounts 
pursuant to the Orders of Reference of that Committee 
and/or . the Comptroller and Auditor General 
(Amendment) Act, 1993. 

Provided further' that the Joint Committee shall refrain 
from inquiring into in public session, or publishing 
confidential information regarding, any such matter if 
so requested' either by the body or by the Minister in 
charge of that Department; and 

(v) such other matters as may be jointly referred to it from 
time to time by both Houses of the Oireachtas, 

and shall report thereon to both Houses of the Oireachtas. 

(b) The quorum of the Joint Committee shall be 5, of whom at least 1 shall 
bea member ofDail Eireann and la member ofS~ad Eireann. . 

(c) The Joint Committee shall have the powers defined in Standing Order 
62A(1) to (9) inclusive. * 

(2) The Chairman of the Joint Committee who shall be a member of Dail Eiteann. 
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Proceedings of the Joint Committee 

AN COMHCHOISTE UMSIILAINTE AGUS LEANM 

THE JOINT COMMIUEE ON HEALTH AND CHILDREN 

Imeachtai An Chonmchoiste 

Proceedings of the Joint Conimittee 

De Ceadaoin.l1 Iuil2001 

l. The Joint Committee met at 12 p.m: inCommitlee Room 4, LH20oo. 

2. MEMBERS PRESENT. 

The following members were present: 

Deputies Batt O'Keeffe (in the chair), Paul Connaughton, John Dennehy, John Gonnley, 
Cecilia Keaveney, Brendan Kenneally, Liz McManus and Dan Neville. 
Senators Dermot Fitzpatrick, CamilJus Glynn and Mary Jackman. 

3. DRAFrREPORT ON CmwHOOD IMMUNISATION (RESUMED) 

Consideration of the draft Report on Childhood Immunisation, brought forward by the 
Chainnan, was resumed. The Report was read and amended. The Report, as amended, was 
agreed.· . 

Ordered: To report accordingly. 

4. ADJOURNMENT 

. The Committee adjourned at 12.40 p.m.untiI12 p.m. on Tuesday 241b July 2001. 
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