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Chairman's Report 

It is a great pleasure to present this, the fifth annual report 

of the Irish Medicines Board (1MB) which marks the end of 

the term of office of the first Board. This report details the 

activities and Financial Statements of the 1MB during 2000. 

which again positively record that the Board 's operations 

were carried out without reliance on a state subsidy. 

There is no doubt that the area of both human medicines 

and animal medicines is an area attracting increased levels of 

interest - not just from health, scientific and veterinary 

profeSSionals who wish to keep abreast of issues. but also 

from the general public. This heigh tened interest is notable 

and has translated into higher levels of activities for the Irish 

Medicines Board which. I am pleased to repor t. has resulted 

in an effective and efficient response from the 1MB's staff. 

The fundamental role of the 1MB is to protect and enhance 

publiC and animal health through the regulation of human 

and veterinary medical products . Having come to a point 

where it is five years since the establishment of the 1MB, it 

was deemed appropriate in 2000 to benchmark the 

development of the organisation to-date and devise a 

comprehensive strategy for the organisation going forward. 

With this in mind, a strategic plan was devised and completed 

in May 2000 to cover the period 2000 - 2003. 

Currently. the 1MB is responsible for licenSing some 6,000 

medicines for human use and 1.000 medicines for veterinary 

use. Among its many activities. the 1MB regulates clinical 

trials, as well as monitoring and inspecting products on the 

market to ensure their safety and efficacy. The future 

2 

activities of the 1MB will be enhanced to encompass new 

responsibilities as additional regulatory activities are 

transferred to the Board. from the Department of Health 

and Children. These new future responSibilities are to be 

welcomed. and we are confident the organisation can 

respond effectively and competently. Our new strategic plan 

is fundamental to this objective. Whilst providing a focused 

strategiC direction for the 1M B over the next number of 

years. it also provides guidance for staff to deal with the 

issues and challenges facing the Board . 

The sharing of information in the field of medical and 

veterinary products is crucial to safeguard public and animal 

health. An underlying role of the 1MB is to continue to 

enhance its liaison with various scientific bodies. med ical 

professionals and their representative organisations as well 

as with industry. Th is sharing of information ranges from. the 

1MB's staff participating on numerous expert national. EU and 

international scientific and medical committees; to our 

enforcement department monitoring products on the market 

and to the 1MB receiving adverse reaction reports on 

products from medical professionals. All are equaJly 

important to the 1MB and we are appreciative of all those 

who input into the effective workings of the organisation. 



On the financial front, the year 2000 resu lted in the 1MB 

continuing to conduct its core activities at no COSt to the 

State. The 1MB achieved a reasonable surplus for the year -

£387. 1 19 (€ 491.540) in 2000 versus £327.238 (€ 415.507) 

in 1999, reflecting a 13.2 % increase in income over the 

previous year and i!. 12,9% increase in costs . The increased 

income was due to higher than forecast activity by the 

pharmaceutical industry. The increased costs reflected the 

increase in the numbers of the tech nical staff, 

administrative/operational staff and their associated COSts as 

well as general inflat ion of 5.6% during 2000. Cash flow 

remained strong for 2000 and the 1MB is in a healthy 

financial state moving into the year 200 I. 

I would like to pay tribute to the board members who so 

generously offer their valuable time and dedication to the 

1MB during the year. I also very much apprec iate the work 

undertaken by our various expert sub-committees who give 

the 1MB unique access to best advice and who give that 

access liberally. All our staff members are to be congratulated 

for thei r enthusiastic approach to their work, which has 

resulted in new increased levels being reached across all the 

Boards operations, detailed later in this report, 

Finally, we are most appreciative of the support received 

from the Minis ter for Health and Children, and the Minister 

for Agriculture and Rural Development, as well as the 

continued co-operation of their dedicated professionals in 

the corresponding departments. This successful partnership 

is an invaluable element contributing to the productive 

operation of the 1MB. 

Chairman 
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Board Members 

(L.r) seated: Rita Clancy; Pat O'Mahony, Chairman; Anne Nolon; Professor Kevin O'Malley. 
(L-r) back row: Aidan Murray; Marie Hogan; Dr. Kate McGarry; Denis Cronin; Abert Costelloe. 

The 1MB was established on I St January 1996 for a 
five year term by the Minister for Health and 
Children, Mr. Michael Noonan TD in accordance 
with the powers conferred on him by subsection 2 
of section 7 of the 1MB Act. 1995. 

Following the resignation of Ms. Maura Waters. Mr. 
Aidan Murray was appointed to the Board by the 
Minister for Health and Children, Mr. Michael 
Martin, T.O. in October 2000 for the period ending 
on lrd Jan 200 I. 

Board Members 

Mr. Pat D 'Mahony (Chairman) 

Ms. Rita Clancy 

Mr.Albert Costelloe 

Mr. Denis Cronin 

Ms. Marie Hogan 

Dr. Kate McGarry 

Ms. Anne Nolan 

Prof. Kevin O 'Malley 

Mr. Aidan Murray 





Chief Executive's 
Report 

Overview of 2000 

The Irish Medicines Board experienced a very important and 
challenging year in 2000. The Oral Polio vaccine (OPV) issue 
towards the end of the year tested the effectiveness of our 
increased emphasis on communication with our 
stakeholders. While continuing to focus on supporting our 
licensing and other activities at national and European level 
the Board published a Strategic Plan which sets out a clear 
direction for the 1MB over the next three years , and also 
included an undertaking to introduce a number of new 
initiatives. as outl ined below. 

The European Medicines 
Regulatory System 

The 1MB participated actively in the European Medicines 
Regulatory System through its involvement in many 
committees and working parties in addition to it's 
authorisation activities . Dr. Mary Teeling. Medical Director 
until her departure on a career break, continued to serve as 
Vice-Chairperson of the Committee for Proprietary 
Medicinal Products (CPMP) and Mr. J. G. Beechinor. 
Veterinary Director. as Vice-Chairperson of the Committee 
for Veterinary Medicinal Products (CVMP). The 1MB also 
continued to represent Ireland at the European 
Pharmacopoeia. 

Under the Centralised System, the 1MB acted as 
Rapporteur/Co-Rapporteur for eight human medicinal 
products and [wo veterinary medicinal products. (including 
one maximum residue level application). 

In the Decentralised System, the 1MB acted as Reference 
Member State (RMS) for eight human medicines applications 
and five applications for veterinary medicines. In addition. 
our system for tracking applications was improved with the 
co-operation of all departments. 
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In accordance with EC Directive 751319, a valid application 
under the Mutual Recognition procedure can only be refused by 
a Member State raising a concern on the basis of Significant 
risks to public health by day 55 of the procedure. The 1MB 
continued to meet all timelines regarding any serious/potentially 
serious public health concerns in th is procedure in 2000. 

In the National System, the 1MB received I S3 national applications 
compared with 108 in 1999.and 141 in 1998, indicating that 
new national applications have now stabilised following the 
introduction of the European licensing legislation in 1997. 

The 1MB placed a high priority on reducing the backlog of 
na[ional applications with positive effect. The total number 
of applications still in progress decreased from 479 in 
January 2000 to 383 by the end of December 2000. This 
represents a reduction of 20% over [he 12 month period. 

1000 -

800 

600 

400 

200 -

883 

479 

Beginning of 
January 

National Applications 
in progress 

479 

End of 
Dece mber 

1999 

. 2000 

Outstanding applications are currently undergoing review; 
any products which cannot be licensed will be subject to 
formal rejection or. [he applicant will be requested to 
withdraw the application. 



Oral Polio Vaccine and Transmissible 
Spongiforms encephalopathies (TSE) 

The 1MB dealt with two major issues relating to a specific 
brand of Oral Polio vaccine (OPV). In October th is product 
was recalled from the market when the 1MB became aware 
that the company was non-compliant with guidelines in 
relation to TSE in so far as UK sourced Fetal Calf Serum 
had been used in the manufacture of the product. 

In addition. in December 2000 the 1MB was informed that a 
blood donation from a UK donor who had been diagnosed 
as suffering from the new variant form of Creutzfeldt Jakob 
disease (vCJD) was used, along with others. [Q make a batch 
of Human Serum Albumin (HSA). The HSA batch in 
question was used as a stabiliser in the manufacture of a 
number of batches of OPV which had been distributed for 
use in Ireland over the period August to December 1998. 
This batch of OPV expired on 24th December 1998; 
furthermore . this particular product is no longer used in the 
Irish Polio Vaccination scheme. 

The 1MB informed the Department of Health & Children 
and a major public information campaign was initiated. The 
1MB had formed a considered view of the potential risk 
based on a series of EU meetings involving international 
experts held between January 1998 and May 2000 on vCjD 
and the risk of its transmission via blood transfusion or, via 
plasma-derived medicinal products (such as HSA). The 
conclusion reached in 1998 that the possibility of 
transmission of vCjD by blood transfusion or via plasma
derived medicinal products was highly unlikely, still remains 
the case. As a precautionary measure however. recall of 
such medicinal products was potentially justified where a 
donor was subsequently found to have developed vCjD. 
Where alternative products were not available careful 
consideration would be required. In 1998. the 1MB 
requested manufacturers of vaccines and biological products 
not to use material from UK donors in the manufacture of 
plasma-derived medicinal products. The company involved in 
this OPV Vaccine issue committed to replacing the HSA 
derived from UK sourced plasma by HSA derived from non 
UK sourced plasma "in the medium term". 

The 1MB considered with the Department of Health and 
Children the need for OPV to be available for the national 
poliO vaccination scheme and. in the absence of another 
licensed alternative. agreed to allow UK sourced material to 
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be used with the company's commitment to amend their 
licence as soon as pOSSible . The company submitted a 
request to vary their product authorisation to substitute a 
non UK source for HSA on the 8th April 1998 and this was 
approved by the 1MB on the 29th May 1998. We were 
informed in 2000 that the changeover did not occur for the 
product supplied to the Irish market until Nov 1998 and 
that the subject batch was manufactured by the company 
with UK sourced HSA at a date , i.e . 25th June 1998 after the 
approval of the variation. This situation was investigated by 
the 1MB and a series of corrective actions implemented. 

Communications 

Industry 

During the year, the Board continued its efforts to enhance 
its communication with various groups with an interest in 
the medicinal products area. Two information days for the 
pharmaceutical industry were held . These were dedicated 
respectively to Veterinary Medicines, and Pharmaceutical 
Manufacturers and Wholesalers. These meetings attracted 
approximately 200 attendees and positive feedback was 
received. The Board also played a major part in the Trinity 
College School of Pharmacy meeting of Qualified Persons in 
the Pharmaceutical Industry in September 2000. FollOWing 
this meeting. I delivered my inaugural lecture on the topiC 
"Safety of Biological Medicinal Products" as part of my new 
role as adjunct professor in the School of Pharmacy. 

Dr. Frank Hallinan, Chief Executive and Dr. Des Corrigan, Director School of 
Pharmacy, Trinity College at the Qualified Persons' meefing. 
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The 1MB also hosted a seminar on "The Use of 
Pharmacogenomics in the Drug Development Process" in 
October 2000. The meeting was introduced and chaired by 
Dr. T. Mitchell, Senior Medical Officer. 1MB and included 
speakers from industry and academia. The Board also 
hosted an in· house training programme on the 
environmental impact assessment of veterinary medicinal 
products supported by FEDESA 

A number of other meetings with organisations and 
individuals with particular interests relevant to medicines 
were hosted by the 1MB throughout 2000. These included 
meetings with the Animal & Plant Health Association 
(APHA). the Association of Pharmaceutical Manufacturers of 
Ireland (APMI). the Environmental Protection Association 
(EPA). the Irish Association of Health Stores (IAHS), the Irish 
Health Trade Association (IHTA), the Irish Medical Devices 
Association (IMDA). the Irish Pharmaceutical Healthcare 
Association (IPHA) and the Irish Pharmaceutical 
Manufacturers Federation (IPCMF). 

The Oireachtas 

The Board made important presentations to the members 
of the Joint Oireachtas Committees on Health & Child ren 
and Enterprise & Small Business in February. These dealt with 
the IMB's recommendation to the Department of Health and 
Children regarding the sale StatuS of St.John's wort. 

The 1MB also made a submission to the Joint Oireachca.s 
Committee on Agriculture. Food and the Marine in October 
regarding ruminant vaccines. This presentation focused on 
the safe[)' considerations in the supply of veterinary vaccines. 

Publications 
The 1MB launched a number of valuable gUides and other 
documents as part of its communications effortS during 
2000, which are available from our Website 
(http://www.imbje): 

A Guide to the Definition of an Animal Remedy was published in 
April 2000. This provides information to individuals and 
companies interested in marketing such products. as well as 
government bodies and the general public on how veterinary 
medicines are classified. 
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The 1MB also adopted a Report on Orgonophosphote (OP) 
Veterinary Concenlrotes during 2000. This report by a liaison 
Committee of the Veterinary Medicines Committee was 
produced against a background of the UK government's 
decision to suspend OP sheep dips pending the availability of 
modified containers. The 1MB concluded that the methods 
of distribution and regulatory measures between the UK and 
Ireland lead to a different risk benefit analysis which allow 
for the continuing availability of OP sheep dips in Ireland. 
The 1MB made several recommendations to improve 
communication of the safety instructions given on product 
labelling and leaflets. 

The Board also published advice on Veterinary 
Immunologicals. This advice provides clear instructions on 
how to submit new product applications and/or. review 
immunological applications for scientific evaluation by the 
Board. 

Two editions of the IMB's newsletter were published and 
circulated to all PA and VPA holders, manufacturing and 
wholesale licence holders as well as other interested parties. 
Three editions of the Drug Safety Newsletter were 
published and circulated to all registered medical and dental 
practitioners and pharmacists. 

Freedom of Information 
Forty four requests were received under the Freedom of 
Information (FOI) Act in 2000. 12 of which could be dealt 
with outside the FOI Act. This compares with 993 during 
1999. However, as highlighted last year. 9S I of those were 
identical requests. It is evident that leaving aside this special 
situation, the level of activity in this area continues to grow. 
The 1MB remains committed to transparency and openness 
within all legislative commitments and the requirements of 
commercial confidentiality. 

Break-down of re que sters 

m Public 

II Business 

1m journalists 



In 40 cases. the requests for information were granted. 
either wholly or in part. Two cases went to the internal 
review stage and one requester subsequently sought an 
appeal of the decision by the Information Commissioner. 
This decision is pending. 

International Liaison 
The Board continued to suppOrt the Pan European 
Regulatory forum (PERF) to assist preparations for the 
expansion of the European Union. This involved the 
participation of 1MB staff as expert speakers to the various 
PERF group meetings and to the PERF Conference in 
Budapest in February 2000. 

During 2000. the Board hosted Mr. Richard Griffith from 
Med Safe (Medicines and Med ical Devices Safety Authority of 
New Zealand) while on sabbatical leave. In addition, the 
Board was visited by other regulatory colleagues from The 
Netherlands, UK, Poland and Estonia. 

The Future 

The 1MB recorded another very busy year in 2000.A large 
number of high profile media issues culminating in the Oral 
Polio Vaccine issue in December, has highlighted that the 
Board's workload outside its core role of licensing continues 
to grow. The amount of time devoted to dealing with 
queries from the public, media and public representatives has 
increased Significantly in recent years for all profeSSional 
staff. In addition the standards required in review continue 
to evolve and pose new challenges for our staff. 
Moreover, the 1MB is set to take on new challenges and 
activities. 200 I should see the culmination of these activities 
with the transfer of more responsibilities from the 
Department of Health and Children. There will be further 
developments in enforcement and medical devices and we 
expect to begin the process of transfer of controlled drugs . 

Finally, it must be noted that the end of 2000 marked the 
end of the term of office of the first Board and Advisory 
Committees. 

I want to express my appreciation for the help and advice of 
the Board members and the members of our Advisory 
Committees throughout their term. I also wish to recognise 
the support of the staff of the Departments of Health and 
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Children, and Agriculture , Food and Rural Development 
throughout the year, 

Staff Matters 
The 1MB's staff continue to make a significant contribU[ion 
on Committees associated with medicinal product regulation 
and by making presentations relevant to the mission of the 
1MB. (See Appendices II and 111.) 

Dr. Mary Teeling was granted a year's leave of absence from 
August 2000 and has been replaced by Dr Joan Gilvarry as 
Acting Medical Director for this period. 

Dr Mary McCarthy, former 
Senior Medical Officer 
who recently retJre</ after 19 
years with the 1MB. 

Dr Mary McCarthy retired after 19 years of dedicated 
service to the 1MB. Dr McCarthy joined the NDAB in 1981 
from a lecturing position in the Department of Pharmacology. 
University College, Dublin. To mark her retirement the 
Board hosted a reception and presentation in {he Board's 
premises in April 2000. 

I wish to welcome all new staff members to the Board and 
to express my personal appreciation to all the staff of the 
1MB for their efforts and commiunent to our mission in 2000. 

Frank Ha ll inan, 
Chief Executive. 
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New Activities 

The 1MB continued to work with the Department of Health 
and Children in relation to the extension of the Board's 
activities by the transfer of responsibilities from the 
Department. Th is is in line with current Government policy 
and significant progress was made in two important areas 
during 2000. 

Enforcement 

The Board employed its first Enforcement Officer in March 
2000. in accordance with a derailed plan agreed with the 
Department of Health and Children. Between March and 31 
December 2000, 155 cases were initiated. which is more 
than antiCipated. 25% of cases initiated were considered to 
involve a serious public health risk (Categories A&B). 42% of 
cases to pose a health risk (Category C) while the remaining 
33% were considered to be breaches of medicinal legislation 
not involving an immediate health risk (Category D): 

Categories of Cases o pened April 00 - Dec 00 

A 7% 
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The main emphaSiS was on investigating unauthorised 
medicinal products and the unauthorised sale of licenced 
products. 52% of all cases involved the supply of medicines 
which should only be made available by prescription: 

Files o pened April 00 - De c 00 

Advert 3% 

Wholesale 
8% 

POM 
52% 

This involved the supply of both licensed products normally 
available by prescription and products manufactured without 
any authorisation or license. Illegal mail order supply of 
medicinal products accounted for 27% of cases initiated 
during the eight months under review. 
These involved both Internet trading of medicines and the 
supply by postal or electronic means, such as vending 
machines. 

The unauthorised wholesaling of medicinal products by 
unlicensed wholesalers accounted for 8% of cases, where 
medicinal productS were made available mainly to small 
non-pharmacy retail retail outlets. 

Th is involved products that were not permitted for sale 
outside pharmacy control and products brought in from 
other jurisdictions, but unlicensed in Ireland. 



Slimming products were targeted either for their ingredients 
andlor their claims to treat or assist in the management of 
medical complaints. In some cases prescription only 
medicines were involved. In most cases unacceptable claims 
were being made. Enforcement action resulted in some of 
the products being taken off the market while in other cases 
claims were amended. This area accounted for 10% of all cases. 

Enforcement action on advertising in the media of unlicensed 
medicinal products and prescription only medicines began in 
late 2000 and accounted for 3% of cases. The media has been 
cooOperative in screening advertisements for potential breaches. 

A public health warning was issued by the 1MB on 
Cherryfield Herbal Medicine Co. products because of their 
undeclared corticosteroid cOntenL A media warning was 
issued on Shu Gan Wan, a traditional Chinese medicine, that 
contains a toxic level of mercury, which was being supplied 
on the Irish market having been illegally imported directly 
from China. 

Most of the 155 cases initiated in the eight-month period 
from April to December 2000 involved more than one type 
of offence. 1MB Enforcement will be developed further 
during 200 I. It will be proactive as well as reactive, in order 
to prevent the public being exposed to illegal and potentially 
dangerous medicines. 

~edical I>evices 

The 1MB provided a detailed plan for the transfer of the 
responsibilities of the Competent Authority for medical 
devices from the Department of Health and Children in June 
2000. Whilst. the legal basis for the transfer was not 
completed in 2000, systems and procedures were put in 
place to ensure a smooth transfer of functions will occur. 
Meetings were held with the Department of Health and 
Children, other European Competent Authorities. 
stakeholders and relevant bodies to ensure that the 
Competent Authority functions are implemented in the most 
appropriate manner. 

Herbal ~edicines 

The 1MB initiated a Herbal Medicines Project in September 
2000, in response to a request from the Minister for Health 
& Children. Its remit is to develop a proposal for an interim 
national licensing scheme for the regulation of 'alternative 
and traditional' medicinal products including herbal medicinal 
products. 

There is a growing interest in non-conventional types of 
medicines. The Board, recognising the need to review the 
organisation's procedure for "traditional medicinal products". 
participated with our European colleagues in the 
Pharmaceutical Committees proposed working parry on this 
topic. The 1MB has also continued contacts with interested 
parries nationally via a series of meetings held in 2000. 

An internal Irish Medicines Board Herbal Medicines Steering 
Committee was escablished in 2000 and a Herbal Medicines 
Project Manager appointed. As part of a consultative 
process, the 1MB advertised in national media for public 
comment on a national licensing scheme for these products. 
Known interested parties in this area were also contacted 
directly. The 1MB received a total of 41 responses. 

A Scientific Committee on Herbal Medicinal Products was 
established. Chaired by Dr Desmond Corrigan. this 
Committee consists of experts in herbal medicine and 
related areas. The Committee's first meeting took place in 
December 2000. 

Finally, the Irish Medicines Board is in the process of 
establishing a herbal/traditional/alternative medicinal product 
information database with the co-operation of the IHTA. the 
IAHS and a number of individual companies not affiliated to 
either organisation. 
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Human Medicines 

Licensing 

During 2000. the 1MB issued 683 product authorisations 
(compared with 713 in 1999). 

The following graph shows their distribution: 

New Products New Products New Products Tra nsfer'Ji 
Na t io nals European European 

Mutual Ce ntralised· 
Re cognition 

. 2000 1999 1998 . 1997 
Total 683 Total 71) Total 621 Total 714 

(,No. of centralised procedures, licence issued I:1t the European Commission) 

The median time for new product authorisations issued 
(excluding transfers) in 2000. was 45 weeks compared to 73 
weeks in 1999, representing a concerted effort to make 
major improvements in timelines by the Board. 

During the year 6,071 variations to product authorisations 
were issued, the corresponding 1999 figure was 6,081 . 
Approximately 69% of all variations reqUire pharmaceutical 
assessment. 
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Pre-Clinical 
(Pharmacology/Toxicology) Unit 

Most of the work carried out by the Pre-Clinical Unit was 
in the area of evaluation of marketing authorisation 
applications (MAA) for new chemical entities (NCE). 
The majority of which came in through me centralised 
procedure. The section reviewed all those for which me 
1MB was (Co-)Rapporteur, and many for which Ireland was 
Reference Member State (RMS) in the mutual recognition 
(MR) procedure. Five centralised and four mutual 
recognition (MR) procedures began in 2000. 

Risk assessment continued to be carried out in the three 
broad areas of quality issues, clinical trials. and 
pharmacovigilance. Scientific advice, on pre-clinical testing 
programmes and/or methodologies, was also prOVided to 
applicants prior to submission of an MAA during the year. 
The amount of t ime and background research involved in 
risk assessment varied considerably. Due to an increasing 
workload, two consultants were used in 2000 to assist on an 
ad-hoc bas is. 

Clinical Trials 

The 1MB's role in the Control of Clinical Trials Act is 
intended to protect the interests of participants. Clin ical 
trials are forbidden unless requisite permission has been 
obtained from the Board. 

Permissions to conduct 137 (a 26% reduction compared to 
1999) clinical trials were granted during 2000. There were 
245 permissions to amend clinical trials (a 20% drop 
compared to 1999). 115 clinical trial applications required 
pharmaceutical assessment. The 1MB suspended one trial 
during the year, due to new safety concerns relating to the 
medicinal product involved. 



The trial was designed to investigate the safety and efficacy 
of Alosetron for patients experiencing irritable bowel 
syndrome. The product was licensed in the USA where 
there had been reports of ischaemic colitis in a number of 
patients on this treatment. A decision [0 terminate the trial 
was taken in the interests of safety, as it was considered that 
the risk outweighed the potential benefit. The FDA in the 
USA subsequently withdrew this product following 50 cases 
of ischaemic colitis in patients. 

The Board continued to meet the statutory time lines 
defined in the legislation and benefited greatly from the 
advice and expertise of the members of its Clinical Trials 
Committee. 

There was ongoing extensive discussion and debate 
surrounding the EU's Clinical Trials Directive in the first half 
of 2000. The Directive was adopted by the European 
Parliament in December 2000. 

From January 2000 [0 December 2000, Good Clinical 
Practice inspections were carried out in respect of 14 
clinical trials (a 75% increase on 1999), 12 of which were 
pharmaceutical company led studies. one was an investigator 
led study and one a Phase I Unit study. These inspections 
encompassed 14 investigator sites and I I sponsor sites. 

Pharmacovigilance 

During 2000 the 1MB received 1."'107 adverse drug reaction 
(ADR) reports of national origin. The distribution of sources 
1998-2000 are shown in the adjacent pie charts. 

The overall number of reportS has increased by 39% since 
1999. This increase appears to have coincided largely with 
the initiation of the meningococcal C Vaccination programme. 
The reporting pattern from the different sources remains 
generally consistent with that for previous years. 

Human Medicines 

Adverse Drug Reaction Re ports 

2000 

• 56.9% General 
Practitioners 

. 20.8% Pharmaceutical 
Companies 

• 10.4% Hospital Doctors 

• 6.2% Pharmacists 

• 5.3% Nurses 

• 0.4% Dentists 

1999 

• 48.4% General 
Practitioners 

• 29% Pharmaceutical 
Companies 

• 13.3% Hospital Doctors 

• 6.5% Pharmacists 

• 2.6% Nurses 

• 0.2% Dentists 

1998 

.49.9% General 
Practitioners 

• 25.3% Pharmaceutical 
Companies 

• 13.6% Hospital Doctors 

• 10.1% Pharmacists 

• 0.9% Nurses 

• 0.2% Dentists 
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During 2000, a number of variations were in itiated following 
identification of specific safety issues by the 1MB. These 
included the following: 

Drug/Drug Class 
Chlormethiazole 

Clozapine 

Cyclosporin 

Doxycycl ine 

Narure of Statement 
Introduction of statement on 
hypothermia and coma 

Revision of warnings on 
hyperglycaemia and cardiac 
disorders 

Revision of information on 
interactions 

Revision of warnings on 
oesophageal disorders 

Erythromycin Introduction of statements on 
infantile hypertrophic pyloric 
stenosis (IHPS) in neonates 

Paroxetine Introduction of a statement on 
neuroleptic malignancy 
syndrome 

Phenylpropanolamine (PPA) Harmonisation of SPC warning 
statements 

SSRls 

Thioridazine 

Introduction of statements on 
bleeding disorders 

Revision of warnings on 
cardiotoxicity 

During the year. the Pharmacovigilance Working Party 
(PhVWP) considered 48 product-related issues at the 
request of the CPMP. This represents an increase of over 
100% in the number of pharmacovigilance issues referred by 
the CPMP for review. These included centrally authorised 
products. products subject to referral procedures and 
nationally authorised products for which no offic ial referral 
has been made. A further 47 product-related issues were 
also considered at the request of the competent authorities 
of the Member States. representing an increased referral rate 
of 34% compared to 1999. 
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All suspected serious Irish ADR's notified in association with 
centrally authorised products, were also provided by the 1MB 
to the EMEA throughout the year. 

Products Withdrawn/Suspended For Safety 
Reasons: 
No products were withdrawn or, suspended for safety 
reasons during 2000. 

Drug Safety Newsletter 

Three editions of the 1MB's Drug Safety Newsletter were 
circulated to doctors, dentists and pharmacists during 2000. 

Topics reviewe d in the newslette r include d: 

• Selective serotonin COX-2 selective inhibitors 
re-uptake inhibitors 
(SSRls) Abacavir 

Grepafloxacin Coal tar preparations 

Doxycycline • Thiomersal 

Halogenated anaesthetic Phenylpropanolamine 
agents 

• Meningococcal C vaccine 
Isotretinoin 

• Piogliuzone 
ErythromYCin 

Danchron 
• Hypericum perforatum 

(SL John's Wort) Oral polio vaccine 

• Vigabatrin Bupropion 

• Antipsychotic medicines And information on ADR 
reporting. together with a 

Heparins reminder of reporting 
criteria and availability of 

Warfarin reporting media. 

During 2000. use of electronically available ADR report 
forms. downloaded from the 1MB's website and submitted by 
freepost, increased Significantly. 



Quality Defects 
A total of 37 reports of quality defects in products were 
received in 2000. (23 received in 1999). Eleven reports were 
found to be unjustified, i.e., no defect was found with the 
product itself but in four cases , improvements were made to 
the instructions for use in the package leaflet. Two reports 
were not progressed as the product was not available for 
examination. Investigations into nine reports are currently 
on-going. 

Of the 15 reports which were substantiated following 
investiga tion. there were no critical defects necessitating a 
batch recall. There were I I minor defects and four major 
defects as follows: 

A piece of glass in a vial: the company improved glass 
quality and introduced automated inspection systems. 

The quality of glass in a pre-filled syringe which 
shattered on admin istration - a cause could not be 
attributed. 

Coloured tablets which faded with time: the professions 
were notified of the problem and the product was 
withdrawn from the market. 

A suspension which was difficult to re-suspend: the 
package leaflet was revised to include details on the 
method of re-suspension. 

22 reports came from community pharmacists and 13 from 
hospital pharmacists; the remaining two reports came from a 
wholesaler and a member of the public. 

Pre and Post Marketing Sampling 
In 2000, analysis of medicinal products was carried out on 
behalf of the 1MB by the Public Analyst's Laboratory (PAL), 
University College Hospital. Galway. A total of II I medicinal 
products were submitted for analysis (compared to 66 in 1999). 

These comprised of the following: 

Authorised Medicinal Products for Human Use 36 

Authorised Medicinal Products for Veterinary Use 2 

Unauthorised Medicinal Products for Human Use 73 

Hum.1n Medicines 

.~-

For the authorised medicines a total of three cases of 
non-compliance with speCifications were reported. These 
are summarised as follows: 

Non com~liance with BP. s ecifications 

Non Compliance with Dissolution Test Specifications 

2 

In addition, in eight instances. problems were encountered 
with the analytical methods prOVided by the marketing 
authorisat ion holder I manufacturer for analysis of the 
products. 

The analytical testing of authorised medicinal products 
included two cream products. which were tested for 
microbiological contamination by an independent testing 
laboratory. Both of these samples were found to comply 
with specifications. 

The unauthorised medicines were enforcement samples 
which included conventional and traditional use medicines. 
2000 was the first year for enforcement activities to be 
undertaken by the 1MB and analysis of these samples 
reqUired extensive investigation and method development by 
the PAl. One of these samples was confirmed as being a 
counterfeit product. 

ED/International Activities: 
During the year 1MB staff continued to devote significant 
effort to the international dimension of human medicines 
within the CPMP and its working parties, European 
Pharmacopoeia. European Commission and lCH. In addition 
the 1MB continued to support the following meetings: 

ICH Steering Committee 

EU Council Meeting on Clinical Trials Directive 

EU Commission Meeting on Medical Devices 

Annual Meeting of the European Society of 
Pharmacovigilance (ESOP) 

Annual Meeting of the WHO Collaborating Centre 

National Immunisation Committee (Ireland) 

National Medicines Information Centre (Ireland) 

Irish Society of TOXicology. 

European Society of TOXicology. 

15 



80 

70 

60 

40 

50 

30 

20 

10 

o 

Veterinary Medicines 

Licensing 

During 2000. the 1MB issued 145 veterinary product 
authorisations (compared with 77 in 1999). 

The following graph shows their distribution: 

41 
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(*/ssued by the European Commission) 

16 

During the year 398 variations to product authorisations 
were issued, which represents a very significant increase on 
the corresponding 1999 figure of 250. Approximately 80% of 
all variations require pharmaceutical assessment. 

The 1MB made excellent progress in the evaluation of 
outstanding applications during 2000 and expects to 
eliminate the backlogs of renewal , transfer and variation 
applications by mid 200 I . 

Workload - transfers and variations issued 
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A significant interest by pharmaceutical companies in 
requesting Ireland to act as Reference Member State for the 
Mutual Recognition (MR) procedure resulted in increased 
activity in this area. The following graph demonstrates the 
increase in business which is expected to increase further 
in the years ahead: 

Workload - new MRs outgoing 
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1998 

1999 

. 2000 

The number of applications now being handled by the 
Veterinary Department in the MR procedure compares 
favourable with that of other Member States. as can be seen 
from the following chart: 

Workload - MR outgoing compared to other 
Member States 2000 
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The Evaluation of Veterinary Vaccines 
During 1999. the 1MB took over responsibility for the 
evaluation of immunological veterinary medicinal products 
from the Department of Agriculture. Food & Rural 
Development (DAFRD). DAFRD remains the Competent 
AuthOrity for the authorisation of vaccines and anti-sera. on 
the basis of a scientific report and recommendation for 
authorisation from the 1MB. A review programme for 
existing vaccines licensed under the Therapeutic Substances 
Act commenced with the call-up of immunological products 
indicated for ruminants. Call-up of vaccines for pigs 
commenced in November 1999. with the review of the 
remaining categories scheduled for 2000 and 200 I. 

A notable feature of the year was the need to monitor 
compliance with the refined technical requirements of the 
EU Directive 99/ 104 on Transmissible Spongiform 
Encephalopathies (TSE): for all veterinary medicinal products 
to be compliant with the relevant EU guideline on TSE 
before June I St. 200 I and will require both applicants and 
authorities to invest considerable resources. In particular. 
the impact of this requirement on vaccines is likely to be 
considerable. given the fact that many components of 
immunological products are derived from ruminant materials. 

Clinical Trials 
Under national legislation. the DAFRD is obliged to consult 
with the 1MB prior to authorising clinical trials in animals in 
regard to the technical aspects of applications. During 2000 
advice was provided in respect of II (a 21 % drop compared 
to 1999) clinical trials . 
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Veterinary Pharmacovigilance 
During 2000. the 1MB received 50 reports of suspected 
adverse drug reaction (ADR) reports compared with 72 
during 1999. Of the total number of SADRs reported. 36 
involved veterinary pharmaceutical products and 15 
concerned vaccines . One SADR report involved a product 
that is not a licensed veterinary medicine. 

The distribution of sources was as follows: 

2000 

1999 

• 24% General 
Practitioners 

• 76% Pharmaceutical 
Companies 

. 22% General 
Practitioners 

. 68% Pharmaceutical 
Companies 

• 10% Others 

Regulatory action was taken against one authorised veterinary 
medicine. Econor. because of a perceived change in the risk! 
benefit profile of the product. On the advice of the CVMP. 
the European Commission services requested that the use of 
the product be suspended in all Member States with effect 
from 16th October 2000. for a period of 12 months pending an 
investigation into the epidemiology of the SADRs and the 
mechanism of the adverse reaction. Five SADRs involving 
veterinary immunologicals were identified as probably/possibly 
related to the administration of the product. 
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Quality Defects 

There were no reports of quality defectS for Veterinary 
medicinal products received in 2000. 

ED/International Activities 

During the year the 1MB staff continued to devote Significant 
effort to the international dimension of Veterinary Medicines 
within the CVMP and its working parties. 

The 1MB attended an increased number of meetings in the EMEA. 

The 1MB is concerned that the incremental increases in 
European regulatory reqUirements since 1981 have had an 
inverse correlation with the number of products remaining 
on the market in Ireland and other EU Member Sutes. 
Consequently veterinary surgeons are becoming increasing 
obliged to use products outside of their approved indications 
leading to increased risks for animal and human safety. The 
1MB recognises the needs of veterinarians. farmers and others 
and prevention of diseases in animals and is committed to 
actively participating with the EMEA and other stakeholders 
in finding scientific solutions to the increasing challenge on 
the availability of medicines. 

Other 

The 1MB amended the labelling of products intended for use 
in SpOrt horses where no MRL was established in 
accordance with the decision of the Council of Ministers in 
December 1999 providing for such use. 

During 2000, The 1MB initiated co-operation with the UK's 
Veterinary Medicines Directorate on the harmonisation of 
labelling of products marketed in both territories. By year
end. the first harmonised aumorisations were issued in Ireland. 

Arising out of the publication of the Guidance Document on 
what constiwtes an animal remedy on its web page in March 
2000. the 1MB considered 305 applications during the year. 
The new procedure is that all borderline products should be 
submitted for consideration of their statUS to the 1MB prior 
to being marketed in Ireland. Full details of the application 
process and fees are available on the 1MB web page (www.imb.ie). 

The 1MB continued to support the DAFRD in bringing 
prosecutions against users of illegal veterinary medicines. 



Inspectorate 

Summary of Activity 
The main statistical highlights of 2000 are shown in the 
attached tables compared to the equivalent figures for J 997 
to 2000. inclusive: 

Inspections and Licensing 

1997 1998 1999 2000 

Inspections In Ireland 

Inspections of Foreign Sites 3 8 3 5 

Manufacturing! Wholesale Licence revocations 

1997 1998 1999 

(VetlMan) (HumanIMan) (HumanlWholesale) 

2000 

o 

New ManufacturinglWholesale licences issued 
1997 1998 1999 2000 

~----------~~~IP--Human manufacturer 

Veterinary manufacturer 3 3 

Wholesaler 3 2 7 6 

Iri sh M edicines Board Annual Report 2000 Inspectorate 

Variations to existing Manufacturing!Wholesale 
licences: 

1997 1998 1999 2000 

Human manufacturer 50 69 

Veterinary manufacturer 15 II 5 10 

Wholesaler 2 4 3 10 

Numbers of Manufacturing! Wholesale licences 
at year end 

1997 1998 1999 2000 

Human manufacturer 75' 

Veterinary manufacturer 16 23 17 22' 

Wholesaler 83 81 58 73* 

* A number of licence renewals outstanding at the end of 
1999 were processed during 2000. Hence. the Significant 
differences in figures between 1999 and 2000. 
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Product Certification Activity 

During 2000. the 1MB issued the following numbers of 
Certificates (the equivalent numbers for 1998 and 1999 are 
shown for comparison): 

CertificateS of Manufacture 
and Free Sale 

Certificate of Good 
Manufacturing Practlce 

W HO Certificates 

Certificate of Export Sale 

1998 

302 

146 

1999 

30 

202 

2000 

28 

171 

1228 

14 

In relation to certification of products the World Health 
Organisation (WHO) Scheme was largely adopted. In all 
cases where a medicinal product is not the subject of a 
product authorisation. the WHO format of a Certificate of a 
Pharmaceutical Product is issued unless the importing 
country requires that a specific format be used. 

Recalls 

Medicinal Products for Human Use 
A total of 46 recalls of medicinal productS fo r human use 
took place in 2000. compared with 43 during 1997, 39 during 
1998 and 39 during 1999. The Board was particularly 
concerned at the number of recalls resulting from non
compliance with the marketing authorisation and has 
informed authorised holders and manufacturers of the need 
for formalised mechanisms for ensuring compliance. 
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The breakdown of these recalls is as follows: 

1997 1998 1999 2000 

Non-compllance 7 8 9 13 
with authorisation 

N onMcompliance 4 
with specification 

O ther 3 3 6 6 

Vererinary Medicinal Products 

There was a toral of twO recalls of veterinary medicinal 
products in 2000, compared with 33 during 1997, six during 
1998 and five in 1999. 

The breakdown of these is as follows: 

1997 1998 1999 2000 

Sterility issue 

Stability issue 

Non-compliance with 
authorisation 

Other 

31 o 3 o 
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National 
Key issues covered during GMP inspections carried out in 
2000 included: 

investigation and resolution of complaints 

documentation, investigation and resolution of 
process deviations 

issues related to process deviations including use of 
rework and out of specification results. 

a variety of issues relating [Q autoclaving. 

The most significant issues relating to wholesaling and Good 
Distribution Practice (GOP) were: 

maintenance of the cold chain 

the need for wholesalers to ensu re (hilt products are 
only supplied to customers who are entitled to receive 
such products. 

One inspection each of the Dublin (Pelican House) and 
Cork Centres of the Irish Blood Transfus ion Service (I BTS) 
was carried out during 2000. Inspections were also carried 
out at a new donor clinic, a new storage site and at the new 
National Blood Centre at St.James's Hospi[;1L This commenced 
operation during October 2000 with a gradual wind down of 
operations at Pelican House thereafter. 

An Inspectorate Development Plan formulated during 2000 
was endorsed by the Board. This included proposals for 
increased inspection and administration resources to take 
account of the continued expansion of the pharmaceutical 
industry in Ireland and increasing international commitments. 
A request for approval of the additional staffing was being 
considered by the Department of Health and Children at 
the end of 2000. The Development Plan will be regularly 
reviewed in order to take account of changes in 
Inspectorate requirements particularly in the light of Mutual 
Recognition Agreements . 

During 2000. the 1MB took over, from the Department of 
Agriculture. Food and Rural Development. responsibility for 
the issue of certificates relating to all veterinary medicinal 
products except immunologicals. For certification of both 
human and veterinary medicinal product the 1MB policy is 
that. whenever possible. the certification scheme of the 
World Health Organisation should be followed. 
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EU I International Activities 
Progress on the implementation of Mutual Recognition 
Agreement (MRAs) on GMP inspection was variable during 
2000. The following was the statuS of the MRAs at the end 
of 2000: 

AUSTRALIA 
An MRA relating to medicinal products for human use is in 
force since the beginning of 1999. 

For veterinary medicinal products the MRA was due to 
come into force on the I st January 200 I following a twO 

year transitional period. 

CANADA 
The 1MB has successfully completed all its commitments 
under this MRA which was due to come into force at the 
end of April 2000. For reasons outside our jurisdiction the 
delayed implementation date had not been finalised by the 
end of 2000. 

JAPAN 
A proposed text for this MRA was largely agreed by year 
end. If ratified, this MRA will only cover inspection of 
manufacturers of medicinal products for human use . 

NEW ZEALAND 
An MRA relating to medicinal products for human use has 
been in force since the beginning of 1999. 

For veterinary medicinal products a three year transition 
period is ongoing and is due for completion at the end of 200 I. 

SWITZERLAND 
The text of this MRA has been agreed for some time. but its 
implementation has been held up by problems relating to 

other MRAs. By the end of 2000 it was envisaged that the 
MRA relating to GMP inspection would come into force on 
the I st July 200 I. 
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USA 
The three year transitional period is due [0 expire at the 
end of November 200 I. ContactS were maintained 
throughout 2000 between the Co Chairs of the Joint 
Sectoral Committee and the Committee met in London 
during June 2000. However. by the year end, on site 
evaluation of GMP Inspectorates had not been carried out 
by either party to the MRA The principal reasons for this 
were that the US Food and Drug Administration (FDA) did 
not have sufficient resources to conduct the evaluations. 

The FDA also had resource problems in relation [0 the 
translation of legislation and other relevant information 
provided by non.English speaking Members of the EU. The EU 
Commission prOVided support to the FDA in this later area. 

Ms Muireann Lydon. worked on secondment in the EMEA on 
MRA issues during the last quarter of 2000. 

Members of the Inspectorate participated actively in the Ad 
Hoc Working Party of GMP Inspection Services at the EMEA 
and che Pharmaceutical Inspection Co-Operation Scheme (PIGS). 

At the end of 2000. the proposed Annex 15 to the EC 
Guide to GMP was in the final stages of drafting. It was 
hoped to implement this by June 200 I. Annexes 16. "Batch 
Certification and release by a Qualified Person" and 17. 
"Parametric Release" were in the latter stages of the 
consultation phase at the end of 2000. A proposed revision 
of the existing Annex 6 "Manufacture of Medicinal Gases" 
was released for consultation during 2000. 

22 

A jOint group drawn from the GMP and GCP Working 
Parties considered the updating of Annex 13 "Manufacture of 
Investigational Medicinal Products" and it was enVisaged that a 
proposed text would be available during the early part of 200 I. 

The text of an Internationally Harmonised GMP Guide for 
Active Pharmaceutical Ingredients (APls) was finalised by the 
International Conference on Harmonisation (ICH) in 
November 2000. At the end of 2000 the implementation 
date for this Guide in the EU had not been finalised. 
However. as a general policy. the 1MB expects to use this 
Guide for any inspection of an API manufacturer carried out 
after the beginning of 200 I. 

The amend men, of Directives 75/3 I 9/EEC and 81 /85 I/EEC [0 

provide for inspection of the manufacture of starting materials 
did not progress to any appreciable extent during 2000. 
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Corporate Governance 

The Irish Medicines Board (the 1MB) was established under 
the terms of the Irish Medicines Board Act, 1995. and is 
governed by a Board which was appointed by the Minister for 
Health and Children. The Board of the 1MB (the Board) consists 
of a chairman and eight unremunerated non executive members. 

The 1MB is committed to the highest stand3rds of 
Corporate Governance, in line with the "Combined Code; 
Principles of Good Governance and Code of Best Practice", 
published by the Committee on Corporate Governance in 
June t 998. The Board is satisfied that it is substantially in 
compliance with the Combined Code, taking account of the 
size and legal nature of me 1MB. The Board notes however 
that parts of the compliance are implicit rather than explicit 
and undertakes to review these procedures over the next 
12 months. The Board will also undertake a review as to 
whether it is appropriate or necessary to establish an audit 
committee as a sub·committee of the Board. 

Internal Control 

The Board is responsible for the 1MB's systems of internal 
control. Such systems can only provide reasonable and not 
absolute assurance against material misstatement or loss. 

" Internal Control: Guidance for Directors on the Combined 
Code" (the Turnbull "Guidance") was published in 
September 1999. Although the gUidance is primarily directed 
towards private and listed companies subject to the 
Companies Acts (1963 to 1996), the 1MB is currently 
reviewing the applicability of the gUidance to its operations. 

In addition the Board confirms that there is an ongOing 
process for identifying, evaluating and managing the significant 
risks faced by the 1MB. This process is regularly reviewed by 
the Board via the report of the Chief Executive Officer. 

Management are responsible for the identification and 
evaluation of Significant risks applicable to their areas of 

Financial St.ttcments 

business together with the design and operation of suitable 
internal controls. These risks are assessed on a continual 
basis and may be associated with a variety of internal or external 
sources including control breakdowns. disruption in information 
systems, natural cacastrophe and regulatory requirements. 

Management report fortnightly on operational issues and 
risks, and how they are managed to the Executive 
Committee. The Executive Committee's role in this regard 
is to review on behalf of the Board the key risks inherent in 
the affairs of the 1MB and the system of actions necessary to 
manage such risks and to present their findings on Significant 
matters via the Chief Executive Officer to the Board. 

The Chief Executive reports to the Board on behalf of the 
executive management on Significant changes in the work of 
the 1MB and on the external environment which effect 
Significant risks. The Director of Finance and Administration 
provides the Board with monthly financial information which 
includes key performance indicators. Where areas for 
improvement in the system are identified the Board considers 
the recommendations made by the Executive Committee. 

An appropriate control framework is in place with clearly 
defined matters which are reserved for Board approval only or, 
as delegated by the Board, for appropriate Executive approval. 
The Board has delegated the day·to-day management of the 
1MB and established appropriate limits for expenditure 
authorisation to the Executive. The Chief Executive is 
responsible for implementation of internal concrols, including 
internal financial control. 

Going Concern 

The Board has a reasonable expectation. at the time of 
approving the Financial Statements, that the 1MB has 
adequate resources to continue its operations for the 
foreseeable future. For this reason, it continues to adopt the 
going concern basis in preparing the Financial Statements. 
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Statement of Board 
Members' Responsibilities 

The Board is required by the Irish Medicines Board Act. 
1995 to prepare financial statements for each financial year 
which give a true and fair view of the state of affairs of the 
Irish Medicines Board. 

In preparing those statements the Board is required to: 

select suitable accounting policies and apply them 
consistently 

make judgements and estimates that are reasonable 
and prudent 

disclose and explain any material departures from 
applicable accounting standards. and 

prepare the financial statements on a going concern basis 
unless it is inappropriate to presume that the Irish 
Medicines Board will continue in existence. 

The Board is responsible for keeping proper accounting 
records which disclose with reasonable accuracy at any time 
the financial position of the Irish Medicines Board and which 
enable it to ensure that the financial statements comply with 
the Act. It is also responsible for safeguarding the assets of 
the Irish Medicines Board and hence for taking reasonable 
steps for the prevention and detection of fraud and other 
irregularities. 

On behalf of the Board 

Chairman 
Pat O 'Ma hony 

Board Member 
Anne Nola n 
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Financi.tl Stah..'mems 

Report of the Comptroller and 
Auditor General 

I have audited the financial statements on pages 28 to 37. 

Responsibilities of the Board and the 
Comptroller and Auditor General 
The accounting responsibilities of the members of the Board 
are set out in the Statement of Board Members' 
Responsibilities on page 26. It is my responsibility. under 
section 18 ofthe Irish Medicines Board Act 1995, to audit 
the financial statements presented to me by the Board and 
to report on them. As the result of my audit I form an 
independent opinion on the financial statements. 

Basis of Opinion 
In the exercise of my function as Comptroller and Auditor 
General I plan and perform my audit in a way which takes 
account of the special considerations which attach to state 
bodies in relation to their management and operation. 

An audit includes examination, on a test basis. of evidence 
relevant to the amounts and disclosures in the financial 
statements and also includes an assessment of the Significant 
estimates and judgements made in the preparation of the 
financial statements and of whether the accounting policies 
are appropriate, consistently applied and adequately disclosed. 

My audit was conducted in accordance with auditing 
standards which embrace the standards issued by the 
Auditing Practices Board and in order to provide sufficient 
evidence to give reasonable assurance that the financial 
statements are free from material misstatement whether 
caused by fraud or other irregularity or error. I obtained all 
the information and explanations that I required to enable 
me to fu lfil my function as Comptroller and Auditor General 
and, in forming my opinion. t also evaluated the overall 
adequacy of the presentation of information in the financial 
statements. 

Opinion 
In my opinion proper books of account have been kept by 
the Board and the financial statements. which are in agreement 
with them, give a true and fair view of the state of affairs of 
the Board at 31 December 2000 and of its income and 
expenditure and cash flow for the year then ended. 

John Buckley 
For and on behalf of 

Comptrolle r and Auditor Gene ral 

17 August 200 I 
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Accounting Policies 

Historical Cost Convention 

The Financial Statements are prepared in accordance with 
generally accepted accounting principles under the historical 
cost convention and comply with the financial reporting 
standards of the Accounting Standards Board. 

Income Recognition 

Income is recognised in the financial statements on the 
(ollowing basis: 

In the case of applications for Product Authorisations 
(new applications, variations to existing authorisations. 
or rransfers) and Clinical Trial applications. income is 
recognised in the financial statements when a valid 
application form is received. 

In the case of Wholesale and Manufacturing licences and 
maintenance of Product Authorisations. fees are payable 
annually and a full year's income is accrued in each 
financial year. 

Expenditure Recognition 

Expenditure is recognised in the financial statements on an 
accruals basis as it is incurred. 

Reporting Currency and 
Currency Translation 

The Financial Statements are prepared in Irish pounds and 
have been converted into euros for comparative purposes 
using the fixed rate of exchange of I euro ;; IR£0.787564. as 
set on I January 1999. This rate has also been applied to the 
comparative figures for 1999. 
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Transactions in currencies other than Irish Pounds are 
recorded at the rates ruling at the date of the transactions 
or at a contracted date. Monetary assets and liabilities are 
translated into Irish Pounds at the balance sheet date or at a 
contracted date . Exchange differences are dealt with in the 
income and expenditure account. 

Tangible Assets 

Tangible Assets are stated at cost less accumulated 
depreCiation. Depreciation is calculated in order to write off 
the Cost of tangible assets over their estimated useful lives 
by equal annual instalments. 

The estimated useful lives of tangible assets by reference to 
which depreCiation has been calculated are as follows : 

Leasehold Property: 

Fixtures and Fittings: 

Computer EqUipment: 

Taxation 

28 years 

5 years 

3 years 

The Irish Medicines Board is exempt from liability to 
Corporation Tax under Section 32 of the Finance Act. 1994. 

Debtors 

Known bad debts are written off and specific provision is 
made for any amount the collection of which is considered 
doubtful . A further general provision is also maintained. 



Superannuation 

The superannuation scheme operated by the Irish Medicines 
Board is in accordance with the Local Government 
(Superannuation Re .... ision) (Consolidation) Scheme. 1986. It 
is an unfunded sGuutory scheme and benefits are met (rom 
current income as they arise . 

The charge to salaries and wages is stated gross of 
superannuation deductions of IR£S7.190 : EUR 72.616 
( 1999 - IR£89.417 : EUR 113,536). The surplus for the year 
on page 30 is then shown both before and after superannuation 

transactions for the year. The income and expendiwre 
reserve on the balance sheet is split between retained 
reserves and superannuation reserves in the nme on page 35. 

Library 

No value has been placed on the books. audio·visual 
resources and electronic databases in the library. 
Expenditure on these items is written off in the year in 
which it is incurred. 

Leases 

All leases are treated as operating leases and the rentals 
thereunder are charged co the Income and Expenditure 
account on a straight line basis over the lease period. 
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Remuneration Policy -
Board Members and Executive 
Directors 

Remuneration and travel expenses paid to Board members 
are disclosed in note 14 to the Financial Statements. The 
Chairman receives remuneration in accordance with instructions 
received from the Minister for Health and Children in 
accordance with the Irish Medicines Board Act. 1995. Other 
Board members receive travel expenses in accordance with 
circulars issued by the Department of Health and Children. 
The Chief Executive Officer Is remunerated in accordance 
with guidelines issued from Government and other 
Executive Directors are paid in accordance with Department 
of Health and Children pay scales. 
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Statement of Income and Expenditure 
For the year ended 31 December 2000 

Fee Income 

Sundry Income 

Salaries and Wages 

Other O perating C OStS 

Depredation 

Surplus for the year before write back of 

Superannuation contributions 

Staff Superannuation Contributions 

Surplus for the year 

Balance brought forward 

Balance carried forward 

Nore 

2 

.J 

4 

I rish Pounds 

1999 

£lR 

5.453 .351 5.060.360 6.924.327 

374.418 87.559 475.413 

5.127.769 5.147.919 I 7.399.740 

3.642.280 3.292.246 4.624.741 

1.646,711 1,435.085 2.090.891 

208.849 182.767 265.184 

5.497 .... 0 4.910.098 I 6.910.116 

329.929 237.821 418.924 

57.190 89.417 72,616 

387. 119 327.238 491.540 

2.515.767 2. 188.529 3. 194.365 

2,902,186 2.515.767 I 3.615.905 

All income and the surplus for the year arises from continuing activities. The 1MB had no recognised gains 
or losses other than those dealt with in the Income and Expenditure Account. 

Euro) 

1999 

€ 

6.425.332 

111 . 177 

j 6.536.509 

4. 180,290 

1.822, 182 

232.066 

6.234.538 

301.971 

113.536 

4 15.507 

2.778.858 

) 3.1 94.365 

Board Member Anne No lan a ~ '"'- -z~ 

---------------The accounting policies on pages 28 to 29 and the notes on pages 33 to 37 form part of the finanCial statements. 
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Balance Sheet 
As at 31 December 2000 

Irish Pounds Euros 

NOtC' 1999 1999 
£IR € 

Tangible Assets 290.336 276.859 368.651 351 .538 

Curre nt Assets 

Debtors and Prepayments 5 981.921 256.883 1.246.783 326.174 

Stock of Stationery 4.7 13 3.828 5.984 4.861 

Cash at Bank and in Hand II 1.256.924 1.112.470 1.595.964 1.41 2.546 

Short Term Deposits 1.903.164 1.846.945 2.416.520 2.345.136 

.,1.',722 3.220.1 26 5,165,151 4.088.717 

Creditors - Amounts falling 
due within one yea r 
Creditors and Accruals 6 1.534.172 981.218 1.947.997 1.245.890 

Net Current Asse ts 2.612.550 2.238.908 3.317.254 2.842.827 

Total Net Asse ts 11.901,886 2.515.767 3,685,905 3.194.365 

Financed by 
Income and Expenditure Rese rve 10 2.902.886 2.515.767 3.685.905 3.194.365 

11.901,886 2.515.767 3,685,905 3.194.365 

Board Member Anne Nolan a ~ '"'-~ 
~ 

The accounting policies on pages 28 to 29 and the notes on pages 33 to 37 form pan of the financial statements. 
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Cash Flow Statement 
For the year ended 31 December 2000 

Irish Pounds Euros 

Nore 1999 1999 

£IR € 

R«ollciHmioll o/surp/m (0 IIrl msll 
inflow from opanring flcrivilit'f 
Surplus (or year 387.119 327.238 491.539 415.507 
Depreciation charge 208.849 182.767 265.184 232.066 
Increase in Debtors (725.038) 507.371 (920.608) 644.229 
Increase in Stocks (885) 899 (1. 124) 1.141 
Increase in Credimrs • amounts falling 
due w ithin one year 552.954 120.209 702. 106 152.634 
DepOSit Interest (74.331 ) (42.799) (94.381) (54.344) 
Bank Interest and Charges 3.747 3. 170 4.758 4.025 
Gain on Disposal of Fixed Assets (220) (279) 

Net Cash Inflow 

I from Operating Activities 352,195 1.098.855 447,195 1,395.258 

Cash Flow State m e nt 

Net Cash Inflow 
from Operating Act ivities 352. 195 1.098.855 447.195 1.395.258 

Return on Investments 
and Servicing of Finance 7 70.584 39.629 89.624 50.318 
Capital Expenditure 7 (222. 106) (89.579) (282.016) (1 13,742) 
Management of liqu id Resources 7 (56.219) (524.655) (71,383) (666.174) 

Increase in Cash 144,454 524.250 18],420 665.660 

Ruollcililllion of nt't cash flow f O 

moumrot ;'1 lin fondI 

Increase In Cash 144.454 524.250 183.420 665.660 

Increase In Short Term Deposits 56.2 19 524.655 71.383 666. 174 

Change In Net Funds 200,673 1.048.905 254.803 1.33 1.834 

Net Funds at start of year 2.959.415 1.9 10.5 10 3.757.68 1 2.425.848 

Net funds at end of year 8 [ ],160,088 I 2.959.4 15 i 4,012,484 3.757.682 

The accoun ting policies on pages 28 to 29 and the notes on pages 33 to 37 form part of the financial statements. 
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Irish J\rtedicines Board Annual Report 2000 

Notes to the Financial Statements 
For the year ended 31 December 2000 

Tangible Asse t s Fixtures and Computer l easehold Total 
Fittings Equipment Property 

IR£ IR£ IR£ IR£ 

Cost 
Balance as at I January 2000 370.41 7 799.757 59.361 1.229.535 

Additions for the year 50.489 171.837 222.326 

Disposals for the year (3.388) (3.388) 

As at 31 December 2000 420,906 968,206 59,361 1,448,473 

De pre ciat ion 

Balance as at I January 2000 255.553 688.643 8.480 952.676 

Charge for the year 59.826 146.903 2.120 208.849 

Disposals for the year (3.388) (3,388) 

As at 3 1 Decem ber 2000 1 315,379 832,15' 10,600 1,158,137 

Net Book value at 31 De ce m ber 2000 105,527 136,048 48,761 290,336 

Ne t Book va lue a t I January 2000 1 114,864 111,114 50,881 276,859 

2000 1999 2000 

IR£ IR£ € 
2 Fee Inco m e 

Clinical Trials 105.550 131.550 134,021 
Human Medicine - National Fees 2,908.713 2.941,196 3,693,303 
Human Medicine - European Fees 1,279,30 I 1,015,808 1,624.377 
Veterinary Medicine - National Fees 629.470 509,885 799.262 
Veterinary Medicine - European Fees 107,341 61 .902 136,295 
Inspectorate Department 419.643 343.424 532,837 
Reduction In Bad Debts Provision 3,333 56.595 4,232 

1 5,453,351 5.060,360 6,924,327 

Fee Income can also be analysed as follows: 
Income recognised on a cash receipts basis 3.809,341 3,352,266 4,836,865 
Income recognised on an accruals basis 1.644,0 10 1.708,094 2,087.462 

1 5,453,351 5.060.360 6,924,327 

Financial St.ltcments 

To ta l 

€ 

1.561. 188 

282.296 

(4.302) 

1,839,182 

1.209.649 

265.184 

(4,302) 

1,470,531 

368,651 

351,539 

1999 

€ 

167,034 
3.734,549 
1,289,810 

647,420 
78,599 

436,059 
71.861 

6.425.332 

4,256,500 
2.168,832 

6.425.332 
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2000 1999 2000 1999 

IR£ IR£ € € 
Salaries and W ages 

Salaries and Wages 3.340.287 3.040,393 4.241.289 3.860.503 
Social Welfare COSts 301.993 251.853 383.452 319.787 

3 .... 2,210 3,292,246 4.624.741 ~. 1 80.290 

The average number of staff employed during the year was 133 ( 1999 • 124 ). 

Staff employed at 31 December 2000 can be ana lysed across the following departments: -

Medical Technical II II 

Pharmaceutical Technical 19 18 

Veterinary Technical 3 3 

Inspectorate Technical 7 7 

Medical Devices Technical 2 

Enforcement Technical 

Herbal Medicines Technical 

Administrative and Operational Staff 87 84 

Pensioners 4 3 

135 126 

Operating Costs 

Accommodation COSts 734.671 671 .626 932.839 852.789 

Travel. Representation and Training 274,322 228.406 348.317 290.015 

Legal COSts 46.203 20.919 58.666 26.562 

Stationery. Publications and Postage 174.414 149.618 221.460 189.976 

Other Operating COStS 417.101 364.5 16 529.609 462.840 

1.646.711 1 .~3S,085 2,090.891 1.822.182 

Debtors (all due within one year) 

Trade Debtors 256.123 143.787 325.209 182.572 
Prepayments 181.394 73.795 230.323 93.700 
Other Debtors 544.404 39.301 691.251 49.902 

981.921 256,883 1.246.783 326.17~ 

Included in O ther Debtors is an amount of IR£449,79 I ( EUR 571 ,117 ) in respect of legal costs incurred by the 1MB in their 
participation in the Tribunal of Enquiry of Infection with HIV and HepatitiS ( of persons with Haemophilia and related matters.) 
While the award of costs by the Chairperson of any Tribunal is a discretionary matter, solicitors to the 1MB have expressed 
the view that it has been the unequivocal practice and custom of all similar tribunals to award costs to any party that is legally 
represented before it and who has co-operated in its dealings with the TribunaLThe 1MB has co-operated fully with the 
Tribunal and are confident that it will recover all COSlS on the same basis as occurred in the case of the Tribunal of enquiry 
into (he Infection of Ami·D with HepatitiS C. 



Financial Statements 

2000 1999 2000 1999 

IR£ IR£ € € 
6 Creditors (am o unts fa ll ing due w ithin one year) 

Trade Creditors 344.801 96.176 437.807 122.118 

Accruals 1.073,864 789.553 1.363.526 1.002.526 

PAYE/PR51 115.507 95.489 146.664 121.246 

1,514,172 981,218 1,947,997 1.245,890 

7 Gross Cash Flows 
R f'llIrtlS 011 Invemnetl l ll lld Servicing of Finllnce: 
Deposit Interest 74.331 42.799 94.382 54.343 
Bank Interest and Charges (3.747) (3.170) (4.758) (4,025) 

70,584 39,629 89,624 50,318 

Cnpittd Expmdinm· 
Payments to acquire Tangible Fixed Assecs (222.326) (89.579) (282.296) (113.742) 
Receipts from sales of Tangible Fixed Assets 220 280 

(222,106) ( 89,579) (282,01 6) (113,742) 

Mnnllgmtmr of Liquid Rrsollrces 
Payments to acquire Short Term Deposits (56.219) (524.655) (71.383) (666.174) 

(56,219) (524,655) (7 1,181) (666,174) 

8 Ana lysis of Cha nges in Net Funds 
Cash at Bank and in Hand 1.256.924 1.112.470 1.595.964 1.412.546 
Short Term DepOSits 1.903.164 1.846.945 2.416.520 2.345.136 

r 1,160,088 2,959,415 4,012,484 3,757,682 

9 Administration Expe nses 
Surplus for the year was calculated haVing charged 

Auditor's Remuneration 1,960 4,960 5,028 6,298 

10 Incom e a nd Expe nditure Re serves 
The Income and Expenditure Reserve disclosed in the 
Balance Sheet on page 3 I comprises the following : 

Reta ined Reserves 2.476.674 2,146.745 3.144,727 2.725.804 

Staff Superannuation Contributions 426.212 369.022 541.178 468.561 

2,902,886 2,515,767 1,685,905 1,194,365 
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2000 1999 2000 1999 

IR£ IR£ € € 

II Cash and Bank Balances 

Current Account Balances 161,345 202,193 204.866 256.732 

Deposit Account Balances 1,094,521 909,703 1.389,755 I, I 55,085 

Cash on Hand 1,058 574 1.343 729 

1,256,924 1,112,470 1,595,964 1,412,S46 

12 lease Commitme nts 

Operating Lemes 
Amounts payable during the next twelve 
months in respect of leases which expire 

• within one year 515 654 

- between two and five years 897 1.423 1.139 1.807 

- after five years 477,500 477.500 606.300 606.300 

The operating lease amounts include an annual commitment of IR£477,500 : EUR 606,300 
( 1999 · IR£477,500: EUR 606,300) in respect of the Board's premises at Earisfort Terrace, Dublin 2. 

13 Capital Commitments 
No capital commitments had been entered into by the 1MB at either 31st December 1999 or 2000. 

14 Board Remuneration 
Chairman 's Salary 15,551 

1,948 
15,112 

1,764 
19,746 
2,473 

19,188 
2,240 Board Member's Travel Expenses 

17,499 16.876 22,219 21.428 

15 Relate d Party Transactions 
There have been no transactions with related parties which require disclosure under Financial Reporting Standard 8. 

16 Contingent liabilities 
Anti-D Immunoglobulin 
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In early February 1994 the Irish Medicines Board was advised that Hepatitis C could have been transmitted through Anti·D 
Immunoglobulin produced from Irish blood plasma and manufactured by the Blood Transfusion Service Board. The Board has 
received letters before action and has been sued, with the Blood Transfusion Service Board, the Minister for Health and 
Children, Ireland and the Attorney General. in legal proceedings by a number of persons arising out of alleged infection by the 
Anti-D product. Further letters and proceedings are anticipated. The Board does not admit liability in these cases and thus 
will be defending them in full. In the settlements concluded to date, the 1MB has not incurred any liability arising from the 
Anti- D Immunoglobulin cases and on that basis does not anticipate that any such liability will arise in the future. 



The Department of Health and Children established a Tribunal of Enquiry to review the circumstances surrounding the 
infection of Anti~D with Hepatitis C. The Tribunal's findings were published in March 1997 and are available to the public from 
the Government Publications Office. 

The Department of Health and Children also established a Tribunal for the purpose of providing ex~gratia compensation to 
persons infected with Hepatitis C through the use of the Anti~D Immunoglobulin product. Where an award made by the 
tribunal has not been accepted the claimant can pursue legal action. 

17 Year 2000 Issues 
The 1MB undertook a major review project during 1999 to assess its exposure to Year 2000 problems. 

The performance and functionality of all eqUipment was tested and found to be satisfactory. All software developed for 
recording products, adverse reactions and licensing information was designed with Year 2000 functionality and therefore required 
no modification. 

The 1MB prepared detailed plans for emergency action in the event of unexpected failures. The 'carry-over I New Year' period 
was carefully monitored and we are happy to report that our preparations resulted in a smooth transition to the new millennium. 

18 Prompt Payment Of Accounts Act 1997 
The report on the 1MB's compliance with the requ irements of the Prompt Payment of Accounts Act 1997 is contained in a 
separate section of the Annual Report. 

19 Exchange Rates 
The exchange rates used in preparing these Financial Statements were as follows: -
2000 IR£I = 1.2697 euros = STG£O.7777 = BFR 51.2211 
1999 IR£I = 1.2697 euros = STG£0.7996 = BFR 51.2211 

20 Conversion To The Euro 
The 1MB is preparing a detailed plan for the smooth conversion to the Euro. Plans for conversion of the accounting systems 
are already advanced and we envisage that we will be in a position to convert all systems prior to the year end. It is 
anticipated that the costs associated with the changeover will not be Significant. 

21 Approval of Financial State ments 
The Financial Statements were approved by the Board on 25 July 200 I. 
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Appendix I: Executive Committee Members 
and Committees 

Dr. Frank Hallinan 
Mr. J. G. Beechinor 
Mr. John Lynch 
Dr. J. Michael Morris 
Ms. Rita Purcell 
Dr. Mary Teeling 
Dr Joan Gilvarry 

Chief Executive 
Veterinary Director 
Director of Inspection 
Pharmaceutical Director 
Director of Finance & Administration 
Medical Director 
Medical Director (Acting (rom Sept 2000) 

Advisory Committee for Human 
Medicines 

Professor Kevin O'Malley (Chairman) 
Dr. Rosemary Boothman 
Professor Owen Corrigan 
Dr Kevin Connolly 
Professor Desmond Fitzgerald 
Mr. Declan Hickey 
Dr. Kate McGarry 
Mr. Tom McGuinn 
Ms. Claire McSweeney 
Dr. Owen Smith 
Dr Patrick Sullivan 

Advisory Committee for Veterinary 
Medicines 

Mr. Albert Costelloe (Chairman) 
Dr. Thomas Barragry 
Ms. Eugenie Canavan 
Dr. Anne Cullinane 
Mr. Timothy Kyne 
Professor Michael Lambert 
Mr. George Lane 
Mr. Desmond leadon 
Mr. Tom McGuinn 
Dr. Grace Mulcahy 
Mr. Patrick J. O'Connor 
Dr. lana Pratt 
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Clinical Trials Sub-Committee of 
Advisory Committee for Human 
Medicines 
Dr. Patrick Sullivan (Chairman) 
Dr. liam T. Bannan 
Professor Bauchier-Hayes 
Dr. Paul Browne 
Professor Ted Dinan 
Professor Desmond Fitzgerald 
Dr. L. Grogan 

Expert Sub-Committee of the 
Advisory Committee for Human 
Medicines 

Dr Brendan Buckley 
Dr Mary Cafferkey 
Dr. Owen Carey 
Professor Martin Clynes 
Professor Louis M. T. Collum 
Dr. Kevin D. Connolly 
Prof. Ted Dinan 
Dr. George Duffy 
Dr. Oliver FiuGerald 
Dr. Stephen Flint 
Dr. Owen Hensey 
Professor Irene Hillary 
Professor Hilary Humphreys 
Dr. Gerry D. Hurley 
Dr. Kevin Kelleher 
Professor Brian Leonard 
Dr John McCaffrey 
Dr. Patricia McCormack 
Mr.T. McGuinn 
Dr. David Mcinerney 
Dr. Malachi McKenna 
Dr. Kingston Mills 



Dr. Fiona Mulcahy 
Dr. Frank Murray 
Dr John O'Connor 
Dr. Rosemary O'Connor 
Dr. Veronica O'Donoghue 
Dr. Janice Redmond 
Dr. Mark Rodgers 
Dr. Martina Scallan 
Professor Brian Sheppard 
Dr. John Stack 
Dr. Brion Sweeney 

Scientific Committee on Herbal 
Medicinal Products 

Dr. D. Corrigan (Chairperson) 
Dr. D. Clare 
Ms. N. Darrell 
Prof. E. Ernst 
Mrs. I Hook 
Ms. G. Lavelle 
Ms. H. McCormack 
Dr. H. Sheridan 
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The Irish Medicines Board wishes to acknowledge the work 
of the experts without whose continuous support the Irish 
Medicines Board would have difficulty in carrying out its 
statutory functions. We wish particularly to express our 
appreciation to the following experts. who have left the 
committees during 1999 and to wish them every success in 
the future: 

Dr. Louise Barnes 
Professor Hugh R. Brady 
Dr. Gerard Burke 
Dr. D. Corrigan 
Dr. D. Fennelly 
Mr.V. Harte 
Dr. M. Hogan 
Professor C. Keane 
Dr. Noel G. McElvaney 
Dr. J. R. O'Donnell 
Dr. Dan P. O'Mahony 
Dr. Brian Otridge 
Dr. lona Pratt 
Professor Fergus Shanahan 
Dr. John D. Sheehan 
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Appendix II: Meetings attended by staff 
members on behalf of 1MB 

The Committee for Proprietary Medicinal Products (CPMP) 

The Committee for Veterinary Medicinal Products (CYMP) 

Mutual Recognition Facilitation Group (MRFG) & 
'Breakout' Meetings 

CPMP Safety Working Party 

CPMP Efficacy Working Party 

CPMP/CVMP Quality Working Party 

CPMP Biotechnology Working Party 

CPMP Pharmacovigilance Working Party 

CPMP Working Party of Good Clinical Practice 

CPMP Scientific Advice Review Group 

CPMP Ad-hoc Working Party on Excipients 

CPMP Ad-hoc Working Party on Blood Products 

CPMP Ad-hoc Working Party on Anti-Cancer Agents 

CPMP Ad-hoc Working Party of GCP Inspectors 

CPMP Ad-hoc Working Party on Update on the Note for 
Guidance on the SPC 

CPMP Ad-hoc Working Party on use of Thiomersal in 
Medicinal Products 

EMEA Ad-hoc Meeting of GMP Inspection Services 

EMEA Working Party on Herbal Medicinal Products 

ICH Steering Committee 

ICH M2 Support Group 

EU Commission Experts Meeting for Medical Devices 

40 

EU Commission Experts Meeting for In vitro Diagnostic (IVO) 
Medical Devices 

EU Commission Pharmaceutical Committee Meeting 

EU Commission EUDRANet Technical Implementation Group 

EU Commission EUDRAVigilance Technical Implementation Group 

EU Commission eSubmissions Technical Implementation Group 

EU Council Meeting on Clinical Trials Directive 

European Pharmacopoeia Commission 

Working Group Meeting on Vigilance for Medical Devices 

Meetings of Heads of Regu latory Agencies of Human 
Medicinal Products 

Meetings of Heads of Regulatory Agencies of Veterinary 
Medicinal Products 

Annual Meeting of the European Society of Pharmacovigilance 

(ESOP) 

Annual Meeting of the WHO Collaborating Centre 

National Immunisation Committee (Ireland) 

National Medicines Information Centre (Ireland) 



Appendix III: Meetings attended by staff 
members as invited speakers 

J.G. Beechinor chaired a workshop on analytical methods for 
residue surveillance at the EMEA in Jan 2000. 

Dr. Joan Gilvarry gave the Opening Address on the 'Need for 
Education in Designing Developments Plans' [0 the European 
Forum on Good Clinical Practice annual meeting held in 
Brussels in January 2000. 

Dr F Hallinan gave Lectures on "Post Approval Changes in 
Europe for Biotech ProductS" at the Parenteral Drug 
Association (PDA) Conference in Basle in February 2000, 
"Biotechnology and You" at the JOint Meeting Schools of 
Pharmacy TCD/QUB/Strathclyde in March 2000 "Safety of 
Biological Products" at the INFRAMED Conference on 
"Medicinal Products and Public Health" in lisbon in April 
2000. "Sources of funding, budget decisions and fee setting" 
at the PERF Meeting on Respons ibilities and Mandate of 
Competent Authorities in June 2000. "Safety of Biological 
Medicinal Products: A National Opportunity" at the Trinity 
College School of Pharmacy meeting of Qualified Persons in 
the Pharmaceuticallnduscry in September 2000 and "Regulation 
of Herbal Medicines" at the Hospital Pharmacists Association 
of Ireland in Dublin in November 2000. 

Dr M Morris gave Lectures on the Draft QWP Guideline on 
Process Validation at the DIA EuroMeeting in Nice in March 
2000:on the CTD at the Analytica Conference in Munich and 
the IBC London Meeting in London during April: on "Registration 
requirements and their downstream impact on API Manufacture 
"at the API Manufacwring in the new millennium EFPINPhRMA 
Conference in Cork in June: on Process Validation at the 
APV/BPhArM meeting in Koln in September and on "Quality. 
Overall Summary" at the ICH 5 Conference in San Diego in 
November. 

Dr. T. Mitchell gave a presentation on "Diabetes and 
Haemochromatosis" at the International Endocrinology 
Conference in Birmingham in March 2000. 

Dr. P. Salmon spoke at the Annual Introduction to European 
Regulatory Affairs in Brussels and also at the European 
Medical Writers Association Meeting in Dubl in. 

Dr M Teeling chaired and introduced the Session on ·'The 
Assessment of Quality. Safety and Efficacy" at the PERF 
Conference in Budapest in Feb 2000. 

Ms S McDonald gave a presentation on " Electronic 
Submissions in Ireland and EU Developments" to the TIPPSA 
Meeting in Ponlaoise, in October 2000. 

Ms N Arthur gave presentations on the role of 
Pharmacovigilance at the University of Hertfordshire, Royal 
College of Surgeons in Ireland. School of Dentistry,Trinity 
College. Dublin and the PERF. 
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Appendix IV: 

Publications 

Flint S & Arthur N. 
An Update of ADRs of Relevance to General Dental Practice. 
Journal of Irish Dental Assodarion, 2000.46(2): 67-70 

Mitchell TH. Murphy E. Ryan E. 
Diabetes and haemochromatosis. 
journal of Endocrinology. March 2000. 164. 116 

T. MitchelllThe ATLANTIS Study Group. 
Microalbuminuria in type I dia betic patients. 
Diobeles Core 2000. 23( 12): 1823-9 

R. M. Conroy. R. Siriwardena. 0. Smyth. P. Ferandes. 
The relation of health anxiety and attitudes to doctors and medicine to 
use of alternative and complementary treatme nts in general practice. 
Psychology. Heolth ond Mediane 2000. S. No. 2. 

R. M. Conroy. R. Siriwardena. 0. Smyth. H. McGee. P. Ferandes. 
Attitudes to doctors and medicine: a failure to replicate. 
Ir.). Psych. Med 2000. 17 (2): SO-53. 

Murphy. D. 
(2000) Veterinary Medicinal Products - Authorisation and Classification 
in the Republic of Ireland. 
Irish Velerinary Journal. 53(6) 320-325. 

Murphy. D. & Anhur. N. 
(2000) Pharmacovigilance of Veterinary Medicinal Products. 
Irish Velerinary Journal. 53(9) 478-48 1. 
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Appendices 

Appendix V: 

Prompt Payment of Accounts Act 1997 

The Prompt Payment of Accounts Act came into operation 
on 2nd January 1998. The Irish Medicines Board (the 1MB) 
comes under the remit of the Act. The payment practices of 
the 1MB are reported on below for the year ended 31 St 
December 2000, in accordance with SeCtion 12 of the Act. 

( a) It is the policy of the 1MB to ensure that all accounts 
are paid promptly. Cheques are issued as required to 

ensure timely payments. In the event of a dispute 
between the 1MB and a supplier, there is a procedure 
in place whereby all contaCt between the 1MB and the 
supplier. concerning the dispute . is recorded. 

( b) The system of internal control incorporates such 
controls and procedures as are considered necessary 
to ensure compliance with the Act. These controls are 
designed to provide reasonable. and not absolute . 
assurance against material non.compliance with the Act. 

( c) There were no late payments during the year ended 
31 S[ December 1999 and accordingly no interest was 
paid in the year. 

( d) The 1MB has adopted procedures in accordance with 
guidelines issued by the Department of Enterprise. 
Trade and Employment in relation to the disclosure of 
relevant information. 

Statement By Responsible Officer 

The Irish Medicines Board (1MB ) confirms that it is 
complying with the Prompt Payment of Accounts Act. 1997 
as described in the statement and practices outlined above. 

Rita Purcell. 
Director of Finance 
and Administration. 
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Glossary of Terms 

ADR: Adverse Drug Reaction 

APHA: Animal and Plant Health Association 

APMI : Association of Pharmaceutical Manufacturers 

CA: Competent Authority 

C PMP: Committee for Proprietary Medicinal Products 

CVM P: Committee for Proprietary Veterinary Products 

DAFRD: Department of Agriculture. Farming and 

Rural Development 

Eu ropean Agency for the Evaluation of Medicinal 
Products 

EPA: Environmental Protec tion Association 

FDA: Food and Drug Administration 

FOI: Freedom of Information 

FEDESA: European Federation of Animal Health 

Good Manufacturing Practices 
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HSA: Human Serum Albumin 

IAHS: Irish Association of Health Stores 

IHTA: Irish Health Trade Assoc iation 

1M B: Irish Medicines Board 

IMDA: Irish Medical Devices Association 

IPCMF: Irish Pharmaceutical Manufacturers Federation 

IPHA: Irish Pharmaceutical Healthcare Association 

NOAB: National Drugs Advisory Board 

Oil: O rganophosphate 

OIlV: Oral Polio Vaccine 

Pan European Regulatory Forum 

Ph VWP: Pharmacovigilance Working Party 

Prescription Only Medicine 

SCHMP: Scientific Committee on Herbal Medicina l 
Products 





IRISH MEDICINES BOARD 

Earlsfort Centre. 
Earlsfort Terrace. 
Dublin 2 

Tel: +353 I 6764971 
Fax: +353 I 6767836 
Email: imb@imb.ie 
Web: www.imb.ie 


