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 1. Introduction 

 
1.1 OECD Report 
 
1. In 2001, The Organisation for Economic Cooperation and Development (OECD) 

published a report called Regulatory Reform in Ireland.  This work was carried out 
as part of the OECD’s Regulatory Reform Programme, developed to enable 
Governments to improve regulatory regimes.  The Programme is a multidisciplinary 
process of reviews of individual countries.  The reviews, initiated at the request of 
the subject country, are based on self-assessment and peer evaluation by OECD 
committees, OECD members and the European Commission, and target key areas 
for reform.  All reviews follow the same format, and involve extensive consultation 
with stakeholders, including officials, elected representatives, business and trade 
union groups, consumer interests and academics.  

 
2. The OECD report, along with the Mandelkern Report at EU level (the Mandelkern 

Group on Better Regulation Final Report, 13 November 2001, for evidence-based 
policy formulation), has encouraged the development of regulatory reform in 
Ireland. A necessary element of regulatory reform is the removal of restrictions to 
competition, allowing consumers and society to benefit from competition.  

 
3. The OECD report found that Ireland had made significant progress on regulatory 

reform in telecommunications, road freight, airports, and airlines.  It recommended 
the removal of quantitative licensing regimes that restricted the development of 
competition in the economy.  The report also found there was evidence of economic 
policy bias in favour of producer interests instead of the consumer in some sectors. 

 
4.  The report criticised restrictions in the electricity, gas, retail pharmacy, legal 

services and telecommunications sectors.  Two main issues were raised in the report 
in relation to retail pharmacy in Ireland. 

 
5. The first issue concerned the statutory system for granting community pharmacy 

contracts under the Health (Community Pharmacy Contractor Agreement) 
Regulations, 1996.  These contracts are for the supply of prescription medicines 
under the state-funded community drug schemes.  Fuller backgrounds to the 1996 
Regulations and the contract are contained in Chapter 2.  The report was, in 
particular, critical of entry barriers in the form of restrictions on the location and 
number of pharmacies that hold community pharmacy contracts.  While the 
contracts are not a system for licensing pharmacies, since any person who can meet 
the legal requirements under the Pharmacy Acts can open a pharmacy, it can be 
difficult to establish a pharmacy without a contract because of the level of business 
provided under the schemes.   
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6.  The second issue was the restriction, under the derogation incorporated in Article 
2.2 of Council Directive 85/433/EEC on the free movement of pharmacists, on 
pharmacists educated in EU/EEA countries other than Ireland owning in their own 
right, managing or supervising a pharmacy in Ireland that is less than three years 
old.  The OECD recommended that the use of the derogation be eliminated.  Details 
of the derogation are in chapter 2. 

 
7. In relation to these issues, the OECD stated that: 
 

 “Pharmacies are highly regulated in Ireland to ensure safety and availability of 
services to rural areas, but more sensible regulation could bring down prices 
without endangering safety or accessibility.  The restriction on economic freedom 
of pharmacists educated in other EU countries should be eliminated, as should 
restrictions on the location and number of pharmacies.” 

 
1.2 Regulatory Reform  
 
  Regulatory Reform 
1. Regulatory reform is the reviewing of regulatory structures and processes to ensure 

that they promote efficiency and meet the needs for which they exist.  A review 
examines both the quality and quantity of regulation.  The process emphasises 
removing of unwarranted constraints on competition in all sectors of the economy, 
and giving priority to the consumer.  It involves review, analysis of the likely 
effects of any new regulatory regime, and the application of competition policy. 

  
Regulation 

2. Regulation is an important tool for governments to achieve public policy goals.  If 
there is too much regulation, or not enough, obstacles will arise to impede growth 
and its benefits.  Regulation should be proportionate to its objectives, and not 
restrict the development of competition. 

 
3. Appropriate regulation encourages a competitive environment, removing artificial 

barriers to entry and operation and confining requirements to the standards 
necessary to operate the business, trade or profession.  It gives all those who are 
qualified and who wish to provide a service the opportunity to do so. 

 
 Regulatory Reform in Ireland 
4. Regulatory Reform is a Government priority and in support of sustaining a strong 

economy, the current agreed programme for Government states:  
 

“We will vigorously pursue a programme of regulatory reform with particular 
emphasis on removing unwarranted constraints on competition in all sectors of the 
economy and placing the consumer at the top of the policy agenda” 
 

5. Historically, Ireland regulated widely.  Liberalisation has been underway since the 
early 1990s, driven by several factors.  These include government economic policy 
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to promote competition (the Competition Act, 1991), and EU liberalisation policy, 
which had implications for a number of sectors (for example, the aviation sector 
was deregulated in the 1980s, reducing airfares and increasing passenger numbers).   

 
Economic Sectors and Liberalisation  

6. Liberalisation has taken place in several sectors in the Irish economy, for example 
in aviation, telecommunications, taxis and health insurance.  Further liberalisation is 
taking place across other sectors, including gas and electricity.  Liquor licensing and 
public transport are currently being reviewed.  In addition, the Competition 
Authority is currently reviewing a number of professions. 

 
Competition Structures 

7. The Competition Act, 2002 focuses on mergers and implementing competition 
rules.  Competition policy focuses on continued market liberalisation, with 
promotion of opportunities for new entrants to compete effectively with 
incumbents, whether state owned or not, together with the removal of quantitative 
licensing regimes and disproportionate regulation that restricts competition. 

 
8. Under the Competition Act, 2002 the functions of the Competition Authority are, 

among other things, to: 
 

- advise the Government, Ministers of the Government and Ministers of  State 
concerning the implications for competition in markets for goods and services of 
proposals for legislation (including any instruments to be made under any 
enactment). 

- advise public authorities generally on issues concerning competition which may 
arise in the performance of their functions. 

- identify and comment on constraints imposed by any enactment or administrative 
practice on the operation of competition in the economy. 

 
1.3 High Level Group on Regulation 

1.  As a consequence of the OECD report, the Government established an 
interdepartmental High Level Group to examine the issues raised.  The Group’s 
terms of reference include: 

• The production of a National Policy Statement on Regulation  
• The development of a model of Regulatory Impact Analysis 

   
1.4 Pharmacy Review Group 
 
1.  Following the establishment of the High Level Group, The Pharmacy Review Group 

was set up by Micheál Martin TD, Minister for Health and Children, to examine, 
among other things, the pharmacy issues raised in the OECD report. 
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2.   Membership of the Group included representatives of key stakeholders, with an 
independent chairman.  The Group’s membership was: 

Chairperson 
Professor Michael Mortell, University College Cork 

Members 
Bernard Carey, Department of Health and Children 
Seamus Feely, Irish Pharmaceutical Union 
Sean Hurley, CEO, Southern Health Board 
Danny Kelly, Department of Enterprise, Trade and Employment 
Michael Kilcoyne, Consumer’s Association of Ireland 
Ann McGee, Pharmaceutical Society of Ireland 
Tom McGuinn, Chief Pharmacist, Department of Health and Children  
Joe Mooney, Department of Finance 
Dr Dermot Nolan, Competition Authority 

Secretary 
Ross Hattaway, Department of Health and Children 
 

3. The Group met 19 times between November 2001 and January 2003.  The Group’s 
task was set out in the terms of reference, as follows. 

Terms of Reference of the Group to Review the Pharmacy Regulations 
 

“In the context of regulatory reform in Ireland and the vital role played by pharmacies 
in the health service, to review the Pharmacy Regulations with a view to:- 
 
- facilitating the provision, maintenance and development  of a high quality 

pharmacy service to service recipients; 
- maximising the potential to increase competition within the sector with a view to 

ensuring lower prices and improved services to the consumer as envisaged in the 
OECD Report on Regulatory Reform in Ireland; 

- assessing and responding to the recommendations in the OECD Report on 
restrictions on the location of pharmacies while ensuring, in so far as is possible, a 
reasonable spread of pharmacies so that the service is convenient to the consumer; 

- assessing and responding to the recommendations in the OECD Report on the 
current restrictions on pharmacists educated in other EU countries with a view to 
enabling this country to discontinue the derogation incorporated in Article 2.2 of 
Council Directive 85/433/EEC on the free movement of pharmacists; 

- ensuring a high quality pharmacy service in remote and deprived areas (to include 
an assessment of the dispensing doctor scheme); 

- ensuring that the opening hours of pharmacies facilitate consumers and meet all 
reasonable health needs of the population in its area; 

- assessing the extent to which the 1996 Regulations (together with the Community 
Pharmacy Contract) have achieved their objectives in regard to locating new 
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pharmacies in remote or disadvantaged areas and their impact on the quality of the 
service provided by pharmacists to the public;  

- taking full account of pharmacy regulation in other jurisdictions; 
- taking full account of the wider regulatory framework in which pharmacy 

operates; 
- considering how a universal service and public service obligation can be 

identified and met and assessing any funding consequences which may arise. 
 

In conducting the review the Group is to consult widely with all interests involved 
and, in particular, consumer interests.” 

 
4. The 1996 Pharmacy Agreement between the Department of Health and the Irish 

Pharmaceutical Union, under which, among other things, the 1996 Pharmacy 
Regulations were introduced, allowed for a review of the Regulations after five years.   
The parties had already agreed to review the Regulations prior to the OECD report. 

 
1.5 Revocation of 1996 Regulations 
 
1 The Health (Community Pharmacy Contractor Agreement) Regulations, 1996 (SI 

152 of 1996) set out the criteria and procedures for granting community pharmacy 
contracts.  A fuller description of the Regulations is in Chapter 2, and the 
Regulations are in Appendix 3.  During the course of ongoing legal challenges to 
the 1996 Regulations, the Minister for Health and Children sought advice from the 
Attorney General’s Office on the legal basis of the Regulations.  Following receipt 
of that advice, the Minister revoked the Regulations on 31.1.02. 

 
2 The effect of the revocation on the awarding of new community pharmacy contracts 

is that there are now no restrictions on granting contracts in terms of location, 
population or viability of existing pharmacies.  All existing contract applications 
and appeals lapsed with the Regulations.  The revocation did not affect the 
operation of the community drug schemes or of existing contracts.   The opening of 
new pharmacies continues to be governed by the Pharmacy Acts, subject to 
restrictions imposed by non-pharmacy legislation such as the Planning Act.   
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2.  Background 
 
2.1 General 
 
1. Community pharmacy services are an essential part of Ireland’s health services.  In 

2001, there were 1268 community pharmacies in Ireland, and 1201 were providing 
pharmaceutical services for the State through the community drug schemes1. 

 
2.2 Situation prior to 1996 
 
1. Until the introduction of the General Medical Services Scheme (GMS) in 1971, 

under the 1970 Health Act, dispensing and compounding services in Ireland were 
mainly a matter of private medicine. Under the Poor Law Acts, extended to Ireland 
in 1838, the only services provided by the State were for the “destitute and sick 
poor of Ireland”2.  These were provided by dispensary doctors who carried out their 
own compounding and dispensing. There was therefore little State involvement in 
the availability of pharmacy services.   

 
2. The Pharmacy Act (Ireland), 1875, amended in 1890, established the 

Pharmaceutical Society of Ireland, with responsibility for the education, training 
and registration of pharmaceutical chemists who exclusively would be entitled “to 
sell or keep open shop for the retailing, dispensing, or compounding of poisons or 
medical prescriptions”3.  At that time, adequate dispensing and compounding 
services throughout the country were usually provided by pharmaceutical chemists 
in addition to other trading activities. 

 
3. A decision of the British House of Lords4 in 1880 established the right of 

companies to “keep open shop” under the UK Pharmacy Acts.  As the construction 
of the Pharmacy Act (Ireland) 1875 was identical to the corresponding UK Act, this 
was accepted as also applying to Ireland.  This situation was regularised to a very 
limited extent by Section 17 of the Pharmacy Act (Ireland) 1875 (Amendment) Act, 
1890, which provided that all such shops should be personally managed and 
conducted by a pharmacist. This situation continued until the position of companies 
was more appropriately set out in Section 2 of the Pharmacy Act, 1962. 

 
4. The Pharmacy Act, 1962 recognised the entitlement of companies to “keep open 

shop” under the Pharmacy Acts and set out clearly the circumstances in which they 
may do so.  Under Section 2 of the Act, a company may keep open shop for the 
dispensing or compounding of medical prescriptions provided that the shop and the 
dispensing and compounding of medical prescriptions are personally supervised by 

                                                 
1 Submission to the Review Group on Pharmacy Regulations, Pharmaceutical Society of Ireland  
2 Pharmacy Act Ireland, 1875 (1 & 2 VICT Chap. 56) 
3 Pharmacy Act Ireland, 1875 (38 & 39 VICT Chap. 57) 
4 Pharmaceutical Society v London and Provincial Supply Association 
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a person who is a pharmacist and is employed by the company in a whole-time 
capacity and is not acting elsewhere in a similar capacity.  

 
 5. When the GMS scheme was introduced in 1971, any pharmacy owner “lawfully 

entitled to keep open shop and keeping open shop for the compounding and 
dispensing of medical prescriptions”, could apply to the health board for a contract 
to dispense medicines and to supply drugs and appliances for persons eligible for 
services under Section 59(1) of the Health Act, 1970 (GMS patients).  It was up to 
the individual health boards to decide if applicants were suitable to be given a 
contract for the supply of such services.  Some boards inspected applicants’ 
pharmacies, while other boards based their decisions on reports or guidance from 
the Pharmaceutical Society of Ireland, which had an active pharmacy inspectorate.  
This position continued until a formal contract application system was introduced as 
part of the 1996 Agreement with the Irish Pharmaceutical Union.  The application 
procedure in the Health (Community Pharmacy Contractor Agreement) 
Regulations, 1996 only applied to contracts that were being sought in respect of 
new pharmacies. 

 
6. In Ireland, as in the United Kingdom, pharmacies and pharmacy services were not 

seen as central to public health needs until the introduction of State sponsored 
health services under the 1970 Health Act.  Accordingly, the development of 
pharmacy services, including the education and training of pharmacists, were 
matters of private commerce and private investment.  This approach to pharmacy 
was common in other parts of the English-speaking world, including Australia, New 
Zealand and the United States of America.  

 
7. In Europe, on the other hand, pharmacy has long been an essential part of the health 

services, and has been regulated mainly in the context of an infrastructure for the 
delivery of such services.  Public service obligations and the availability of services 
in reasonable proximity to the public that they serve are an essential part of 
European pharmacy. This has also included restrictions on pharmacy ownership to 
pharmacists, the number of pharmacies that a pharmacist may own, the nature of the 
services provided and the nature and range of products that pharmacies may carry. 

 
2.3 Opening of Community Pharmacies 
 
1. The opening and operation of community pharmacies in Ireland is governed by the 

Pharmacy Acts.  Anyone may open a pharmacy, subject to certain non-pharmacy 
legislation such as the Planning Act, and anyone who satisfies the legislative 
provisions may operate a pharmacy.  It is not necessary to hold a community 
pharmacy contract to open a pharmacy, but few pharmacy businesses would seem 
to be viable without such a contract. 

 
Other Jurisdictions 

2. In general, controls over pharmacy openings in Europe are based on a combination 
of elements, including distance and population density, operation strictly within the 
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framework of the health services and demonstration of a need for the pharmacy 
service in the catchment area of a proposed new pharmacy.  

 
3. Within the EU, 9 out of 15 Member States (Belgium, Denmark, Greece, Spain, 

France, Italy, Austria, Portugal and Finland) exercise controls over pharmacy 
openings.  In Luxembourg and Sweden, control is, directly or indirectly, by the 
State.  In the United Kingdom, as in Ireland, there is no direct control over the 
opening of pharmacies.  There is, however, indirect control through the granting of 
National Health Service contracts to provide pharmaceutical services. 

 
4. In Australia, the situation is similar to Ireland prior to the revocation of the 1996 

Regulations and to the UK.  In New Zealand, there are no location controls over 
openings, although there is a restriction on how many pharmacies may be owned. 

 
5. In all countries that exercise location control over the opening of new pharmacies, 

the pharmacies are clearly identified as providing services within the context of the 
health services, and are subject to restrictions to ensure that they operate within the 
bounds of those services and are subject to strict public service obligations. 

 
2.4 1996 Pharmacy Agreement 
 
1. In 1996, an agreement was reached between the Department of Health and the Irish 

Pharmaceutical Union, which represents community pharmacists.  The agreement 
comprised a package of measures aimed at significantly improving the overall 
quality of, and accountability arrangements for, community pharmacy services.  
The main features were5: 

 
− A new contract for provision of all community pharmacy services, promoting a 

quality driven and cost effective service to the patient. 
− Accountability arrangements in the operation of the community drugs schemes, 

to address serious and ongoing criticism by the Comptroller and Auditor 
General. 

− New arrangements for dispensing high-tech drugs through community 
pharmacies, to replace the existing arrangements for distribution to patients by 
health boards. 

− Agreements for continuing education and information technology, to improve 
standards and efficiency in community pharmacies and in communication 
between pharmacies, health boards and the GMS (Payments) Board, which pays 
GPs and community pharmacists on behalf of the health boards. 

− The potential for the Department and health boards to exercise a degree of 
management control over drugs prescribed under the community drugs schemes. 

− A formal and transparent statutory procedure for granting and retention of 
community pharmacy contracts. 

                                                 
5 Submission to the Review Group on Pharmacy Regulations, Pharmaceutical Society of Ireland 
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In addition, it was expected that the use of the EU derogation in Ireland would cease 
(see 2.8 for an explanation of the derogation).  This measure was deferred following 
the initiation of court challenges to the 1996 Regulations. 

 
2.5 Health (Community Pharmacy Contractor Agreement) 

Regulations, 1996  
 
1. The 1996 Pharmacy Regulations provided a statutory procedure for the awarding of 

new community pharmacy contracts by health boards under the Health Act, 1970.  
The objectives of the Regulations were6: 

 
1. To secure the rational and demographic distribution of pharmacies and thereby 

to ensure that community pharmacy services are available and readily accessible 
to the citizens in every part of the State; 

2. To facilitate the orderly management of the pharmacy services in the State; 
3. To improve the quality of the pharmacy services available to the public by:  

a. Encouraging the greater involvement of pharmacists in the discharge of their 
professional responsibilities; 

b. Reducing the involvement of pharmacists in activities which are not related 
to their professional responsibilities; 

c. Encouraging greater investment in community pharmacies, in the 
equipment, facilities, reference texts and stocks, so as to ensure that the full 
prescription, medicine and healthcare needs of the population are adequately 
met; 

4. To ensure that the quality of the pharmacy service in the various local areas is 
not unduly reduced by over-competition; 

5. To facilitate the cost effective delivery of pharmacy services both from the point 
of view of the pharmacist and the State; 

6. To secure that the role of the pharmacist is more appropriately discharged in the 
interest of protecting public health; 

7. To secure that the significant and on-going investment being made by the State 
in the education and training of pharmacists is better utilised in the interests of 
protecting public health and in the delivery of high quality community 
pharmacy services, commensurate with the health needs of the population. 

  
2. The Regulations provided a system for granting pharmacy contracts in accordance 

with public health criteria.  In particular, the Regulations placed restrictions on 
awarding new contracts through the requirement to show a definite public health 
need for the proposed service.  Definite public health need involved reference to:  

  
1. Catchment area and population; 
2.   Distance between the applicant’s premises and the nearest community 

pharmacy; and  

                                                 
6 Submission to the Review Group on Pharmacy Regulations, Tom McGuinn, Chief Pharmacist, 
Department of Health and Children 
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3.   That the viability of existing community pharmacies would not be affected to 
the extent that quality of pharmacy services provided would be reduced. 

 
3. These restrictions were intended to promote the spread of pharmacy services.  In 

particular, the distance requirement between pharmacies and the catchment 
population provisions were designed specifically to prevent further concentration of 
pharmacies in cities and towns that already had an adequate supply or, in many 
cases, an over supply, of pharmacies, thus compelling a better spread of pharmacy 
outlets throughout the State.  The viability aspect of the control was intended to 
ensure that sufficient pharmaceutical activities would be undertaken in pharmacies 
to achieve and maintain services of appropriate quality for fully and effectively 
participating in the health services. 

 
4. It was intended that the 1996 Regulations be reviewed after 5 years, and this 

coincided with the publication of the OECD report.  It was also obvious that, 
following the OECD report and ongoing legal challenges, the basis of the regulatory 
structure for awarding community pharmacy contracts should be reconsidered.    

 
2.6 Community Pharmacy Contract 
 
1. In 2001 there were 1201 pharmacies contracted to provide state pharmaceutical 

services out of 1268 pharmacies notified to the Pharmaceutical Society of Ireland as 
keeping open shop under the Pharmacy Acts, 1875-1977.   

 
2. Community pharmacy contracts, between a health board and pharmacies that 

already meet the requirements of the Pharmacy Acts, allow community pharmacies 
to supply drugs and medicines under the community drugs schemes.  The contracts 
were drawn up by agreement between the Department, the health boards and the 
Irish Pharmaceutical Union (IPU).  Community drug schemes provide, among other 
things, medicines free to medical card holders, free above the monthly threshold for 
registered participants in the Drug Payment Scheme, and free to eligible patients 
under the Long Term Illness Scheme.   

 
3. The community pharmacy contract is intended to promote a quality service to the 

patient, and imposes significant obligations on community pharmacists in relation 
to professional practice and the care of patients in the community drugs schemes.  
The contract is in Appendix 2.  Under clause 9 of the contract, the pharmacist is 
required to review a patient’s medicine therapy, including screening for potential 
drug therapy problems, therapeutic duplication, drug-drug interactions, incorrect 
dosage or duration of drug treatment, drug allergy interactions and clinical abuse or 
misuse.  This review provides for an examination of the rational and cost effective 
use of medicine prescribed, including the choice of medicines and the potential for 
wastage.  Clause 9 provides an emphasis on professional knowledge and expertise, 
with its direct effect on patient care and its reliance on proper and appropriate 
communication between pharmacist and patient.   
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Other Jurisdictions 
4. The United Kingdom controls the granting of state pharmacy contracts.  In the 

United Kingdom, regulations7 under the National Health Service Act (NHS), 1972 
(as amended) link the number of pharmacies on the pharmaceutical list to local 
needs for reasonable access to NHS services.  These controls, supported by 
Department of Health Guidance Notes8, are also intended to take account of the cost 
to the taxpayer of providing pharmaceutical services.  A new contract may only be 
granted if “necessary or desirable” to secure adequate local provision.  Appeals 
against local Health Authority decisions go to court.  These controls were 
introduced at the same time as the UK implemented the free movement of 
pharmacist Directives9 and invoked the EU derogation. 

 
5. As discussed in 2.3, most EU Member States have significant controls on opening 

pharmacies.  Health services operate mainly on an insurance basis, with 
reimbursement claims made for qualifying prescriptions.  These insurance bodies 
are not concerned with demographics where pharmacies are concerned. 

 
2.7 Awarding Community Pharmacy Contracts 
 
1. Prior to their revocation, the 1996 Regulations governed the granting of contracts 

by health board Chief Executive Officers (CEOs).   
 
2. The main points of the procedure were:   

- The CEO of a health board considered and determined contract applications. 
- Before granting a contract, the CEO had to be satisfied that a definite public 

health need existed for community pharmacy services in the catchment area of 
the application.  The CEO could adjust the population or distance criteria.  

- If an application was refused because a definite public health need had not 
been established, the applicant could appeal to the Minister. 

 
3. Under the 1996 Regulations, 132 applications were made for 118 contracts between 

1996 and 2001, and 56 contracts were awarded.  Of the contracts granted, 33 were 
for urban and 23 for rural areas.  The refusal rate (42%) was similar for urban and 
rural applications.  In addition, 26 contracts were awarded under Section 11 of the 
Regulations (where a contract was granted on the basis of the applicant having 
entered into a financial commitment for premises prior to the Regulations). 

 
2.8 EU Derogation  
 

EU Directive 
1. Council Directive 85/433/EEC provides for the free movement of pharmacists 

within the European Economic Area (EEA).  Under EU Directives 85/432/EEC and 

                                                 
7 National Health Services (Pharmaceutical Service) Regulations, 1992 (S.I.No.1992, No.662). 
8 Health Service Guidance HSG(92)13/FPN560 
9 Directives 85/432/EEC and 85/433/EEC  (OJ No L 235, 24.09.1985, p. 85) 
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85/433/EEC, any EU/EEA national holding a recognised pharmacy qualification 
from such a state is entitled to register as a pharmacist in Ireland, in accordance 
with free movement provisions.   

 
 Derogation 
2. Article 2.2 of 85/433/EEC gives Member States the option of not recognising the 

qualification of any EU/EEA-qualified pharmacist in relation to the ownership, 
management or supervision of a pharmacy that is less than three years old or for the 
establishment of a new pharmacy.  This means that pharmacists who qualified in 
another EU/EEA state may not own in their own right, operate or manage a 
pharmacy that is less than three years old.   

 
3. The derogation provides for limitations on establishment of pharmacies in Member 

States to be equitable, so that pharmacists in Member States without systems 
controlling the establishment of new pharmacies were not disadvantaged 
economically compared to those in Member States with controls.  Most Member 
States had significant controls on establishment of pharmacies, including 
geographic requirements, limitation of numbers of pharmacies that may be owned, 
and limitation of ownership to pharmacists only.  Agreement among the Member 
States on the derogation was reached in the absence of consensus among Member 
States on a uniform system of regulation for the establishment of new pharmacies.   
 

4. The EU derogation is an artificial means to ensure equity of treatment of 
pharmacists in the absence of agreement on uniform establishment of pharmacy 
procedures throughout the EU/EEA, and its operation cannot be considered in terms 
of public health and welfare only.  While it may be argued that the reason for 
controls in Member States, particularly on geographic distribution, is public health 
and welfare, it is important to differentiate, for such issues, between the pharmacy 
and the pharmacist.  The derogation applies to the pharmacist and not to the 
pharmacy.  The public health issues underlying controls on the establishment of 
new pharmacies relate to the pharmacy: where it is located, who owns it and the 
number of other pharmacies owned. They do not apply to the pharmacist.  Equity of 
treatment is a significant EU issue: therefore, any proposal based on ensuring public 
health and quality of service only cannot be construed as a substitute for the 
protection intended and provided by the current operation of the derogation. 

 
Use of the Derogation in Ireland 

5. Ireland did not have any controls on the establishment of new pharmacies, in terms 
of geographic location, ownership type and number of outlets owned by a single 
entity, before the Directive was adopted.  It was considered that Ireland would be 
vulnerable to an influx of qualified pharmacists who were restricted from 
establishing pharmacies in their own countries, while Irish pharmacists would not 
have reciprocal rights elsewhere in the EU/EEA because of restrictions in those 
states.    

  



Pharmacy Review Group 

15 

6. The derogation was transposed in the European Communities (Recognition of 
Qualifications in Pharmacy) Regulations, 1987-1994.  The 1962 Pharmacy Act was 
amended to give effect to the derogation, and it is applied to people who register 
under the free movement directives.  These pharmacists register under Section 22A 
of the Pharmacy Act (Ireland) Act 1875.  Irish-qualified graduates register under 
Section 22 of the 1875 Act and the derogation does not apply to them.  The 
derogation must apply to all EU/EEA citizens trained outside Ireland. 

  
7. A Section 22A pharmacist (whether an Irish citizen or not) is not entitled to act as a 

pharmacist in Ireland in a pharmacy less than three years old.  They cannot open a 
pharmacy in their own right, or work in (except under the supervision of a Section 
22 registered pharmacist) or manage any pharmacy that is less than three years old.  
This does not apply to pharmacies more than three years old.  They can overcome 
the ownership restriction by vesting ownership of a new pharmacy in a body 
corporate, but cannot act as the pharmacist until it is in operation for more than 
three years, and must employ a Section 22 registered pharmacist (Irish trained) for 
the first three years of the pharmacy’s operation. 

 
8. Ireland’s use of the derogation was not based on public health issues, but on equity 

of treatment for pharmacists in the EU/EEA.  However, public health issues, such as 
linguistic competence and the consequences for safe dispensing, or enforcement 
problems with large companies (identifying responsible individuals within a 
company, limited resources for enforcement action), could arise from its use or its 
discontinuation.  These problems already exist, but discontinuation is likely to make 
them worse.  Therefore, while public health and safety issues are separate to the 
operation of the derogation, they would first have to be identified and addressed if 
the use of the derogation were to cease in this country.  

 
  Restrictions on Pharmacists in other EU Countries 
9. Controls exist in other Member States on the establishment and operation of 

pharmacies. At least ten Member States restrict ownership to pharmacists, ten 
restrict ownership to one pharmacy (Ireland, Belgium, Holland and the UK have no 
restrictions), and seven use population and distance criteria.  In addition, seven 
countries (Ireland, France, Germany, Holland, Austria, Portugal and the UK) have 
invoked the derogation under article 2.2.   

 
10. Table 2.1 shows the regulatory position in Europe.  Not included are Sweden, where 

all pharmacies are state-owned, and Luxembourg, which is in the same position as 
Denmark. 
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Table 2.1  

 
 Summary of Pharmacy Regulation in EU Member States10  

 
 
Restriction on: 

 
Irl NL I B UK D Fin Dk Gr F A P E 

Number of 
openings No 11No Yes Yes Yes No Yes Yes Yes Yes Yes Yes Yes 

Location of 
openings No No Yes Yes Yes No Yes Yes Yes Yes Yes Yes Yes 

Company 
ownership No - Yes No No Yes Ye s Yes Yes Yes Yes Yes Yes 

Multiple 
ownershi No No Yes No No Yes Yes Yes Yes Yes Yes Yes Yes 

Sale of 
pharmacy No No Yes Yes No No Yes Yes No Yes Yes Yes Yes 

 
Use of EU 
Derogation Yes Yes - No Yes Yes No No No Yes Yes Yes No 

 
2.9 Ownership 

 
Ireland 

1. The owner of a pharmacy in Ireland may be: 
(a) a pharmacist; 
(b) a partnership of pharmacists; 
(c) a legal person (eg a company);  
(d) the legal personal representative of a pharmaceutical chemist acting as such at 

the time of his/her death (limited to five years from the date of the death); or 
(e) a Licentiate of Apothecaries Hall12. 

 
2. An individual or legal person may own more than one pharmacy.  Both Irish and 

non-Irish owned pharmacy chains operate in Ireland.  Table 2.213 shows pharmacy 
ownership patterns from 1985 to 2001.  The total number of pharmacies owned by 
companies has gone from 32.5% in 1985 to 73.9% for 2001.  This is largely because 
many pharmacists have changed their businesses into limited companies for 
liability, tax and other reasons.  Not all companies have more than one outlet. 

 
 
 
 
 
 
 

                                                 
10 European Commission Working Document XV/E/8115/4/97 (Situation as of 17 March 2000) 
11 In the Netherlands, while there is no formal control over numbers and openings, there is a self-limitation 
arising out of the social insurance system that is on operation. 
12 Apothecaries Act, 1791 (35 George III. Chap.34) 
13 Annual statistics published by the Pharmaceutical Society of Ireland 
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Table 2.2 
 

Nature of Ownership 1985 1993 2000 2001 
Companies owned by 
pharmacists: 

312  
(27.4 %) 

498  
(43.8 %) 

775  
(62.2 %) 

809  
(63.9 %) 

Companies owned by non-
pharmacists: 

58  
(5.1 %) 

103  
(9.1 %) 

124  
(10.0 %) 

127  
(10.0 %) 

Representatives of deceased 
pharmacists: 

46  
(4 %) 

11  
(1 %) 

4  
(0.3 %) 

5  
(0.4 %) 

Pharmacists: 693  
(60.9 %) 

495  
(43.5 %) 

318  
(25.5 %) 

307  
(24.2 %) 

Partnerships: 28  
(2.5 %) 

30  
(2.6 %) 

23  
(2 %) 

20  
(1.5 %) 

Totals: 1137 1137 1244 1268 
 

Table 2.3 
 

New Pharmacy Openings/Transfers of Ownership 1.2.02-27.11.02 
 
New Openings14 

 
Number Existing 

Pharmacy Owners
First Time 

Pharmacy Owners 
New pharmacies 
notified and 
operational 

22 14 8 

New Pharmacies 
notified but not 
yet operational 

10 7 3 

TOTAL 32 21 11 
 
Transfer of 
Existing 
Pharmacies15 

 

Number Existing 
Pharmacy Owners

First Time 
Pharmacy Owners 

Transfer of 
Pharmacies 
notified and 
completed 

26 19 7 

Transfer of 
Pharmacies 
notified but 
pending 

7 3 4 

TOTAL 33 22 11 
 

                                                 
14 Pharmaceutical Society of Ireland Database, 26 November 2002 
15 ibid 
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3. For new pharmacies, the trend in favour of existing pharmacy owners establishing 
new pharmacies continues. Under the 1996 Regulations, for the period July 1996 to 
July 2001, 28 out of 42 new pharmacies (67%) notified to the Society as being open 
and having been granted contracts were owned by existing pharmacy owners16.  In 
the nine months following the revocation of the 1996 Regulations on 31 January 
2002, 21 out of 32 new pharmacies (66%), either open or about to open, were 
owned by existing pharmacy owners.  

 
4. The proportion of new entrants to existing owners opening new pharmacies has not 

changed since 31 January 2002.  While this has not assisted those pharmacists 
wishing to establish their own pharmacy, there were a similar number of new 
entrants in the nine months after revocation as in the previous 5 years. 

   
5. For the transfer of existing pharmacies, the trend is in favour of existing pharmacy 

owners. Under the 1996 Regulations, for the period July 1996 to July 2001, 49 out 
of 96 pharmacies (51%) sold were bought by first time owners17.  Since the 1996 
Regulations were revoked, 11 out of 33 pharmacies (33%), either sold or being sold, 
were bought by new entrants. This would indicate it is now significantly more 
difficult for new entrants to buy an existing pharmacy practice than for those who 
already own a pharmacy practice.   

 
EU Countries 

6. Company ownership of pharmacies is not permitted in Denmark, Germany, Greece, 
France, Spain, Italy, Luxembourg, Austria, Portugal and Finland (10 out of 15 EU 
countries) 18.  Also in these countries, pharmacists may not own more than one 
pharmacy.  In Sweden, all pharmacies are owned by the State via a state controlled 
company.  In the United Kingdom, company ownership is permitted provided the 
business is managed by a Superintendent Pharmacist who has overall responsibility 
for medicinal products, and under whose direction all other pharmacists in the 
company operate.  The UK allows multiple pharmacy ownership by pharmacists 
and companies. 

 
Other Countries 

7. In Australia, company ownership is only permitted when the majority shareholding 
is held by pharmacists.  A similar approach applies in New Zealand, where 
companies in which pharmacists hold 75% of the shares are permitted provided that 
effective control of the company is vested in those pharmacists.   

 
8. In Norway, non-pharmacists may own pharmacies. Elements19 in the Norwegian 

law include: 
 

                                                 
16 Submission to the Review Group on Pharmacy Regulations, Pharmaceutical Society of Ireland, Page 11, 
December 2001 
17 ibid 
18 European Commission Document XV/EN/8115/3/97-EN (20.01.2000) 
19 NLN News, Vol 13, No 1, 2000 (Newsletter of the Nordic Council on Medicines). 
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- a prohibition on a proprietary interest in a pharmacy by: 
- prescribers (doctors, veterinary surgeons and dentists); 
- manufacturers of medicinal products; 
- private businesses providing patient care (eg private hospitals and nursing 

homes); 
- pharmacies must be run by pharmacists with at least two years pharmacy 

experience and with the necessary operating licence to be in charge of the 
pharmacy concerned; 

- obligations: 
-  in regard to staff, facilities, procedures and opening hours; 
- to supply a full range of medicinal products and common medical devices; 
- to provide adequate oral and written patient counselling; 
- to inform patients about cheaper alternative medicinal products that are 

available; 
- to dispense precisely the medicinal product specified on the prescription, with 

generic substitution in certain circumstances; 
- to initiate collaboration with other healthcare workers if the needs of the 

patient require it. 
 
9. Since the Norwegian law came into effect in March 2001, 65 % of pharmacies have 

been taken over by 3 chains, including over 40 % of pharmacies by one 
pharmaceutical wholesaler (Norwegian Pharmacy Guild). 

 
2.10 Opening Hours 

 
Business Hours 

1. Community pharmacists must, under clause 8 of the community pharmacy contract, 
keep their premises open for the hours agreed with the health board.  Most 
pharmacies open from 9 am to 6 pm Monday to Saturday, with local informal 
arrangements on Sundays.  According to the Confidential Indecon Survey of 
Pharmacists in Ireland, pharmacies are open for an average of 55.6 hours per week.  

 
Out of Hours Services 

2. Traditionally, pharmacies have operated a voluntary out-of-hours service locally.  
Out of hours services may also be provided under clause 1(4)(i) and 1(4)(i)(b) of the 
contract, by agreement between the health board and the Irish Pharmaceutical 
Union.  While pharmacists are not paid for being on call, they are paid an 
urgent/late dispensing fee in certain circumstances, in addition to the normal 
payment arrangements set out in 2.12.   

 
3. After hours services are not organised on a national basis.  In Dublin, many 

pharmacies open late, and health boards do not organise out of hours services.  To 
date, health boards in the region have not needed to organise out of hours services.   
However, if a health board identified a need in a specific area, pharmacy owners in 
that area would be contacted, and services organised locally.  Pharmacists in some 
towns and cities operate a weekly on-call rota, with contact being made by local 
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hospitals and GPs only.  In most areas, pharmacies operate a Sunday opening 
service on a rota basis.  

 
4. The introduction of out of hours GP services in some health board areas seems to 

have reduced call-outs for pharmacists, although a back-up pharmacy service is 
available for medicines not available in the medical centre.  For the out of hours GP 
service in the North Eastern Health Board, NorthEastDoc, local pharmacists provide 
an on-call service on a monthly rota for medicines not stocked in the GP centres.  
The pharmacist on call also supplies the medicines required by the centre in that 
month. 

 
5. In towns with only one pharmacy, the GP would contact the pharmacist for 

necessary medication.  In other areas, GPs carry emergency supplies. In some rural 
areas where there is no pharmacy, GPs dispense medicines to their patients under 
the dispensing doctor scheme.  

 
2.11 Educational Qualifications 
 
1. The minimum educational requirements for pharmacists in the EU are set out in 

Article 2 of Council Directive 85/432/EEC20, and in greater detail in the 
recommendations21 of the EU “Advisory Committee on Pharmaceutical Training on 
the education and training of pharmacists that is undergone at higher education 
institutions”.  Pharmacy courses must “maintain the university character of 
training” and should be at least 5 years, comprising: 

 
- at least four years of full time theoretical and practical training; 
- at least six months in-service training in a pharmacy open to the public or in a 

hospital under the supervision of the hospital’s pharmaceutical department. 
 
2. The objective of the education and training requirements22 for pharmacists in 

Ireland is that the basic qualification for pharmacists should prepare them for entry 
into practice in either hospital and community or industry settings.  Specialisation 
may only occur after graduation.  Irish pharmacist education is fully in line with the 
current EU Directive requirements.   

 
2.12 Competition in Irish Pharmacy 
 

Price Competition       
1.  Where medicines are concerned, the level of price competition in the Irish 

pharmacy sector is low.  The cost of a drug is set by the IPHA Agreement (the 
national agreement between the Department of Health and Children and the 
pharmaceutical industry).  There is no price competition for state recoupable 
expenses. 

                                                 
20 Official Journal of the European Communities No L.253, 24.09.85, p34 
21 European Commission Document XV/E/8341/6/93-EN of 26.07.1995 
22 Pharmaceutical Society of Ireland (Amendment) Regulations, 1977 (as amended) 
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-   Medical Card (GMS): In this scheme, approved prescribed drugs are supplied 

free to medical card holders.  The pharmacist receives a fixed dispensing fee23 
and the cost of the drug from the state, with no mark-up. 

- Drug Payment Scheme (DPS): In this scheme, customers pay for prescription 
drugs as private patients up to a monthly threshold, above which the State pays.  
Customers are therefore not price-sensitive for medicine spending above the 
threshold.  The pharmacist receives a dispensing fee, and the cost of the drug 
plus a 50% mark-up.  Private customers (those under the threshold, or outside 
the scheme) pay a dispensing fee, the drug cost and a mark up.  There appears to 
be a norm of 50 % mark-up among pharmacies on privately dispensed 
prescriptions. 

- Long Term Illness Scheme (LTI): In this scheme, medicines are supplied free to 
eligible patients. The pharmacist receives a dispensing fee, and the cost of the 
drug plus a 50% mark-up.  Some drugs supplied under the LTI are not available 
under the GMS and DPS. 

- High-Tech Drug Scheme: Under this scheme, pharmacists are paid a monthly 
“patient care fee” for each patient.  Health boards purchase the drugs directly 
from the pharmaceutical wholesalers, who distribute them to pharmacies, so 
there is no mark-up available, and no potential for price competition between 
pharmacies.  

- Over the Counter (OTC) Drugs: OTC drugs do not require a prescription, and 
are not usually supplied under the community drug schemes.  The prices of 
OTC drugs are not regulated, and are therefore subject to price competition.  
Some of these products are available in other outlets, but most are not.    

- Other goods: Pharmacies also supply a range of other goods such as cosmetics 
and sundry items, which are widely available and subject to price competition.    

  
It should be noted that medicines (including prescription medicines) are not 
ordinary consumer products.  The promotion of medicines in the same way as other 
consumer goods, for example through heavy advertising or discounting at point of 
sale, would be likely to increase their use, possibly to the detriment of public health.  
 
Other Forms of Competition 

2. In the absence of significant potential for pharmacies to compete with each other on 
price for prescription medicines, they tend to compete on various aspects of the 
quality of the services offered to the public. These include location, opening hours, 
efficiency of dispensing, the quality of advice provided to customers, friendliness, 
home deliveries and the range of products and services offered. 

 
Location - the 1996 Regulations restricted competition by preventing or restricting 
new entrants in locations where there where existing pharmacies.  Existing 
pharmacies faced restrictions on relocation. 
Service quality - the professional training and knowledge of a pharmacist and their 
relationship with a customer can combine to deliver a higher level of service.  

                                                 
23 The standard dispensing fee is currently €2.84 per item dispensed 
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Access - opening hours vary according to location and contractual obligations. 
Range of products - most pharmacists offer a full range of drugs, and have at least 
one stock delivery a day. There are concerns in relation to vertical integration (for 
example, a wholesaler or manufacturer owned pharmacy only stocking the owner’s 
products). 
Efficiency - protection from competition may insulate less efficient pharmacies.  

 
The Irish Retail Market 

3. There are over 1300 community pharmacies in Ireland, giving a concentration of 
3100 people per pharmacy, compared to the EU average of 4000:1.  Profit margins 
average 33% per item24.  Margins are lowest on GMS dispensing and highest on 
private prescriptions.  

 
Chain Ownership      

4. Up to 1996, pharmacy ownership in Ireland was based mainly on pharmacists 
operating as sole traders, with some multiple pharmacy ownership and small chains 
of locally owned pharmacies.  A substantial number of pharmacy chains now 
operate in Ireland.   

 
5. From 1996, non-Irish chains began to operate in Ireland, and there was considerable 

consolidation, both in Irish and non-Irish chains.  The total number of community 
pharmacies at 29 November 2002 was 1250.  In 1998, the largest pharmacy chain 
controlled nineteen pharmacies25.  In December 2001, the largest chain controlled 
thirty pharmacies (now fifty), two controlled between twenty and twenty nine 
pharmacies each (still two), six controlled between ten and nineteen pharmacies 
each (now five) while a further five controlled between five and nine each (now 
eight)26. 
 

6. No chain is large enough to be a dominant force (the largest currently has about 5% 
of the market in terms of outlets), although there is concern that a chain with 
enough outlets in a given area might be immune from competitive concerns and use 
its market power to lower service quality, opening hours, etc.  Table 2.4 sets out the 
ownership patterns for pharmacies in Ireland.  

 
 
 
 
 
 
 

                                                 
24 Indecon Report: Assessment of the 1996 Regulations 
25 Submission to the Review Group on Pharmacy Regulations (Page 11), Pharmaceutical Society of Ireland,  
December 2001 
26 ibid 
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Table 2.427 
 

Review of Pharmacy Groups in Ireland, 29.11.02 
 

Number of Pharmacies in Group Number of Groups 
2 31 
3 19 
4 2 
5 1 
6 2 
7 2 
8 2 
9 1 

10 0 
11 1 
12 2 
13 1 
14 0 
15 1 

16-20 0 
21-30 2 (one of 21 and one of 26 pharmacies) 
31-50 1 (50 pharmacies) 

 
1996 Regulations 

7. The 1996 Regulations limited competition by restricting access to the market 
through geographic (catchment area population and distance) restrictions, for the 
reasons set out in 2.5.   

 
2.13 State Intervention  
 
1. State intervention in a market may be justified when the State wants certain services 

provided and the market fails to deliver those services, either to the required level or 
at all.  Intervention in such circumstances is a Public & Universal Service 
Obligation Scheme (USPSO). 

 
2. Where there is market failure, the State must consider how and when it should 

intervene.  It must consider whether regulatory intervention (as opposed to direct 
supply or subvention) is an appropriate state intervention.  Intervention should 
follow careful consideration of the balance of effects, contribute to the welfare of 
citizens, businesses and other stakeholders, and be proportionate to the State’s 
identified objectives.   

                                                 
27 Database of the Pharmaceutical Society of Ireland, 29th November 2002 & Submission to the Review 
Group on Pharmacy Regulations (Page 11), Pharmaceutical Society of Ireland,  December 2001 
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3. Generally, market failure is characterised by one or more of the following factors: 

-  Public goods: particular goods are not provided by the market alone, such as 
public transport, education or health services. 

- Externalities: an activity or transaction provides benefits or costs not directly 
related to the activity, such as an increase in the open market value of a state 
licence or contract. 

- Natural monopolies: one firm or entity can exploit unfairly its market position. 
- Information asymmetries: a seller has more knowledge of the product than the 

buyer, so that the buyer is dependent on the seller’s expertise. 
 
4. These characteristics are usually found in sectors supplying essential goods and 

services (electricity, gas, telecommunications) and typified by monopoly or by 
limited numbers of suppliers.  

 
         Pharmacy Sector  
5. Asymmetries and externalities have been identified as areas where market failure 

occurs in this sector. 
 
6. For information asymmetry, the position is clear.  Pharmacists are medicines 

experts, with knowledge few customers have.  This directly affects the question of 
the regulation of qualifications for, and who should practice, pharmacy. 

 
7. The question of externalities is more complex. The provision of dispensing services 

to a private individual may affect the wider community, as proper practice could 
lead to a reduction in pressure on the public health system.  This raises the question 
of the role of the pharmacy in the overall health care system and the various 
component costs; the question of the GMS contract arises in that regard and, in 
particular, how contracts are awarded.  It is clear that the new arrangements under 
the 1996 Agreement produced benefits for the State and patients, particularly 
following the introduction of the DPS in 1999.  However, the capital value of 
contracted pharmacies increased greatly under the Regulations, giving a commodity 
value to the contract, and an increase in the value of contracted businesses, that was 
never intended.   

 
8. There may also be market failure in terms of public goods - whether an unregulated 

market would produce the necessary high quality dispensing service desired by the 
State, or whether it would provide access to services locally (eg for the elderly, or in 
rural or deprived areas) without specific intervention.  
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3.  Procedure 
 
3.1 Outline 
 
1. The Review Group was asked principally to assess the existing statutory restrictions 

on entry to the community pharmacy sector, and to put forward options to address 
these issues.  Following the Department of the Taoiseach’s involvement in the 
Mandelkern Group (the Mandelkern Group on Better Regulation Final Report, 13 
November 2001, for evidence-based policy formulation), the High Level Group will 
introduce a permanent system of regulatory assessment and reform in Ireland.  
Pending development of this structure, the Pharmacy Review Group, in deciding 
how best to carry out its tasks, based its approach on the principles set out in the 
Mandelkern Report.  These include: 

 
- Public and interest group consultation 
- Analysis of the existing position, with outcomes (ex-post analysis) 
- Analysis of possible options (ex-ante analysis) 

 
2. The Mandelkern Report is available from the Department of the Taoiseach, or at 

www.taoiseach.ie. 
 

3.2 Consultation 
 
1. Submissions were invited from the public and from special interest groups such as 

the Asthma Society and the Irish Heart Foundation.  Seventy two submissions were 
received, from a range of sources including professional, technical and academic, as 
well as from individual pharmacists and members of the public.  Most submissions 
concerned the definite public health need provisions of the 1996 Regulations, which 
were revoked in January 2002.  A summary and analysis of the issues raised, and a 
list of those making submissions, are in Appendix 4. 

 
3.3 Ex-post and Ex-ante Analyses  
 
1. Two regulatory assessment models were considered - the UK and the Dutch 

models.  The Group used the principles in these models in the ex-post and ex-ante 
analyses.  The models are outlined in Appendix 6. 

 
2.      For each assessment, the Group agreed terms of reference, and requested tenders.  

Indecon Consultants Ltd was appointed to carry out both analyses. 
 
3.4 Ex-post Analysis  

 Purpose 
1. The purpose of this study was to provide the Group with a data-based ex-post 

analysis of the extent to which the objectives of the 1996 Pharmacy Regulations 
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were achieved.  This was the first time that such data was available.  The objective 
was to assist the Group in making informed judgements on the impact of the 
regulations.  

 
Terms of Reference 

2. The consultants will provide the Pharmacy Review Group with data-based 
information that will allow the Group to make informed decisions in relation to its 
final recommendations. 

 
 Methodology 
3.  Indecon used a number of different approaches.  These included detailed 

assessments of data from a variety of sources and interviews, and consultations with 
interested parties.  There was also extensive new primary research and, in 
particular, a comprehensive survey of pharmacists working in the community 
pharmacies.  This was undertaken because of a lack of available data in a number of 
areas of relevance to the study.  

4. The executive summary and key findings are in Appendix 5, and the full report is 
available at www.doh.ie 

 
3.5 Ex-ante Analysis  

Purpose 
1. The purpose of the study was to provide the Group with an ex-ante analysis of a 

number of proposed regulatory models for the future organisation of community 
pharmacy in Ireland.  These models arose from detailed discussions within the 
Group.   

 
Terms of Reference 

2. The consultants will provide the Group with ex-ante analyses of models developed 
by the Group under its terms of reference, which will allow the Group to make 
informed decisions in relation to its final recommendations.   

 
 Methodology 
3. The Group agreed a core of a model for analysis, addressing issues such as 

geographical spread and monitoring of service quality. 
   
4. Owing to time constraints, the Group was unable to consider Indecon’s completed 

analysis.  However, the draft analysis considered by the Group, which examined the 
key components of each proposal, contained the same conclusions as the final 
report.  The criteria in the analysis included: 
 
- Assessing the reasoning behind the models. 
- Establishing objective criteria for assessment, including the following:  the 

Group’s terms of reference; the Department’s Vision of Pharmacy statement; 
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Clause 9 of the pharmacy contract; the discussion paper on the use of the EU 
derogation; the available regulatory checklists. 

- Assessing the impact on: competition locally and nationally; prices; quality of 
service.  

- Checking compliance with competition policy and best regulatory practice.   
- The practicality of the proposals, including: ability to implement; ability to 

monitor effectively; cost effectiveness. 
- An analysis of pharmacy regulations in other countries. 
- Assessing the impact of the models, using the above criteria, in relation to: 

competition in the sector; opening patterns; concentration in the sector; 
urban/rural service delivery; prices; implications for the Exchequer; boundaries of 
geographical markets; scope for abuse of market position. 

 
3. The executive summary and key findings are at Appendix 5, and the full report is 

available at www.doh.ie 
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4.  Recommendations 
 
4.1 Introduction 
 
1.   The terms of reference set out the Pharmacy Review Group’s task, which was, in the 

context of regulatory reform in Ireland and the vital role played by pharmacies in the 
health service, to review the 1996 Pharmacy Regulations with a view to:- 
 
- facilitating the provision, maintenance and development  of a high quality 

pharmacy service to service recipients; 
- maximising the potential to increase competition within the sector with a view to 

ensuring lower prices and improved services to the consumer as envisaged in the 
OECD Report on Regulatory Reform in Ireland; 

- assessing and responding to the recommendations in the OECD Report on 
restrictions on the location of pharmacies while ensuring, in so far as is possible, a 
reasonable spread of pharmacies so that the service is convenient to the consumer; 

- assessing and responding to the recommendations in the OECD Report on the 
current restrictions on pharmacists educated in other EU countries with a view to 
enabling this country to discontinue the derogation incorporated in Article 2.2 of 
Council Directive 85/433/EEC on the free movement of pharmacists; 

- ensuring a high quality pharmacy service in remote and deprived areas (to include 
an assessment of the dispensing doctor scheme); 

- ensuring that the opening hours of pharmacies facilitate consumers and meet all 
reasonable health needs of the population in its area; 

- assessing the extent to which the 1996 Regulations (together with the Community 
Pharmacy Contract) have achieved their objectives in regard to locating new 
pharmacies in remote or disadvantaged areas and their impact on the quality of the 
service provided by pharmacists to the public;  

- taking full account of pharmacy regulation in other jurisdictions; 
- taking full account of the wider regulatory framework in which pharmacy 

operates; 
- considering how a universal service and public service obligation can be 

identified and met and assessing any funding consequences which may arise. 
 

In conducting the review, the Group was to consult widely with all interests 
involved and, in particular, consumer interests 

 
2. The OECD raised two main issues in relation to community pharmacy in Ireland. 
 
3. The first issue concerned the statutory system for granting community pharmacy 

contracts under the Health (Community Pharmacy Contractor Agreement) 
Regulations, 1996, and, in particular, entry barriers in the form of restrictions on the 
location and number of pharmacies that hold community pharmacy contracts.   

 
4. The second issue was the restriction, through Ireland’s use of the EU derogation, on 

pharmacists educated in other EU/EEA countries owning in their own right, 
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managing or supervising a pharmacy that is less than three years old. The OECD 
recommended that this restriction be eliminated. 

 
5. The 1996 Pharmacy Agreement between the Department of Health and the Irish 

Pharmaceutical Union allowed for a review of the Regulations after five years.  The 
parties had already agreed to review the Regulations prior to the OECD report. 

 
4.2 Methodology 
 
1.      The Group based its approach on the principles for evidence-based policy 

formulation set out by the Mandelkern Group (the Mandelkern Group on Better 
Regulation Final Report, 13 November 2001).  These include: 

 
 - Public and interest group consultation 
 - Analysis of the existing position (ex-post analysis) 
 - Analysis of possible options (ex-ante analysis) 
 
2. The Group consulted widely and, in particular, invited and received submissions 

from consumer interests.  It commissioned an ex-post analysis of the 1996 
Pharmacy Regulations, and an ex-ante analysis of its own proposals for the future of 
community pharmacy in Ireland.  In addition, it called on the resources and 
expertise of the individuals and groups represented in its membership. 

 
3. The Group, in making its recommendations, gave consideration to all of the 

information in its possession, and in particular to the public health, consumer and 
economic arguments placed before it. 

 
4. It became apparent to the Group that none of these arguments could be considered 

in isolation, because of the interactions between them.   
 
4.3 Conclusions 
 
1. The Review Group has reached its conclusions in light of the principles on which its 

approach is based (evidence-based policy making). 
 
2.   The OECD analysis of the Irish pharmacy market included the following statement. 
 
 “Pharmacies are highly regulated in Ireland to ensure safety and availability of 

services to rural areas, but more sensible regulation could bring down prices 
without endangering safety or accessibility.” 

 
While this is orthodox market theory, the community pharmacy market is an 
unusual combination of public health services and retail activity.   The OECD did 
not provide evidence that its recommendations would produce these results in a 
pharmacy market.   
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3. Much of the material considered by the Group, including the OECD report, was 
grounded in economic or other policy theory and in opinion, and not based on 
evidence of how pharmacy markets operate.  This is not to say that such input is 
invalid.  The serious concerns expressed to the Group from all sides of the debate 
were well thought out, and submitted, generally, from the context of significant 
experience of the issues raised.  However, the EU framework for regulatory reform, 
as set out in the Mandelkern Report, is evidence-based.  The Group was being asked 
to consider recommendations, on both sides of the debate, which were clearly not 
based on evidence of the operation of the pharmacy market.  There is a deficiency 
of nationally based corroborated research and evidence currently available to 
indicate that either more or less restrictive access to state pharmacy contracts would 
achieve lower prices or better quality of service.  The Group must therefore be 
cautious in making recommendations that may have irreversible and undesirable 
consequences. 

 
4. One area for which there is clear evidence is that of market failure.  Information 

asymmetry is inherent in community pharmacy, as for other professional sectors.  
Although the 1996 Regulations produced significant benefits for the State and for 
patients, in terms of the development of the community drugs schemes, the 
restrictions under the Regulations, while preventing new pharmacies from 
clustering in areas with existing services, did not produce the type of expansion into 
rural areas that might have been expected28.  The capital value of contracted 
pharmacies increased greatly under the Regulations, giving a commodity value to 
the contract, and an increase in the value of contracted businesses, that was never 
intended.   

 
5. There is currently a variety of pharmacy service types in Ireland, catering for 

different consumer sectors and needs.  However, as stated in 4.3.3, there is 
insufficient evidence available to suggest that any of these service types provide a 
better or worse service to patients, or that either deregulation to an open market or a 
pharmacist controlled sector would improve or disimprove the quality of service, 
reduce prices or affect patient safety.   

 
6. The experience of deregulation of pharmacy from Norway shows that certain 

service types are vulnerable in a deregulated market, and that this change appears to 
be irreversible.  This gives rise to a significant public health issue.  Since the 
revocation of the 1996 Regulations, there have been only qualitative restrictions on 
access to pharmacy contracts, pending the Review Group’s recommendations.  
However, an ongoing open market is likely to see the reduction or disappearance of 
some types of pharmacy service, in particular single owner-operated local outlets, 
and this would be a permanent change.  There is insufficient evidence available to 
judge whether the consumer needs met by these service types would be catered for 
by the market.  If they are not, then the State would be required to do so, with 
obvious resource implications.  

 
                                                 
28 Indecon Report – Analysis of the 1996 Pharmacy Regulations 
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7. Accordingly, until sufficient evidence is available on which to base policy 
decisions, the Group is proposing to provide for the current diversity of services on 
public health grounds, and therefore the common or greater good ie to ensure that 
current consumer needs, and public health needs, continue to be met.  The position 
should then be reviewed in 5 years, by which time evidence on which to base any 
further decisions should be available.   

 
4.4 Recommendations 
 
1. The Group recommends the following package of proposals.  The elements of the 

package are interlinked, and balance the competing issues of free and open 
competition in the market place with the quality and public health requirements of 
the State and its citizens.   

 
2. It is considered appropriate to put a limit on the number of contracts that may be 

held by any one entity in each health board area, thus opening up competition in the 
knowledge that a pharmacy act would be in place to underwrite quality and public 
health in the medium term.  It is the majority view that this limit should be 8%.  On 
the other hand, it is considered that the use of the EU derogation in Ireland should 
be discontinued.  It is the majority view that the use of the EU derogation should 
continue until the proposed pharmacy act is in place, and then be discontinued.  
Reservations in relation to these issues are set out in Appendix 8. 

 
3. The proposals are driven by concern for issues of quality, service, public health and 

market failure.  It is an essential part of the proposals that the measures be reviewed 
after 5 years in operation, in order to have a data-driven assessment of the outcomes 
for future policy initiatives.  In addition, it is critical to the proposals that a 
pharmacy act, as outlined, be put in place. 

 
4. The Group recognises that contractual issues arising from the proposals are matters 

for negotiation between the appropriate parties. 
  

Pharmacy Review Group Proposals 
5. The Group’s recommendations are as follows.  This is a seamless package, and 

based fundamentally on quality and protection of public health, and to address 
market failure. 

 
1. A supervising pharmacist should have at least 3 years community or other 

relevant pharmacy experience, including at least 6 months post-registration 
community pharmacy experience.  

2. Contracts should be subject to, and on the basis of, regulations currently in 
force. 

3. Contracts should be non-transferable ie not tradable, and specific to that 
contractor and address.   
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4. A contractor should undergo a review/performance assessment, by or on behalf 
of the health board, at least every 5 years.  Compliance with contract conditions 
should be enforced by the health board, with a range of appropriate sanctions.   

5. Pharmacies should prominently display a quality service charter, including 
Clause 9 of the pharmacy contract and other contractual quality service 
requirements, opening hours and out of hours arrangements.   

6. There should be increased pricing transparency at point of sale, including 
advising of prescription prices in advance of supply and the price of all 
dispensed items on labels.    

7. Health boards should identify, through a needs assessment, any areas with a 
significant pharmacy need (including areas served by dispensing doctors) which 
the market has not filled and is unlikely to do so.  

8. Where a needs assessment identifies such an area, and where an unincentivised 
contract has been offered but not taken up, the health board may offer an 
incentivised contract for that area, on a full-time, continuous service basis.  
Contracts should be awarded by competitive tender, on the basis of service level 
and standards.  

9. Where a full-time incentivised contract is not feasible (ie no incentivised 
contract is taken up within a reasonable period), an auxiliary pharmacy contract, 
incentivised if necessary, may be made available to fulfill the area’s needs.  
Auxiliary contracts should be awarded by competitive tendering, on the basis of 
service level and standards. An auxiliary contractor will provide pharmacy 
services by a qualified supervising pharmacist from a designated fixed premises, 
in accordance with the usual regulatory and contractual requirements, at defined 
times only.  Health boards should review the quality of the pharmacy services 
delivered from auxiliary contracts on a regular basis, but at least every 2 years.  
Quality reviews should be carried out with reference to the Pharmaceutical 
Society of Ireland and its statutory role in the assurance of professional practice 
standards.  

10. Health boards should review auxiliary pharmacy contracts on a regular basis (at 
least every five years) to determine if they can be replaced with a full-time, 
continuous and permanent pharmacy service.  Where the health board receives 
an application to provide a full-time, continuous and permanent pharmacy 
service to replace the auxiliary service, it should conduct the review at that time.    

11. Health boards should review all incentivised pharmacy contracts on a regular 
basis (at least every five years) to determine if incentives are still required.   

12. Ιncentive options might include: differential remuneration scheme (budget 
neutral) such as weighted fees for marginal pharmacies or a universal sliding fee 
scale; exclusive contract for a finite period not exceeding 5 years, and subject to 
review; tax concessions; establishment or other grants.   

13. Contractors must provide a full pharmaceutical service under their contract, as 
defined in the new pharmacy act, subject to the conditions of an auxiliary 
contract. 

14. There should be no beneficial ownership or business interest of any kind 
between dispensing and prescribing.   
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15. Group practices and pharmacies: contracted pharmacies and general practices 
should occupy discrete premises, with separate entrances.   

16. Any pharmacy can hold a contract, subject to quality and service standards, and 
with a restriction on the number of community pharmacy contracts that can be 
held by a single entity29 in any one health board area.  

17. A single entity may hold up to 8% of the total number of community pharmacy 
contracts in each health board area, and any contracts above this must be 
matched by the operation of contracts in CEO-designated areas with a 
significant unmet pharmacy need, without incentives. 

18. The Minister for Health and Children should take interim measures immediately 
to implement the 8% limit on the number of contracts that may be held in a 
health board area. 

19. The use of the EU derogation should continue until a pharmacy act, to include 
the provisions set out below, is in place, and then be discontinued.  The 
pharmacy act should be in place within 18 months of the date of this report. 

20. This model should be reviewed in 5 years.   
 
4.5 Explanatory Notes 
 
 Market Entry 
1. This proposal contains the elements agreed by the Group as essential for a new 

contract structure, as follows.   
  

- The contractor’s performance is reviewed on a regular basis.    
- The contract is non-transferable ie cannot be sold.   
- Supervising pharmacists must have 3 years community or other relevant 

pharmacy experience.   
- Health boards must identify areas with significant unmet pharmacy needs and 

offer incentivised contracts for those areas through competitive tender (after 
sufficient time for the market to respond to the new regulatory position).  

- Incentives for provision of services in identified areas should provide for a greater 
spread of pharmacy services.  

- General medical practices and pharmacies should be physically separate. 
 

2. In addition, the proposals allow for the development of chains, where a chain is 
more than one shop with the same beneficial ownership (including franchises and 
cooperative ventures), in a manner which does not allow market domination by a 
particular chain.  If issues related to anti-competitive effects on markets arise where 
there are local concentrations, such issues can be remedied by the application of the 
provisions of competition law.  For example, anyone concerned about local market 
domination may make a complaint to the Competition Authority, which has power 
to investigate the matter, or an order can be made under the Competition Act, 2002 
to deal with concentrations in the sector.  Apart from this, restrictions on access to 

                                                 
29 A single entity is any one person or group of people, including franchises and cooperatives, either 
through personal or corporate ownership, with a beneficial interest in a pharmacy 
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pharmacy contracts are qualitative.  The proposals also provide for part time service 
provision in areas where a full time incentivised contract is not taken up. 

 
3. It should be noted that there is no proposed restriction on the opening of 

pharmacies, as anyone who satisfies the legal requirements can open a pharmacy in 
Ireland.  A company or chain may open as many pharmacies as it wishes.  The 
restriction is on the number of state contracts that can be held by a single contractor 
in any local market.  The proposal allows for a diversity of pharmacy services to 
continue to be provided on behalf of the State in a local market, until sufficient 
evidence on the operation of the pharmacy market in Ireland is obtained to enable 
further policy decisions to be made in the five year review.  The process of 
collecting the appropriate data should begin immediately.   

 
4. If a company or chain wishes to open more contracted pharmacies than allowed by 

the 8% limit, it can do so in another health board area.  If it wishes to exceed the 
limit in an area, then it must provide a matching service in an area where the health 
board has identified a significant pharmacy need which the market has not provided 
for.  This is in itself an incentive, at no cost to the Exchequer, as the market fulfils a 
public service obligation.   

 
 Derogation 
5. The use of the derogation, while based on international economic and equity issues, 

gives rise to public health issues, limits market entry, and is particularly unfair to 
Irish citizens who had to train as pharmacists outside Ireland because there were 
insufficient training places within the State.  The Group notes that the derogation 
must either be used or not used, and that it cannot be discontinued for Irish citizens 
only.   

 
6. Discontinuance would give rise to public health and patient safety problems for 

professional pharmacy practice in relation to linguistic and forensic competence, 
which in turn raises significant insurance issues.  English is the predominant 
language of pharmacy practice in Ireland, and its competent use when dealing with 
patients, suppliers, other pharmacists and medical professionals is essential to the 
discharge of the pharmacist’s professional duties under Clause 9 of the contract.  In 
addition, serious inequities remain in the treatment of Irish-trained pharmacists in 
other EU member states.  Equity of treatment is a fundamental European principle.   

 
7. The derogation is a very blunt instrument devised to address inequities in the right 

of pharmacists to establish across the EU/EEA.  Its continued use is inappropriate to 
the State’s objectives for the development of community pharmacy.  The Group is 
agreed that its use could safely be discontinued when issues of professional practice 
are given a statutory basis through a pharmacy act that includes the provisions 
below, and structures and resources for the monitoring and enforcement of 
professional standards are put in place.  The Group therefore recommends that the 
use of the derogation should be discontinued when a pharmacy act is implemented.  
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The pharmacy act, incorporating the proposals below, should be in place within 18 
months of the date of this report. 
 
Pharmacy Act 
- A pharmacy act addressing, among other things, the following, so that 

professional standards and practice are put on a statutory basis. 
 

1. Defining the role of pharmacists, including a development of Clause 9 of the 
pharmacy contract. 

2. Defining a pharmacy service (what it is, what a pharmacy is, conditions of 
operation), so that the provision of a quality service is enforceable. 

3. Fitness to practise provisions, and an enforceable code of ethics. 
4. Annual registration of a pharmacy in the name of the owner and the 

designated pharmacist. 
5. Specific regulatory powers for the PSI on professional practice and 

professional policy issues, in line with other statutory professional bodies, 
including resources and powers for monitoring and enforcement. 

6. An appropriate statutory basis for the PSI. 
 
Contract 
- A revised pharmacy contract to include the following, in addition to existing 

contractual provisions. 
 

1. Presence of a pharmacist at all times during opening hours. 
2. Authority/Responsibility/Accountability: 

-   a superintendent pharmacist, who holds authority for professional 
practice within the contracting entity (and who would also be the 
supervising pharmacist in a single outlet entity).   

-   double contract: one to the beneficial owner (contractor), one to the  
supervising pharmacist in each outlet. 

3. Sanctions: a range of contractual sanctions available to health boards. 
 
Competencies 
These should be addressed in legislation if possible, otherwise through the contract. 
 

1. Any pharmacist working in a community pharmacy must show evidence of 
linguistic and forensic competence, and adequate knowledge of the code of 
ethics.  

2. On first registering in Ireland, pharmacists must undergo an appropriate 
orientation period in a community pharmacy. 
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Appendix 1                                                                                                                 
Extracts from OECD Report – Pharmacy 

 
EXTRACT ONE 
 
Pharmacies are highly regulated in Ireland to ensure safety and availability of 
services to rural areas, but more sensible regulation could bring down prices 
without endangering safety or accessibility. 
The pharmacy sector has a vital role in promoting the health of Irish citizens.  Pharmacies 
are highly regulated in Ireland, as in many countries.  However, the evidence suggests 
that reform of some of the economic regulations could bring about lower prices and more 
efficient provision.  The retail margin on medicines in Ireland is higher than in any other 
EU country.  Community pharmacists can receive salaries high enough to impair the 
supply of pharmacists to hospital pharmacies and industry.  Pharmacies are changing 
hands at high prices.  Competition is limited by preventing new pharmacies from locating 
near existing pharmacies.  Reducing barriers to competition among pharmacists is 
expected to increase competition, which in turn would induce pharmacists to identify 
more efficient ways of performing their professional tasks and thus reduce the cost to 
consumers. 
 
One reason given for current restrictions is that they will ensure each pharmacy has 
sufficient scale to make the investments to strengthen its delivery of more sophisticated 
health care services such as patient advice and counselling.  Another reason given is to 
improve the delivery of health care services in rural areas.  Thus, it is fair to compare the 
actual effects of the restrictions with these objectives, and to ask whether a different 
approach might be less costly to the Irish. 
 
The restriction on economic freedom of pharmacists educated in other EU countries 
should be eliminated… 
A substantial flow of pharmacists from the UK to Ireland, and the provision of 
pharmacist education in the UK to Irish students, is made possible by EU directives.  
These directives say that persons holding a comparable certification from a Member state 
may practice pharmacy in other Member States, subject to some restrictions.  In Ireland, 
the main constraint, in practice, has been that such a person cannot, throughout his/her 
career, ever manage or supervise a pharmacy that has been in existence for less than three 
years.  This constraint was put into place to ensure that lifting the entry restraints on EU-
trained pharmacists would not result in unrestricted opening of new pharmacies in 
Ireland, openings that were restricted in many other EU countries.  Ireland’s current rules 
on “contractor pharmacies” perform essentially the same function. 
 
The Irish restriction on pharmacists educated in other EU countries does not promote 
health care delivery.  It simply restricts entry, and thus has anti-competitive effect.  In 
particular, it restricts entry of new pharmacies – those that would have opened if foreign-
trained pharmacists were unrestricted – and employment possibilities for a subset of 
pharmacies. 
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…as should restrictions on the location and number of pharmacies. 
Before 1996, Ireland did not restrict entry of pharmacies.  This resulted in Ireland having 
one of the highest ratios of pharmacies to population in Europe.  Today, however, limits 
on the location of pharmacies effectively limit the number of pharmacies.  Pharmacies 
that wish to be contractors under the state health plan must comply with the location 
restrictions.  The reasons are put forward by the Department of Health for location 
restrictions are (1) to bring Ireland into line with other EEA countries where such 
controls exist in form or another; (2) to improve standards in pharmacies; and (3) to 
promote patient access to pharmacy services in areas currently without such services. 
 
The logic for restricting the location and number of pharmacies is flawed.  Incumbents in 
other sectors in other economies make similar arguments, that if they are protected from 
competition then they perform a variety of good works.  In fact, competition – keeping up 
with competitors – is what induces quality-improving investments. 
 
Where there is a genuine public service obligation, such as loss-making provision of a 
service to rural areas, the solution is not creation of a protected monopoly to cross-
subsidise the unprofitable activity.  Rather, the solution is to split the task into two parts, 
of providing the service and of paying for the part that must be subsidised.  The provider 
is chosen by auction for minimum subsidy, where the auction terms specify the services 
to be provided.  The funds are provided either by the state budget, or by a small fee like a 
tax on some set of persons.  If there are rural areas that would not have a pharmacy under 
such conditions, but that need one according to public policy criteria, those may have to 
be subsidised directly.  For example, the United Kingdom subsidises some pharmacies to 
be open on Sundays and bank holidays. 
 
(Chapter 5- Regulatory Reform in Electricity, Gas, Pharmacies and Legal Services pp88-
89) 
 
EXTRACT TWO 
 
In the pharmacy sector… 
-  Eliminate the restriction on economic freedom of pharmacists educated in other 

EU countries. 
- Eliminate the location restrictions on pharmacies.  Assess the exit and entry in  
 the sector, and provide transparent subsidies to pharmacies that are desirable on 
 the basis of public policy objectives, but are not forthcoming under free entry. 
 
(Chapter 7- Conclusions and Policy Options for Regulatory Reform p113) 
 
EXTRACT THREE 
 
Pharmacies 
The number of pharmacies is effectively capped.  Regulations governing Community 
Pharmacy Contractor Agreements call for a determination of need.  These contracts, 
which cover pharmaceutical purchases that are reimbursable, amount to a necessary 
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condition for running a viable pharmacy.  A “definite public health need” would exist for 
a service area that has at least 4,000 people and no incumbent pharmacy within 250 
meters (in rural areas, 2,500 people and 5 kilometres).  Moreover, and regardless of these 
quantitative rules, local health boards that approve the contracts must consider their 
effects on existing pharmacies.  Entry of a new contractor must not have an “adverse 
impact on the viability” of incumbents that would affect the “quality of pharmacy 
services” they are providing.  One local health board refused a licence application for a 
new pharmacy in a village that had no pharmacy at all, in part because it would hurt 
business at an existing pharmacy in another nearby town.  The village where the new 
entry was refused, Knock, is a pilgrimage destination for the sick. 
 
These regulations are relatively new.  Entry to the profession in Ireland had been limited 
for many years until EC mutual recognition requirements and an expansion of university 
places in the UK increased the supply in the late 1980s.  In response, the Irish 
Pharmaceutical Union, the trade association of established pharmacies, sought protection.  
Legislation to restrict the entry of foreign-trained pharmacists was rejected because it 
would be contrary to EC law.  But derogation from the EC mutual recognition 
requirements limits the ability of pharmacists qualified elsewhere to supervise or manage 
a new pharmacy in Ireland.  And in 1996 the Minister for Health introduced these 
regulations, which give incumbents power to prevent entry in the planning process.  
These regulations contradict the policies adopted shortly afterwards in the government’s 
reform process, calling for eliminating licence requirements that prevent competition.  
Prospects for change appear poor.  The Consumer Association of Ireland has tried, 
without success, to discuss its objections to these regulations with the Minister for Health, 
while the Authority and DETE have advocated reform. 
 
(Background Report on the Role of Competition Policy in Regulatory Reform pp207- 
208) 
 
EXTRACT FOUR 
 
Pharmacies 
Pharmacies are highly regulated in Ireland, as they are in many other countries.  
However, the evidence suggests that reform of some of the economic – as distinguished 
from safety – regulations could bring about lower prices and more efficient provision.  
The retail margin on medicines in Ireland is higher than in any other EU country.  
Community pharmacists can receive salaries high enough to impair the supply of 
pharmacists to hospital pharmacies and industry.  Pharmacies are changing hands at high 
prices, in one famous example in Limerick for IR£2.7m in 2000.  Competition is limited 
by preventing new pharmacies from locating near existing pharmacies.  Reducing barriers 
to competition among pharmacists is expected to increase competition, which in turn 
would induce pharmacists to identify more efficient ways of performing their 
professional tasks and thus reducing the cost to consumers.  A concern is to ensure 
adequate provision of pharmacy services to people living in rural areas.  While 21 new 
pharmacies have opened in rural or semi-rural areas between 1996 and 2000, reforming 
economic regulations can improve services at lower cost. 
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Community pharmacies constitute the bulk of the pharmacy sector, accounting for about 
80% of total employment of pharmacists in Ireland (about 1,400 out of just under 1,800 
employed pharmacists in 1998).  They, rather than hospital pharmacies or industry, are 
the focus here.  In 1993, there were 1.1 pharmacists per pharmacy in Ireland. 
 
Regulation 
Pharmacies and pharmacists in Ireland are subject to two main types of control: (a) 
control of medicines and (b) control of the practice of pharmacy.  The Pharmaceutical 
Society of Ireland (PSI), the Irish Medicines Board, the local health boards and the 
Department of Health enforce the law on retail sale and supply of medicines.  In practice, 
the PSI concerns itself with the activities of pharmacists and pharmacies.  As regards the 
practice of pharmacy, there is, as well as primary legislation in the Pharmacy Acts, 
additional statutory regulation of the Council of the PSI under the Pharmacy Act 1962.  
There is control of entry by way of the European Communities (Recognition of 
Qualifications in Pharmacy) Regulations, 1987 and the Health (Community Pharmacy 
Contractor Agreement) Regulations of 1996. 
 
The legislation sets out the controls on medicines.  In effect, “scheduled” prescription 
medicines for human use can only be supplied under prescription, some of these may 
only be dispensed in a hospital, and most medicines exempt from prescription-only may 
only be dispensed in a pharmacy by or under the supervision of a pharmacist.  Some 
substances are specifically exempted from the pharmacist-supervised sale requirement, 
and thus these may be sold in non-pharmacies.  They are, notably, aspirin, paracetamol, 
nicotinic acid, certain vitamins and toothpaste components.  The supply of medicines by 
mail order is prohibited.  Legislation also controls advertising.  It prohibits advertising to 
the general public of controlled drugs and prescription-only medicines, as well as of 
certain, specified illnesses and the medicines to prevent, diagnose or treat them.  
Advertising to health professionals should comply with the summary of characteristics 
incorporated in the product authorisation and present information objectively. 
 
The Pharmaceutical Society of Ireland is a public body with statutory responsibility for 
regulating the qualification of pharmacists in Ireland, as well as for enforcing the law on 
retail sale and supply of medicines.  The PSI has established a Code of Ethics and 
professional standards guidelines, and may reprimand pharmacists who do not comply.   
All pharmacists employed in Ireland must be registered with the PSI. 
 
The General Medical Services (GMS) Scheme provides full medical and surgical services 
to persons or their dependants who cannot, without undue hardship, provide for these 
services themselves.  Community pharmacists may contract with the Health Boards to 
supply drugs, medicines and appliances under the GMS.  The provisions of the GMS 
contract have a pervasive effect on community pharmacists for two reasons.  First, at the 
end of 1999, about 31% of the population is covered by the GMS, and 78% of all 
prescriptions that are reimbursed are reimbursed under the GMS.  Second, and following 
from the first fact, all but a very small handful of community pharmacists are “contractor 
pharmacists.” 
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In addition to these three sources of rules, is the Irish Pharmaceutical Union (IPU), 
representing qualified pharmacists.  The IPU’s purposes include to promote the economic 
and professional welfare of members, to negotiate and settle differences and disputes and 
to regulate the relations between members of the Union and their employers, to represent 
its members, and to encourage ethical practice of pharmacy 
 
Entry Restrictions 
Pharmacists must earn a Bachelor of Science (Pharmacy) degree and complete one-year 
of practical training under the supervision of a tutor pharmacist, or meet requirements for 
their foreign education to be recognised.  At present, only Trinity College Dublin offers a 
pharmacy degree in Ireland.  The capacity of the course was 50 until the 1997 intake, 
when it expanded to 70.  Nevertheless, the Leaving Certificate score required was one of 
the highest of any profession.  The fact that people with high scores were unable to win a 
place at the pharmacy school indicates substantial excess demand for places.  In August 
2000, the Minister for Education and Science announced his decision to increase the 
annual intake of pharmacy students to 120 and invited the relevant institutions to make 
proposals to meet the increase. 
 
Despite limited domestic supply of pharmacists, or perhaps in reaction to it, the largest 
part of recent additions to the PSI Register (about half during 1988-1997 and more than 
two thirds in 1998-1999) came from UK universities.  Many are Irish citizens.  This 
heavy dependence on training outside Ireland has given rise to complaints that, “It is not 
appropriate that the State depend on UK universities to continue to provide a very large 
proportion of the supply needs of the pharmacy profession in Ireland” (Forum). 
 
This substantial labour flow from the UK, or provision of pharmacist education in the UK 
to Irish students, is made possible by European Union directives.  These directives say 
that persons holding a (specified) comparable certification from a Member State may 
practice pharmacy in other Member States, subject to some restrictions.  In Ireland, the 
main constraint, in practice, has been that such a person cannot, throughout his/her career, 
ever manage or supervise a pharmacy that has been in existence for less than three years.  
This has been characterised as “an artificial counterbalance to the licensing system 
perpetuated in some Member States” in a High Court decision (Ailish Young v The 
Pharmaceutical Society of Ireland, the Minister for Health, Ireland, and the Attorney 
General, 1992).  This constraint was put into place to ensure that lifting the entry 
restraints on EU-trained pharmacists would not result in massive opening of new 
pharmacies in Ireland, openings that were restricted in many other EU Member States.  
The rules on “contractor pharmacies” perform essentially the same function. 
 
There is also provision for mutual recognition of pharmacy qualifications obtained in 
Australia and New Zealand.  The main requirements are that an applicant have practised 
as a registered pharmacist for at least one year in the state of registration, and pass an oral 
examination in the laws governing the practice of pharmacy and the sale of medical 
preparations and poisons in Ireland.  While it is possible to register as a pharmacist in 
Ireland based on original qualification in pharmacy that was not granted in an EU 
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Member State or Australia or New Zealand, the process can take two and a half years to 
complete and requires residency in Ireland to have been already established. 
 
Despite the restrictions on entry, there is not now a mechanism by which pharmacists 
who have become impaired can be forced to quit practising.  The Pharmaceutical Society 
would like to see “fitness to practise” included in new legislation. 
 
Limits on the location of pharmacies effectively limit the number of pharmacies.  
Pharmacies that wish – as all but five at present do – to be contractors under the GMS 
must comply with location restrictions.  New contracts are made with pharmacies on the 
basis of “definite public health need,” which is defined as: 
 
a. The ratio of pharmacies to population at least 1:4,000 in urban areas and towns 

(over 3,000 population) and at least 1:2,500 in rural areas, and no other pharmacy 
within 250m in urban areas and towns or within 5km in rural areas, and 

b. No adverse effect on the viability of existing community pharmacies in the area, 
to the extent that it will affect the quality of pharmacy services being provided by 
them. 

 
On receipt of an application for a new contractor pharmacy, the CEO of the (regional) 
health board must publish a notice, announcing the receipt of the application and asking 
for comments, and announcing that additional applications may be made in that 
catchment area. 
 
Despite the heavy process, since 1996, 27 new contracts have been granted, of which 21 
were in rural or semi-rural locations that did not previously have a community pharmacy. 
 
The reasons put forward by the Department of Health for these restrictions were (1) to 
erect similar controls to those already in place in many EU Member Countries (2) to 
promote the development of a quality-driven service, and (3) to prevent further clustering 
of pharmacies in areas already well-served while promoting the provision of services in 
rural areas. 
 
Before 1996, Ireland did not restrict entry of pharmacies.  This resulted in Ireland having 
one of the highest ratios of pharmacies to population in Europe.  Other countries, 
including Italy, Spain, Hungary, Norway, France, Australia and, since 1987, the United 
Kingdom, restrict the number or location of pharmacies.  In New Zealand and Spain, only 
registered pharmacists may own a pharmacy and none may own more than one.  Sweden 
reserves pharmacies to the state.  By contrast, the United States, South Korea and Mexico 
do not have significant entry restrictions on pharmacies.  Prescription drugs are delivered 
by mail in the United States, and future reform may bring mail delivered drugs to the 
United Kingdom. 
 
Pricing, mark-ups and dispensing fees 
Pharmacies, as implied above, sell both under the GMS and to private patients.  Both 
types of transactions are heavily regulated, at least for medicines dispensed under 
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prescription.  In particular, for a sale of prescription medicine under the GMS, the 
pharmacist cannot charge a mark-up; he is compensated his cost of the medicine plus a 
flat dispensing fee.  The flat fee can vary if a powder or ointment must be prepared or if 
the medicine is dispensed at night.  For a sale to a private patient, ie one not under the 
GMS, the pharmacist charges a 50% mark-up, under established custom and trade.  The 
wholesale cost of prescription medicine is set by a multi-year agreement between the 
Department of Health and Children and the Irish Pharmaceutical Healthcare Association, 
representing drug makers. 
 
Other products that pharmacists sell include “over the counter” medicines, ie those 
exempt from prescription-only, as well as cosmetics, toiletries, camera film, and so on. 
 
Many other OECD Members also control retail prices of prescription medicines, and 
negotiate the wholesale prices with the pharmaceutical companies.  Some also restrict 
prices for “over the counter” medicines. 
 
Advertising restrictions 
Advertising by pharmacies is tightly constrained by the ethical rules of the profession.  
Listings in the telephone directory and notices in the newspaper cannot advertise more 
than its existence and hours or change of hours.  Special events, such as testing, can be 
advertised only by a notice in the window of the pharmacy.  The cumulative effect of the 
restrictions means that a pharmacy cannot increase its foot traffic by advertising. 
 
Conclusions and policy options 
The pharmacy sector has a vital role to promote the health of Irish citizens.  One reason 
given for the restrictions is that they will ensure that each pharmacy has sufficient scale to 
make the investments to strengthen its delivery of more sophisticated health care services 
such as testing and advising.  Another reason given is to improve the delivery of health 
care services in rural areas.  Thus, it is fair to compare the actual effects of the restrictions 
with these objectives, and to ask whether a different approach might be less costly to 
society. 
 
The restriction on pharmacists educated in other EU countries, holding certificates that 
Ireland has agreed certify education comparable to that someone would have received in 
Ireland, does not promote health care delivery.  It simply restricts entry, and thus has anti-
competitive effect.  In particular, it restricts entry of new pharmacies – those that would 
have opened if foreign-trained pharmacists were unrestricted – and employment 
possibilities for a subset of pharmacists.  As the proportion of pharmacists with this 
handicap increase, the restriction may also raise the price of pharmacies operating for 
more than three years above the price of comparable pharmacies operating for less than 
three years. 
 
Therefore, the restriction on economic freedom of pharmacists educated in other EU 
Member countries should be eliminated. 
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An additional benefit of eliminating this restriction will be to provide a back-up if the 
number of training places in Ireland does not expand enough.  If the expansion were 
delayed, or if the estimate that 120 will be sufficient turns out to be too low, then the 
effects will be muted by the flexibility offered by international trade – whether one thinks 
of the trade as being in pharmacists or pharmacy education. 
 
The logic provided for restricting the location and number of pharmacies is flawed.  
Incumbents in other sectors in other economies make similar arguments, that if they are 
protected from competition then they will perform a variety of good works.  In fact, 
competition – keeping up with the competitors – is what induces quality-improving 
investments.  Telephony in many OECD countries provides a good example. 
 
Where there is a genuine public service, such as loss-making provision of a service to 
rural areas, the solution is not creation of a protected monopoly to cross-subsidise the 
unprofitable activity.  Rather, the solution is to split the task into two parts, of providing 
the service and of paying for the part that must be subsidised.  The provider is chosen by 
auction for minimum subsidy, where the auction terms specify the services to be 
provided.  The funds are provided either by the state budget, or by a small fee like a tax 
on some set of persons.  By funding and providing the public service obligation in this 
way, the subsidy from taxpayers is minimised – the lowest cost provider should win a fair 
auction. 
 
Pharmacies in Ireland probably do not need such a heavy regulatory structure.  Free entry 
works just like an auction – the most efficient provider enters.  Such quality-ensuring 
characteristics as minimum hours, inventory, and continuing education can still be 
required by regulation.  And, since there can be continuous competition among 
pharmacies, pharmacies will have incentives to provide those quality attributes that are 
difficult to specify in regulation but which consumers value.  If there are rural areas that 
would not have a pharmacy under such conditions, but that need one according to public 
policy criteria, those may have to be subsidised directly.  For example, the United 
Kingdom subsidises some pharmacies to be open on Sundays and Bank Holidays.  They 
already are being subsidised indirectly, by consumers and potential pharmacists who 
endure inconvenience and higher costs.  The proposed change would make the subsidy 
transparent. 
 
Therefore, eliminate the location restrictions on pharmacies.  Assess the exit and entry in 
the sector, and provide transparent subsidises to pharmacies that are desirable on the basis 
of public policy objectives, but are not forthcoming under free entry. 
 
(Background Report on Regulatory Reform in Electricity, Gas, Pharmacies, and Legal 
Services, OECD Report on Regulatory Reform in Ireland, 2001) 
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Appendix 2 
Community Pharmacy Contractor Agreement 

 
COMMUNITY PHARMACY CONTRACTOR AGREEMENT FOR PROVISION  
OF COMMUNITY PHARMACY SERVICES UNDER THE HEALTH ACT, 1970   
 
I/We (i) (Hereinafter called the pharmacy contractor), of  
being lawfully entitled to keep open shop and keeping open shop for the compounding 
and dispensing of medical prescriptions under the Pharmacy Acts, 1875 to 1977 hereby 
undertake with the _______________Health Board (hereinafter called the Board) to 
dispense and supply medicines under the provisions of the Health Act, 1970 and I/we 
agree to do so in accordance with the conditions set out in the Schedule to this 
Agreement.  
 
My/Our place of business for the purpose of this agreement will be  
and the normal daily hours of keeping open shop for this purpose in the said premises 
will be the normal hours which from time to time the pharmacy is open for business and 
which are currently as follows -  
Monday  
Tuesday  
Wednesday  
Thursday  
Friday  
Saturday  
Sunday  
 
My/Our hours of keeping open shop on bank holidays, church holidays and other special 
days shall be subject to local practice in this regard, and shall be subject to the provisions 
of clause 1 (4)(i)(b) in the Schedule to this agreement.  
Signed         Date  
in the presence of  
 
The above proposal to provide services in accordance with the terms and conditions 
aforesaid is hereby accepted on behalf of the board.  
Signed    (Chief Executive Officer)  Date  
 
Notes  
(i) A sole proprietor must give his full name. The full names and addresses of all the 
parties in a partnership must be stated. The exact corporate name of a company together 
with its Companies Office Registration Number must be given.  
(ii) A sole proprietor must sign personally. At least two partners must sign for a 
partnership.  Two directors or a director and the company secretary must sign for a 
company. 
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SCHEDULE 
 
Definitions  
In this schedule:-  
"the board" means the health board with which the proprietor of the community 
pharmacy has entered into this contract;  
"chief executive officer" means the chief executive officer of the board in whose 
functional area the community pharmacy is located and includes any other officer of the 
board designated for the purpose by such chief executive officer;  
"claim form" means a docket generated in connection with the supply of medicines under 
any of the community drug schemes which may give rise to a claim for reimbursement 
under any of these schemes;  
"community drug schemes" means any scheme involving the supply of medicines or the 
reimbursement in respect of medicines supplied other than in the GMS;  
"community pharmacy" means a shop being lavvfully kept open for the dispensing and 
compounding of medical prescriptions in accordance with the Pharmacy Acts, 1875 to 
1977 including the storage and dispensary areas relating thereto but does not include a 
pharmacy operated by or in a hospital, nursing home or similar institution;  
"GMS" means the scheme for the provision of medicines under Section 59(1) of the 
Health Act, 1970;  
"the General Medical Services (Payments) Board"  
means the board established under Section 11 of the Health Act, 1970;  
"health board" means a board established under Section 4 of the Health Act, 1970;  
"medicines" includes drugs, medicines, reagents and appliances and such other products 
as may be approved by the Minister from time to time;  
"the Minister" means the Minister for Health;  
"the Pharmaceutical Contractors' Committee" means the Pharmaceutical Contractors' 
Committee of the Irish Pharmaceutical Union;  
"pharmacist" means a registered pharmaceutical chemist, a registered dispensing chemist 
and druggist or a licentiate of Apothecaries Hall who obtained his licentiate prior to 31 st 
December, 1975;  
"pharmacy contractor" means a proprietor of a community pharmacy, who has entered 
into this agreement with the board;  
"practitioner" means a registered medical practitioner or a registered dental practitioner; 
"prescription" means a prescription issued by a practitioner and available to enable the 
lavvful supply of the medicines specified thereon to the person named thereon;  
"prescription form" means a form supplied by or on behalf of a health board in 
connection with any arrangements made under the Health Acts, for the supply of 
medicines;  
"statutory declaration" means a statutory declaration made under and in accordance with 
the provisions of the Statutory Declarations Act, 1938;  
"stock order form" means a form supplied by or on behalf of the board for the purpose of 
clause 2 of this schedule and which has been issued and signed by a practitioner;  
"supervising pharmacist" means the pharmacist under whose personal supervision the 
community pharmacy is conducted and whose name and signature is incorporated in the 
statement required under clause 20 of this agreement.  
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Interpretation  
In this schedule, unless the context otherwise indicates, any reference to a clause shall be 
construed as a reference to a clause contained in this contract; and any reference in a 
clause to a sub-clause shall be construed as a reference to a sub-clause of that clause. Any 
reference in a sub-clause to a paragraph shall be construed as a reference to a paragraph 
in that sub-clause.  
 
TERMS AND CONDITIONS OF AGREEMENT  
 
1. (1) The pharmacy contractor shall supply, with reasonable promptness, to -  
(a) any GMS eligible person, or other person authorised to act on his/her behalf, who 
presents a properly completed prescription form signed by a practitioner; or  
(b) any other person who presents a properly completed order for medicines on a 
prescription, such medicines as may be ordered.  
(2) In the supply of a medicine on prescription under this agreement, the pharmacy 
contractor shall exercise his/her professional judgement and discretion as a pharmacist 
subject to any directions that may be issued from time to time by the Minister or by the 
board or by a body acting on behalf of the board, after consultation with the 
Pharmaceutical Contractors' Committee. Such pharmacist, in the discharge of his/her 
professional judgement and discretion, shall exercise due diligence and care and shall 
satisfy himself/herself that the safety of the patient is paramount, and shall in the course 
of the provision of services in accordance with the terms of this agreement, provide the 
same level and quality of service to both public patients and private patients. In the 
exercise of his/her professional judgement and discretion, the pharmacist shall where 
necessary act in consultation with the practitioner who issued the prescription concerned.  
(3) A pharmacist who, in the exercise of his/her professional judgement and discretion 
under this paragraph, is obliged to depart from the strict terms of the prescription as 
specified by the practitioner, or who supplies a medicine on foot of a prescription issued 
on a non-proprietary basis, which thereby leaves the choice of a particular manufacturer's 
product to be supplied to the pharmacist, shall complete his/her part of the prescription 
form contemporaneously with the dispensing and compounding of the prescription 
concerned.  
(4) (i) The chief executive officers shall establish, after consultation with the 
Pharmaceutical Contractors' Committee, schemes -  
(a) for testing the quality and checking the amount of medicines supplied, and operating 
on the basis that a medicine dispensed and awaiting collection in the pharmacy shall be 
deemed to have been supplied;  
(b) for securing that one or more pharmacies in each area shall be available to provide 
services at all reasonable times. Such schemes shall specify the days and hours during 
which such pharmacies shall be available which may be arranged on an agreed rotational 
basis.  
(ii) The pharmacy contractor shall participate in the schemes established under this 
clause.  
2. The pharmacy contractor shall supply to any practitioner, who has entered into an 
agreement with a health board to provide services under the provisions of the Health Act, 
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1970, such medicines for the use of eligible persons as the practitioner may requisition, 
subject to any directions that may be issued from time to time by the Minister or by the 
board or by a body acting on behalf of the board after consultation with the 
Pharmaceutical Contractors' Committee.  
3. The pharmacy contractor shall provide such other services as may be determined from 
time to time by the Minister or by the board or by a body acting on behalf of the board 
after consultation with the Pharmaceutical Contractors' Committee.  
4. (1) All medicines supplied by the pharmacy contractor on foot of a prescription or  
stock order form shall -  
(a) be lawfully available in the State and insofar as the quality is concerned, conform to 
the standard or formula for such medicines as established in the Irish Pharmacopoeia or 
in the European Pharmacopoeia; where no such standard or formula is so established, the 
grade or quality of the medicine supplied shall not be lower than that ordinarily used for 
medical purposes; and  
(b) insofar as the quantity is concerned and subject to sub-clause (2) hereof, conform with 
the amount specified on the said prescription or stock order form.  
(2) Where a prescription is issued in respect of a quantity of a medicine which does not 
conform to the amount in the pack presentation of the product which is available on the 
market, the pharmacist, in the exercise of his/her professional judgement and discretion, 
may supply the quantity in the nearest pack presentation provided that the quantity so 
supplied is not normally greater that one months supply for the patient concerned.  
(3) The pharmacy contractor shall ensure that the conduct of his/her practice, insofar as 
the dispensing and compounding of medicines are concerned, including the adequacy of 
the containers used for such medicines and for the labelling thereof, is in conformity with 
the standards of best pharmaceutical practice as determined by the Pharmaceutical 
Society of Ireland from time to time.  
(4) The pharmacy contractor shall not give, promise or offer to any person any gift or 
reward (whether by way of a share of, or dividend on, the profits of the practice or by 
way of discount or rebate or otherwise) as an inducement to or in consideration of his/her 
presenting, or directing the placing of, an order for medicines.  
5. (1) The pharmacy contractor shall maintain at his/her place of practice proper and 
sufficient accommodation, up-to-date reference texts, equipment, records and stocks for 
the compounding and dispensing of medicines and for the supplying and fitting of 
appliances.  
(2) The pharmacy contractor shall further ensure that the staff employed for these 
purposes are appropriately qualified and adequately trained and shall ensure that all 
persons dispensing and compounding medicines or fitting appliances are familiar with 
current practices and standards and shall procure such information and training as is 
necessary to achieve this.  
6. (1) The supervision of the contracted community pharmacy and the dispensing and 
compounding of medical prescriptions therein under this agreement shall be carried out in 
accordance with the provisions of the Pharmacy Acts, 1875 to 1977 and such other Acts 
and regulations as may from time to time be applicable to the dispensing and 
compounding of medical prescriptions.  
(2) Subject to sub-clause (4) the pharmacy contractor shall ensure that the nominated 
supervising pharmacist has at least three years experience in the practice of community 
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pharmacy including up-to-date professional knowledge and experience in the counselling 
of patients in their use of medicinal products and, is not acting in a similar capacity in 
respect of any other pharmacy.  
(3) Except insofar as this agreement relates to the duties and obligations of a supervising 
pharmacist, nothing in this contract shall prejudice the entitlements of a pharmaceutical 
assistant under Section 19 of the Pharmacy Act (Ireland), 1875 (Amendment) Act, 1890, 
(53 & 54 Vict., c.48).  
(4) Except in the case of new community pharmacies as defined in Article 2(1) of the 
Health (Community Pharmacy Contractor Agreement) Regulations, 1996 (S.I. No.152 of 
1996), the provisions of sub-clause (2) relating to the experience and up-to-date 
knowledge requirements of the supervising pharmacist, shall not come into operation 
until1st September, 2001.  
7. (1) The pharmacy contractor shall, if requested, allow a pharmacist nominated by the 
chief executive officer to inspect, at any reasonable time, the accommodation, the 
dispensing equipment, prescription forms, and records used for the purposes of this 
agreement including the medicines kept on the premises of the community pharmacy. 
Where the inspection includes an examination of records, the pharmacy contractor shall 
permit the pharmaceutical chemist to be accompanied by other persons nominated by the 
chief executive officer.  
(2) The pharmacy contractor shall allow an inspector of the Pharmaceutical Society of 
Ireland, on foot of a specific or general request from the chief executive officer. to inspect 
the community pharmacy and pharmacy services provided therein, at any reasonable 
time.  
8. The pharmacy contractor shall keep his/her premises open for the provision of services, 
at a minimum, on the days and during the hours set out in the contract agreement and 
he/she shall give prior notification to the chief executive officer of any proposed change 
in these arrangements.  
9. (1) The pharmacy contractor shall prior to the dispensing of each prescription, and 
prior to the supply of the medicine, ensure that a pharmacist reviews the medicine therapy 
of the individual for whom the prescription is issued.  
(2) The review provided for in sub-clause (1) shall include screening for any potential 
drug therapy problems, which may arise out of the use of the medicine(s) prescribed. The 
problems to be screened for shall include those which may be due to therapeutic 
duplication, drug-drug interactions (including serious interactions with non-prescription 
or over-the-counter medicines or foods), incorrect drug dosage or duration of drug 
treatment, drug-allergy interactions and clinical abuse and/or misuse. 
 (3) (i) The source of standards for such review shall be: 
(a) the British National Formulary;  
(b) the Summaries of Product Characteristics incorporated in the product authorisations 
granted under the Medical Preparations (Licensing and Sale) Regulations, 1996 (S.I. 
No.43 of 1996) or an authorisation granted or renewed by the European Commission in 
accordance with EU Council Regulation No. (EEC) 2309/93 laying down Community 
procedures for the authorisation and supervision of medicinal products;  
(c) any guidance notes published by the National Medicines Information Centre;  
(ii) Other standards for such review as may be agreed and notified from time to time as 
provided for in clause 19(3) of this agreement.  
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(4) The review provided for in sub-clause (1) shall also include an examination of the 
rational and cost effective use of the medicine prescribed, including the choice of the 
medicine and the potential for wastage.  
(5) Following completion of the review provided for in sub-clause (1 ), the pharmacist 
shall offer to discuss with the individual for whom the prescription is issued, or with the 
carer of such person, all such matters as the pharmacist, in the exercise of his/her 
professional judgement, deems significant including the following -  
(a) the name and description of the medicine;  
(b) the dosage form, the method and route of administration and the duration of therapy;  
(c) any special directions and precautions for the correct preparation, administration and 
use of the medicine(s);  
(d) the importance of compliance with the directions for use;  
(e) any common severe side-effects and adverse reactions or interactions and therapeutic 
contra-indications that may be encountered, including their avoidance and the action 
required should they occur;  
(f) techniques for self-monitoring during therapy and the need for patient compliance;  
(g) proper storage of the medicine;  
(h) prescription repeat information (as necessary);  
(i) action to be taken in the event of a missed dose;  
g) methods for the safe disposal of the medicine in the event of the course of treatment 
not being completed; and  
(k) any other matters which may be included or referred to in the patient information 
leaflet supplied with the medicine.  
(6) The pharmacy contractor shall ensure that pharmacist manpower in the pharmacy is 
sufficient in order to fully discharge the obligations of this clause and the agreement as a 
whole.  
(7) The terms of this clause shall come into effect, not later than 1 August, 1998. A 
programme of continuing education for pharmacists engaged in the delivery of 
community pharmaceutical services under the Health Act, 1970 shall have been initiated 
prior to that date.  
(8) In this clause the term "drug" includes "medicines".  
10. The pharmacy contractor shall produce to the chief executive officer such evidence as 
the chief executive officer may require to confirm that the pharmacy contractor is 
registered in accordance with the terms of the Data Protection Act, 1988. The board and 
the pharmacy contractor shall each ensure their compliance with the Data Protection Act, 
1988 and any amendments thereto and any regulations enacted under that Act. The board 
and the pharmacy contractor shall further ensure that persons having access to data 
arising on foot of this agreement will comply with the provisions of the said legislation.  
In particular, the pharmacy contractor shall provide to the chief executive officer, 
evidence that the registered purpose for which the data is kept includes facilitating the 
board and the General Medical Services (Payments) Board in collecting and assimilating 
information in respect of and monitoring the use and dispensing of medicines by 
pharmacy contractors under the terms of this agreement.  
11. The pharmacy contractor shall at his/her place of practice exhibit in such manner as to 
be readily visible by the public, a notice to be provided by the board, or by a body acting 
on behalf of the board, indicating that he has entered into an agreement to provide 
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services under the provisions of the Health Act, 1970 and shall indicate thereon the hours 
of service under this agreement with the board.  
12. (1) The board shall in consideration of the service provided by the pharmacy 
contractor in accordance with these terms and conditions and on foot of claims made in 
the form and at the times directed by the Minister, make payments or arrange for 
payments to be made to the pharmacy contractor for prescriptions dispensed at his/her 
contracted community pharmacy in accordance with such rates as may be approved or 
directed by the Minister from time to time after consultation with the Pharmaceutical 
Contractors' Committee.  
(2) The boards, including the General Medical Services (Payments) Board, and pharmacy 
contractors shall jointly facilitate the introduction, development and use of appropriate 
information technology and telematic services for the effective management of the 
schemes including the collection and dissemination of information and the transmission 
of claims data.  
13. (1) The pharmacy contractor shall not demand or accept any payment or 
consideration whatsoever other than payments under clause 12(1) in reward for the 
supply of medicines which under the Health Act, 1970 are to be supplied without charge.  
(2) The pharmacy contractor may request identification and evidence of eligibility for all 
drug schemes to which the State shall or may contribute in whole or in part.  
14. (1) The pharmacy contractor shall make arrangements to supply on an appropriate 
claim form, in relation to any medicines dispensed under clause 1 (1 )(b), such 
information as may be deemed relevant by the chief executive officer following 
consultation with the Pharmaceutical Contractors' Committee.  
(2) The pharmacy contractor shall co-operate with the chief executive officer and the 
General Medical Services (Payments) Board in the discharge of any statutory obligations 
imposed upon them including the obligation to establish the accuracy of claims.  
15. Where the chief executive officer of the board has reason to believe that a pharmacy 
contractor has failed to comply with any of the terms of the agreement, or is conducting 
himself/herself or his/her business in such a way as may present a danger to public health, 
or if the pharmacy contractor, or any person employed by the pharmacy contractor, has 
been convicted of an offence which is considered by the chief executive officer to be 
serious in the context of the practice of pharmacy, the chief executive officer shall notify 
the pharmacy contractor of the reasons for such belief by registered post and inform him 
that he will consider any representations in regard to the matter which may be received by 
him from the pharmacy contractor within fourteen days of the date of the notification. 
The chief executive officer may, if he is satisfied, after consideration of any 
representations which the pharmacy contractor may make in regard to the matter, that the 
pharmacy contractor has not complied with the terms of the agreement and if he so thinks 
fit, either -  
(a) issue a warning to the contractor or otherwise communicate appropriately with him, or  
(b) arrange for the reference of the matter to a committee established under clause 16 of 
this Agreement for the purpose of investigating such a matter.  
16. The committee established by the chief executive officer to carry out the investigation 
referred to in clause 15 shall consist of:  
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(i) one person (being chairman of the Committee) who shall be nominated by the 
Minister for Health in consultation with the Pharmaceutical Contractors' Committee and 
who shall be legally qualified;  
(ii) two persons selected by the chief executive officer; and  
(iii) two persons nominated by the Pharmaceutical Contractors' Committee.  
17. A committee established in accordance with clause 16 shall act in accordance with the 
following rules-  
(i) The committee may act notwithstanding any vacancy among its members.  
(ii) The committee may not act unless the Chairman and at least one of the persons 
selected by the chief executive officer and one of the persons nominated by the 
Pharmaceutical Contractors' Committee are present.  
(iii) The chairman of the committee shall convene the first meeting of the committee not 
less than ten days after the committee is established.  
(iv) During the conduct of the committee's proceedings, the chairman shall have 
discretion as to the conduct of the proceedings and in particular shall -  
(a) decide the order of appearance of persons appearing before the committee;  
(b) permit the pharmacy contractor concerned, or the chief executive officer, to appear in 
person or to be represented and/or assisted by another person; and  
(c) hear, if he/she thinks fit, any person who is not a party to the proceedings.  
(v) Any questions arising before the committee shall be decided by the majority of the 
members of the committee who are present and vote and, in case of an equality of votes 
on any question, the chairman shall have a second or casting vote.  
(vi) The committee shall make its recommendations in writing to the chief executive 
officer who shall notify in writing (within seven days) the pharmacy contractor concerned 
of the recommendations.  
(vii) A committee shall complete its examination of a complaint with all practicable 
speed.  
(viii) Where a committee upholds a complaint, it may -  
(a) recommend to the board that the pharmacy contractor should be admonished;  
(b) recommend to the board that the pharmacy contractor or the supervising pharmacist 
concerned, should undergo specific periods of educational training and/or supervised 
practice, the cost of which will be deducted from the monies due to the pharmacy 
contractor;  
(c) recommend to the board that a deduction should be made from monies due to the 
pharmacy contractor;  
(d) recommend termination of the agreement between the board and the pharmacy 
contractor.  
(ix) Where the committee recommends the termination of the agreement, the chief 
executive officer shall notify in writing (within seven days of receipt of the committee's 
recommendation) the pharmacy contractor concerned that the agreement shall be 
terminated on behalf of the board after the expiration of a period of twenty-one days, 
unless a request has been made to the Minister under paragraph (x). The chief executive 
officer shall at the same time notify in writing the Registrar of the Pharmaceutical Society 
of Ireland of the recommendation of the Committee and shall on request from the 
Registrar supply such particulars as may be necessary for the Society to consider the 
matter.  
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(x) The pharmacy contractor in relation to whom a recommendation for termination of an 
agreement has been made under paragraph (viii) may request the Minister to issue a 
direction to the chief executive officer as provided for in paragraph (xi).  
(xi) A request under paragraph (x) shall be submitted in writing to the Minister either by 
the pharmacy contractor concerned or on hislher behalf and shall specify the grounds on 
which the pharmacy contractor requests the Minister to issue a direction to the chief 
executive officer and the Minister shall notify the chief executive officer of the receipt of 
such request.  
(xii) Where a request is made to the Minister under paragraph (x), the Minister may give 
to the chief executive officer a direction (being a direction to comply with the 
recommendation of the committee or such other direction as the Minister considers 
appropriate) and the chief executive officer shall comply with any such direction. 
18. (1) The chief executive officer may, after consultation with the chairman or in his/her 
absence the vice-chairman of the board, suspend an agreement pending a decision 
following a reference to a committee established under clause 16 where in the opinion of 
the chief executive officer the circumstances are sufficiently serious to warrant such 
suspension in the public interest. Where the decision to suspend the agreement arises 
from an issue in respect of the practice of pharmacy, the chief executive officer shall 
prior to suspending an agreement consult with a member of the Council of the 
Pharmaceutical Society of Ireland who is a pharmacist practising in a community 
pharmacy and who has been nominated by the Registrar of the Pharmaceutical Society of 
Ireland. In circumstances where there is no alternative community pharmacy in a 
particular area, the chief executive officer, following the above consultative process, may 
arrange for the assignment of a supervising pharmacist to the pharmacy in question 
pending a decision following a reference to a committee established under clause 16. 
Except in circumstances where there is no case to be answered following such 
proceedings, the cost of any such arrangement shall be the responsibility of the pharmacy 
contractor concerned.  
(2) In the event of the termination of the contract, the chief executive officer may 
continue with such an arrangement for the management of the pharmacy in question until 
such time as alternative arrangements are made for the provision of community pharmacy 
services in the area.  
19. (1) This agreement shall terminate forthwith on the pharmacy contractor or, in the 
case of a body corporate, the supervising pharmacist, ceasing to be entitled to practice as 
a pharmacist or upon his/her ceasing to keep open shop for the compounding and 
dispensing of medical prescriptions or on the cessation of the said contractor's entitlement 
so to do.  
(2) The pharmacy contractor may terminate the agreement on giving three months notice 
in writing or such shorter period of notice, in writing, as may be agreed by the chief 
executive officer.  
(3) This agreement is to be construed as contingent upon the terms agreed or to be agreed 
between the Minister and the Pharmaceutical Contractors' Committee regarding 
arrangements for the provision of pharmaceutical services under the provisions of the 
Health Act, 1970. The pharmacy contractor and the board agree that any changes in the 
terms of such arrangements, which may be agreed between the Minister and the 
Pharmaceutical Contractors' Committee, shall be incorporated into this agreement and the 
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terms of this agreement shall be construed accordingly, following the issue of a 
notification of such agreed changes by the Minister.  
(4) Nothing in this agreement shall interfere with the statutory functions prescribed from 
time to time of the Minister or of the chief executive officer.  
(5) The terms and conditions of this agreement between the Pharmaceutical Contractors' 
Committee and the Minister may be subject to review after a period of five years. In 
default of agreement on any such review, the matters of disagreement shall be subject to 
mediation and recommendation by a third party appointed by the Minister following 
consultation with the Pharmaceutical Contractors' Committee. Any alterations to the 
agreement between the Minister and the Pharmaceutical Contractors' Committee arising 
from the review provided for in this clause, shall be incorporated into this agreement and 
the terms of this agreement shall be construed accordingly, following the issue of a 
notification of such agreed changes by the Minister. The terms and conditions of this 
agreement may also be extended for specified periods with the agreement of the Minister 
and the Pharmaceutical Contractors' Committee.  
20. (1) In the case of a body corporate, the pharmacy contractor shall submit to the chief 
executive officer a statement in writing signed by two directors, or by a director and the 
secretary, on behalf of the said body corporate, specifying the name of the supervising 
pharmacist under whose supervision the community pharmacy in respect of which the 
agreement relates and the dispensing and compounding of medical prescriptions therein is 
conducted.  This statement shall be submitted in the format prescribed in the appendix to 
this Schedule and shall also be signed by the supervising pharmacist concerned and 
witnessed.  Where the aforementioned supervising pharmacist ceases to act in that 
capacity, this agreement shall terminate one month after the date he/she has ceased to so 
act, unless a new statement as prescribed in this paragraph has been furnished to and 
accepted by the chief executive officer.    
(2) Sub-clause(1) shall also apply in the case of a community pharmacy which is 
conducted otherwise than under the personal supervision of the pharmacist owner thereof. 
21.(1) An agreement in respect of any community pharmacy, the owner or beneficial 
owner of which is a practitioner who practices or who commences to practice as such in 
the area in which the pharmacy is located, shall be void.  A director or a shareholder of a 
body corporate, being the pharmacy contractor under this agreement, shall not be a 
practitioner practising as such in the area in which the pharmacy is located; where the 
owner or beneficial owner of the said body corporate is a practitioner practising as such 
in the area in which the pharmacy is located shall be void. 
 (2) Sub-clause (1) shall not apply in the case of any person who was the holder of a 
contract on the 30th day of May, 1996. 
 (3) In the case of a body corporate, the chief executive officer shall be furnished with a 
list of directors and shareholders of the said body corporate and the company secretary 
shall confirm by way of certificate the directors and shareholders are directors and 
shareholders on their own account and not in their capacity as nominees or trustees, for 
any other person.  In the event that such directors or shareholders hold such directorships 
or shares in their capacity as nominees or trustees, then this agreement shall be void 
22. (1) This agreement is personal to the holder thereof and relates only to the premises 
specified in the agreement and the professional practices, including the dispensing and 
compounding of medical prescriptions conducted therein.  It is non-transferable. 
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(2) The premises referred to in sub-clause (1) shall include any premises approved by the 
chief executive officer under article 4 of the Health (Community Pharmacy Contractor 
Agreement) Regulations, 1996 which provide for the relocation of a community 
pharmacy. 
(3) Where the holder of an agreement is a body corporate and a change in the ownership 
or in the beneficial ownership of the said body corporate takes place, the agreement shall 
automatically terminate and a new agreement shall be required by the said body 
corporate. 
(4) Without prejudice to the foregoing, the pharmacy contractor shall notify the chief 
executive officer immediately in writing of any change in the ownership or in the 
beneficial ownership of the community pharmacy in respect of which the agreement 
relates. 
(5) Where the pharmacy contractor, being an individual, is declared bankrupt, or being a 
body corporate, has a liquidator, receiver or examiner appointed to it or where the 
pharmacy contractor is insolvent, then this agreement shall immediately terminate, but 
without prejudice to the rights of either party accruing prior to the date of termination.     
(6) In the event of the death of the pharmacy contractor, being an individual, or in the 
case that the pharmacy contractor is a body corporate, the death of the supervising 
pharmacist, such death shall be notified to the chief executive officer as soon as 
reasonably possible and the agreement shall, in such event, remain in force for a period of 
one month from the date of the death of the pharmacy contractor or supervising 
pharmacist as the case may be and shall, on the expiration of that period, terminate. This 
is without prejudice to the entitlement of the chief executive officer, to grant to any other 
party, a Community Pharmacy Contractor Agreement in respect of the premises the 
subject of this agreement.  
23. (1) For the purposes of clauses 21 and 22, the chief executive officer shall, prior to 
the granting of a contract agreement, obtain a statutory declaration of the company 
secretary where appropriate or other competent person in order to identify the ownership 
or the beneficial ownership of the business, in respect of which the proposed agreement is 
to relate.  
(2) The pharmacy contractor shall furnish to the chief executive officer such statutory 
declarations of the company secretary where appropriate or other competent person as it 
may require from time to time for the purposes of identifying the ownership or the 
beneficial ownership of the community pharmacy practice in respect of which the 
agreement relates.  
24. (1) The pharmacy contractor shall ensure that his/her personal professional liability 
and that of anyone employed by him/her is adequately covered by indemnity insurance 
which shall cover legal representation in addition to other costs or damages which may 
arise. Such insurance shall cover the professional liability of any supervising pharmacist 
or other pharmacist employed or engaged in connection with the supervision of his/her 
pharmacy and the compounding and dispensing of medicines therein. The pharmacy 
contractor shall on request produce to the chief executive officer such evidence of 
adequate personal professional liability insurance as the chief executive officer may 
require.  
(2) The pharmacy contractor shall give the chief executive officer, if he so requests, the 
name, address and registration number as a pharmacist, of any pharmacist employed or 
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engaged by him/her for the dispensing and compounding of medicines under this 
agreement.  
25. This agreement shall be subject to the provisions of any legislation or regulations 
relating to the practice of pharmacy which may be enacted from time to time.  
 
APPENDIX   
 Statement for purpose of clause 20 of the Community Pharmacy Contractor Agreement 
for the Provision of Community Pharmacy Services under the Health Act, 1970.  
 
To       Health Board  
 
I(We)    (i) (hereinafter called the pharmacy contractor),  
of     being lawfully entitled to keep open shop and keeping open 
shop for the compounding and dispensing of medical prescriptions under the Pharmacy 
Acts, 1875 to 1977 at     hereby state that    a 
registered pharmaceutical chemist  (Registration Number:                        ) has been 
appointed by this body corporate as the supervising pharmacist responsible for the 
supervision of the community pharmacy in respect of which this agreement relates.  
Signature of Pharmacy Contractor (ii)     Date 
Signature of Witness        Date 
 
I,     being a registered pharmacist (Registration Number:  
 ) declare that I have accepted responsibility as the supervising pharmacist for the 
community pharmacy      and that I am not acting in a similar 
capacity in respect of any other community pharmacy.  
Signature of Supervising Pharmacist      Date 
Signature of Witness       Date 
 
Notes  
(i) A sole proprietor must give his full name.  The full names and addresses of all the 
parties in a partnership must be stated. The exact corporate name of a company together 
with its Companies Office Registration Number must be given.  
(ii) A sole proprietor must sign personally At least two partners must sign for a 
partnership.  Two directors or a director and the company secretary must sign for a 
company. 
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Appendix 3 
Pharmacy Legislation  

 
Pharmacy Acts 

 
The Pharmacy Acts and associated regulations are currently under review, with a view to 
consolidation and modernisation, in parallel with the review of medical legislation. 
 
Pharmacy Act, 1875 (Amendment Act, 1890) 
Establishes:  Pharmaceutical Society of Ireland, to regulate the profession and practice of 
pharmacy in Ireland in the interests of protecting public health; registers; examinations 
and fees for exams. 
 
Pharmacy Act, 1951  
Deals with:  Register of dispensing chemists and druggists; examinations; restriction of 
title of dispensing chemist and druggist; allowing the sale of poisons. 
 
Pharmacy Act, 1962 (No 14 of 1962)   
Deals with:  keeping of open shop for dispensing; restrictions on the use of titles; 
regulations on training and examinations; foreign qualifications; charging of fees by the 
Council; Fellowship of the Council. 
 

Community Pharmacy Contract Legislation 
 
The review of these regulations, in light of the OECD report, forms the basis of the 
Group’s work.  These issues are set out in the main report. 
 
Health (Community Pharmacy Contractor Agreement) Regulations, 1996 
Specify the criteria and procedures for awarding of new community pharmacy contracts 
under the Health Act, 1970. 

 SI 152/1996: HEALTH (COMMUNITY PHARMACY 
CONTRACTOR AGREEMENT) REGULATIONS, 1996 

 

The Minister for Health, in exercise of the power conferred 
on him under Section 59(4) of the Health Act, 1970, and with 
consent of the Minister for Finance, hereby makes the 
following Regulations:— 

Citation 1. These regulations may be cited as the Health (Community 
Pharmacy Contractor Agreement) Regulations, 1996. 

Interpretation 2. (1) In these regulations— 

 

"catchment area", in relation to a community pharmacy, 
means the natural geographic area to which the community 
pharmacy at its location may reasonably be expected to 
provide its services to the population in that area; 
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"chief executive officer" means the chief executive officer of 
the health board in whose functional area the community 
pharmacy is located and includes any other officer of the 
health board designated for the purpose by such chief 
executive officer; 

 
"community drug schemes" means any scheme involving the 
supply of medicines or the reimbursement in respect of 
medicines supplied other than in the GMS; 

 

"community pharmacy" means a shop being lawfully kept 
open for the dispensing and compounding of medical 
prescriptions in accordance with the Pharmacy Acts, 1875 to 
1977, including the storage and dispensary areas relating 
thereto, but does not include a pharmacy operated in a 
hospital, nursing home or similar institution except in 
circumstances where such shop, operated by or in the said 
hospital, nursing home or similar institution, is intended to 
provide for the dispensing and compounding of medical 
prescriptions to the public at large; 

 

"urban and large town" means a town having a total 
population of not less than 3,000, including the population in 
its suburbs and environs, as reported from time to time by the 
Central Statistics Office in the National Census of Population;

 

"definite public health need" means that in the catchment area 
to be served by a new community pharmacy in respect of 
which an application for a community pharmacy contractor 
agreement has been made — 

 
(i) in the case of urban and large towns, the catchment 
area has a population of not less than 4,000 for most of the 
year; 

 (ii) in the case of other locations, the catchment area has a 
population of not less than 2,500 for most of the year; and 

 

(iii) the distance between the premises in respect of which 
the community pharmacy contractor agreement is being 
sought and the nearest community pharmacy measured 
door to door by the shortest lawful access route, is 

 (a) 250 metres in the case of urban and large towns; 
 (b) 5 kilometres in rural areas; and 

 

(iv) the community pharmacy contractor agreement 
applied for will not have an adverse impact on the 
viability of existing community pharmacies in their 
respective catchment areas to the extent that it will affect 
the quality of pharmacy services being provided by them; 

 "GMS" means the scheme for the provision of medicines 
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under Section 59(1) of the Health Act, 1970; 

 "health board" means a board established under Section 4 of 
the Health Act, 1970; 

 
"medicines" includes drugs, medicines, reagents and 
appliances and such other products as may be approved from 
time to time by the Minister; 

 "the Minister" means the Minister for Health; 

 

"new community pharmacy" means a community pharmacy 
which was not open and providing pharmacy services under 
the Health Act 1970 on or immediately before the coming 
into force of these Regulations; 

 
"the pharmaceutical contractors' committee" means the 
pharmaceutical contractors' committee of the Irish 
Pharmaceutical Union; 

 

"pharmacist" means a registered pharmaceutical chemist, a 
registered dispensing chemist and druggist or a licentiate of 
Apothecaries Hall who obtained his licentiate prior to 31st 
December, 1975; 

 

"community pharmacy contractor agreement" means an 
agreement entered into between a health board and the 
proprietor of a community pharmacy in order to enable that 
pharmacy to provide pharmacy services under the Health Act, 
1970; 

 "supervising pharmacist" means the pharmacist under whose 
personal supervision the community pharmacy is conducted; 

 

"pharmacy contractor" means a proprietor of a community 
pharmacy who has entered into a community pharmacy 
contractor agreement with the health board in whose 
functional area the pharmacy is located. 

 

(2) In these Regulations, unless the context otherwise 
indicates, any reference to an article shall be construed as a 
reference to an article contained in these Regulations and any 
reference in an article to a sub-article shall be construed as a 
reference to a sub-article of that article. 

Scope of 
Regulations 

3. These Regulations shall not apply to any community 
pharmacy which was open and providing services under the 
Health Act, 1970 on or immediately before the coming into 
force of these Regulations. 

Relocation of 
community 
pharmacies 

4. (1) Subject to sub-article (2), these Regulations shall not 
apply to the relocation of a community pharmacy, which is 
the subject of a community pharmacy contractor agreement, 
in any of the following circumstances— 
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(i) the temporary relocation of a community pharmacy for 
a maximum period of one year in circumstances involving 
the renovation or refurbishment of the said pharmacy 
premises. The chief executive officer may grant his/her 
approval for an extension of the said period of temporary 
relocation provided he/she is satisfied that such extension 
is necessary in order to complete the work within the 
extended period; 

 

(ii) the permanent relocation of a community pharmacy 
necessitated by a decision of a statutory authority, other 
than the health board or the chief executive officer, in 
circumstances which are wholly outside the control of the 
pharmacy contractor; 

 

(iii) where the health board or the chief executive officer 
makes a decision or gives approval to the relocation of 
other related health services which, in the opinion of the 
chief executive officer, may adversely affect the viability 
of a community pharmacy in respect of which a 
community pharmacy contractors' agreement is held at its 
existing location; 

 
(iv) where two or more community pharmacies, in respect 
of which community pharmacy contractor agreements are 
held, amalgamate; 

 

(v) the permanent relocation of an existing community 
pharmacy to an adjacent premises with a view to 
improving the facilities and the community pharmacy 
services to be provided therein; 

 (vi) any other exceptional circumstances which the chief 
executive officer may determine from time to time; 

 (2) Any relocations referred to in sub-article (1) shall be 
subject to the following conditions— 

 

(i) the approval in writing of the chief executive officer, 
following consideration of the provisions of this article, 
shall have been obtained in respect of the proposed 
relocation; 

 

(ii) the premises into which the community pharmacy is 
relocated, its equipment, facilities and staff, and the 
activities conducted therein shall be such as to meet the 
requirements of the community pharmacy contractor 
agreement including such standards in that regard as may 
be published from time to time by the Pharmaceutical 
Society of Ireland with the consent of the Minister; 

 (iii) the distance door to door of the relocated community 
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pharmacy by the shortest possible lawful route from its 
previous location shall not exceed 250 metres and shall 
have regard to the impact on existing pharmacy 
contractors and the availability of community pharmacy 
services in the catchment area; 

 
(3) Before granting approval under sub-article (2)(i), the chief 
executive may consult with the Pharmaceutical Society of 
Ireland and/or the pharmaceutical contractors' committee. 

 (4) The chief executive officer shall furnish to the applicant 
for relocation— 

 (i) any information which he may have received pursuant 
to consultation held by virtue of sub-article (3); 

 (ii) any other information which comes into his/her 
possession in his/her consideration of the application; 

 

and shall consider any further observations submitted by 
the applicant on foot of the information furnished under 
this sub-article. Any such observations shall be made 
within twenty-one days of the date on which the 
information was furnished to the applicant. 

 

(5) Notwithstanding the provisions of sub-article (2)(iii), the 
chief executive officer may at his/her discretion allow the 
relocation of a community pharmacy at a location otherwise 
than is provided for in the sub-article (1), provided that the 
relocation reasonably relates to the catchment area in which 
the community pharmacy was previously located. In reaching 
a decision under this sub-article, the chief executive officer 
may consult with the Pharmaceutical Society of Ireland 
and/or the pharmaceutical contractors' committee. 

Conditions for 
granting a 
community 
pharmacy 
contractor 
agreement 

5. (1) Subject to the provisions of these Regulations, no 
community pharmacy contractor agreement shall be granted 
or offered unless the chief executive officer is satisfied in 
respect of the following conditions— 

 
(i) that there is a definite public health need for the supply 
of community pharmacy services in the particular 
catchment area to which an application relates; 

 (ii) the premises have free and direct access to the public 
road at all times; 

 

(iii) the proposed premises, its equipment, facilities and 
staff, and the activities to be undertaken thereon, shall be 
such as to meet the requirements of the community 
pharmacy contractor agreement applied for, including any 
standards for such premises, equipment, facilities, staffing 
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and activities conducted therein as may be published from 
time to time by the Pharmaceutical Society of Ireland 
with the consent of the Minister; 

 

(iv) the proposed supervising pharmacist shall have at 
least three years recent post registration experience in the 
practice of community pharmacy including up-to-date 
professional knowledge and experience in the counselling 
of patients in their use of medicines and is not acting in a 
similar capacity in respect of any other pharmacy; 

 
(v) the proposed supervising pharmacist shall have a high 
degree of professional competence including the ability to 
effectively manage the community pharmacy; 

 

(vi) the proposed pharmacy practice has a reasonable 
prospect of being viable in the context of the pharmacy 
services to be provided and that there is a long term 
commitment to the catchment area which it is intended to 
serve. 

 

(2) Notwithstanding the provision of sub-article 1(i), the 
prescribed population and/or distances between premises may 
be adjusted at the discretion of the chief executive officer to 
take account of any exceptional demand for community 
pharmacy services in the catchment area, having regard to the 
geographic characteristics and public health needs of that area 
and the overall community pharmacy services in the 
functional area of the Board and in adjoining boards, where 
appropriate. In making a decision under this sub-article, the 
chief executive officer may consult with the Pharmaceutical 
Society of Ireland and/or the pharmaceutical contractors' 
committee. 

Supervising 
pharmacist 

6. A condition of granting a new community pharmacy 
contractor agreement shall be that a pharmacist having the 
experience required under sub-article (1)(iv) of article 5 shall 
be maintained in the position of supervising pharmacist, at the 
community pharmacy concerned. 

Application for a 
community 
pharmacy 
contractor 
agreement 

7. (1) The applicant for a community pharmacy contractor 
agreement shall be required to make a detailed application in 
writing to the chief executive officer of the health board, in 
whose functional area the community pharmacy is to be 
located, in the manner determined by the chief executive 
officer. Such applications shall include the following— 

 

(i) a description of the community pharmacy services to 
be provided which shall be consistent with the terms and 
conditions of the community pharmacy contractor 
agreement; 
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(ii) such evidence as demonstrates that there is a definite 
public health need for the supply of community pharmacy 
services in the particular catchment area to which the 
application relates; 

 

(iii) evidence of the viability of the pharmacy practice in 
respect of which a community pharmacy contractor 
agreement is being sought which shall be based on the 
projected level of activity expected to be generated from 
the professional practice of pharmacy, excluding those 
activities which are not related to the professional practice 
of pharmacy; 

 

(iv) name, address and registration number (as a 
pharmacist) of the proposed supervising pharmacist, 
including details of his/her recent experience in the 
practice of community pharmacy and of his/her 
experience in the counselling of patients in their use of 
medicines, and how he/she has kept up-to-date in his/her 
professional knowledge; 

 (v) details of any other pharmacist and other staff to be 
engaged in the operation of the pharmacy; 

 (vi) the address of the proposed community pharmacy; 

 

(vii) any other information which may be deemed 
necessary by the chief executive officer for the purpose of 
making an application or supplementing an application 
already made; 

 

(2) (i) Applications shall be determined by the chief executive 
officer within a period of six months from the date the 
application is received following consultation with the 
assessment board established under article 8(1); 

 

(ii) On receipt of an application under these Regulations, 
the chief executive officer shall immediately publish a 
notice in a daily newspaper in common circulation in the 
area to which the application relates, to the effect that 
he/she has received an application for the supply of 
community pharmacy services in respect of the particular 
catchment area, and that any observations may be made in 
writing to the chief executive officer within two calendar 
months from the date of publication of the notice. 
Additional applications may be made in respect of the said 
catchment area within the said two month period; 

 

(iii) Additional applications received by the chief 
executive officer in respect of the catchment area, within 
the said period of two months, shall be in conformity with 
sub-article (1) and shall be considered by the chief 
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executive officer and determined as if all the applications 
had been received on the same day as the original 
application, and as part of the same determination process. 
The chief executive officer shall not be obliged to publish 
a notice in respect of such additional applications; 

 (iv) Each application shall be accompanied by a non 
refundable fee of £500 payable to the health board. 

 

(3) No action shall be taken by an applicant for a community 
pharmacy contractor agreement, which in the opinion of the 
chief executive officer, could be interpreted as attempting to 
improperly influence members of the assessment board or the 
chief executive officer in determining the application. 

Assessment board 8. (1) The chief executive officer shall establish an 
assessment board, comprised of an independent chairperson 
who shall be legally qualified, a senior officer of the health 
board and a person from a panel of sixteen supervising 
pharmacists. Such panel shall be maintained by the Minister 
on the nomination of the Council of the Pharmaceutical 
Society of Ireland. Membership of the panel shall be for a 
period of three years. Outgoing members shall be eligible for 
re-nomination. 

 

(2) The rules of procedures for the conduct of meetings of the 
assessment board and for the receipt of formal submissions, 
written and oral, shall be established by the chief executive 
officer, in establishing the board. 

 (3) The functions of the assessment board shall be — 

 

(i) to evaluate whether there is a definite public health need 
for the supply of community pharmacy services in the 
particular catchment area in respect of which an application 
or applications have been made; 

 (ii) to examine all applications received within the period 
prescribed in sub-article (2)(ii) of article 7; 

 
(iii) to consider any observations received by the chief 
executive officer pursuant to the notice published by virtue 
of sub article (2)(ii)of article 7; and 

 
(iv) to make recommendations to the chief executive 
officer with regard to the granting of a community 
pharmacy contractor agreement. 

 (4) The chief executive officer shall furnish to each applicant 
— 

 
(i) any observations he/she may have received pursuant to 
the notice published by virtue of sub article (2)(ii)of article 
7; and 



PRG – Appendix 3 

ix 

 
(ii) any studies or analysis which the chief executive officer 
or the assessment board may conduct or cause to be 
conducted as part of the assessment process; 

 

and the chief executive officer and the assessment board 
shall consider any further observations submitted by 
applicants on foot of the information furnished under this 
sub-article. Any such observations shall be made within 
twenty-one days of the date on which the information is 
forwarded by the chief executive officer to the applicant. 

 

(5) Before proceeding to complete the examination of the 
individual applications, the assessment board shall make a 
recommendation to the chief executive officer as to whether 
there is a definite public health need, as defined by sub-article 
(1) of article 2, for the supply of community pharmacy 
services in the particular catchment area to which the 
application relates. 

 

(6) The chief executive officer shall furnish to each applicant 
a copy of the recommendation made under sub-article (5) and 
shall consider any further observations made by applicants in 
this regard. Any such observations shall be made within 
twenty-one days of the date on which the recommendation is 
forwarded by the chief executive officer to the applicant. 

 

(7) Following receipt of a recommendation from the 
assessment board as to whether there is a definite public 
health need, as defined by sub-article (1) of article 2, in the 
particular catchment area to which the application relates, and 
consideration of any further observations pursuant to sub-
article (6), the chief executive officer may — 

 (i) request the assessment board to review its 
recommendation giving reasons for such a request; or 

 
(ii) request the assessment board to complete its 
examination of each application and to make its 
recommendations. 

 

(8) In its examination of applications, the assessment board 
shall have regard to the requirements of the terms and 
conditions of, and the standard of service to be provided 
under, the community pharmacy contractor agreement applied 
for. 

 

(9) In its examination of applications, the assessment board 
may, at its sole discretion, receive oral submissions from 
applicants, in support of the original written applications, who 
in the event that they are not the proposed supervising 
pharmacist, shall be accompanied by the proposed 
supervising pharmacist. In the case of a company, the oral 
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submissions shall be made by the managing director, or the 
secretary of the company, accompanied by the supervising 
pharmacist. 

Determination of 
applications by 
chief executive 
officer 

9. (1) On receipt of the recommendations from the assessment 
board the chief executive officer shall determine applications 
and in respect of the individual applications notify in writing 
each applicant of his/her decision. 

 

(2) Where an offer of a community pharmacy contractor 
agreement has been made, the successful applicant shall 
indicate in writing his/her acceptance of the offer within one 
calendar month of the date of such offer and shall enter into a 
bond of £5,000 in favour of the health board, which shall be 
redeemable by the health board, in the event of the applicant 
not entering into the contract within the prescribed period. 
The offer shall be personal to the applicant, non-transferable 
and shall lapse unless the applicant has established the 
proposed community pharmacy and has entered into a 
community pharmacy contractor agreement within twelve 
months of the date of the offer. 

 
(3) The chief executive officer may in exceptional 
circumstances, and at his/her discretion, extend the 
aforementioned twelve month time limit. 

 

(4) Where a chief executive officer refuses to offer any 
community pharmacy contractor agreement on grounds that a 
definite public health need has not been established, he shall 
notify in writing each applicant to that effect. 

Appeals 10. (1) Where an application has been refused by a chief 
executive officer on grounds that a definite public health need 
has not been established, an applicant may appeal on this 
ground in writing to the Minister within a period of twenty 
one days, from the date of notification by the chief executive 
officer. 

 
(2) An appeal under this article shall be sent by post in an 
envelope addressed to the "Minister for Health, Hawkins 
House, Dublin 2". 

 
(3) A person making an appeal under this article shall furnish, 
immediately on request, to the Minister any information he 
may require to enable him to decide the appeal. 

 
(4) The chief executive officer shall provide the Minister with 
all relevant information relating to the decision of the chief 
executive officer. 

 (5) A person making an appeal under this article shall, on 
request, be entitled to receive a copy of all information 
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furnished under sub-article (4). 

 (6) Where an appeal is made under this article, the Minister 
may— 

 (i) uphold the decision of the chief executive officer; 

 (ii) direct the chief executive officer to reconsider his/her 
decision in this regard; 

 (iii) direct the chief executive officer to take such action as 
the Minister deems appropriate. 

Applications with 
prior financial 
commitments 

11. (1) Notwithstanding the provisions of these Regulations, 
where the chief executive officer receives an application for a 
community pharmacy contractor agreement before 1 January 
1997, showing that the applicant had, in the twelve months 
prior to the making of these Regulations, entered into a 
financial commitment for the procurement of a premises for 
the specific purpose of opening a community pharmacy, 
he/she shall grant the said contract, provided that he/she is 
satisfied that there was such a commitment and that the 
applicant produces to the chief executive officer — 

 

(i) evidence (e.g. a bank statement) indicating payments in 
respect of the said commitments, supported by an affidavit 
of the applicant that the commitments had been entered 
into within the period concerned; and 

 

(ii) copies of any contracts entered into, supported by an 
affidavit of the applicant's solicitor attesting to the 
authenticity of the copies and to the correctness of the dates 
on which the said contracts were entered into; and 

 

(iii) evidence, supported by an affidavit of the applicant 
and of the applicant's solicitor, that the said commitments 
for the procurement of a premises were for the specific 
purpose of opening a community pharmacy. 

 

(2) The solicitor referred to in sub-article (1) shall have no 
personal or beneficial interest in the application other than 
that of a professional nature as a solicitor acting on behalf of 
the applicant. 

Determination of 
definite public 
health need by a 
chief executive 
officer 

12. A chief executive officer may determine that there is a 
definite public health need for community pharmacy services 
in a particular area and in such circumstances shall seek 
applications for a community pharmacy contractor agreement 
by way of appropriate public advertisement and in accordance 
with these Regulations. Any applications received in response 
to such advertising will be processed and determined in 
accordance with the provisions of article 7. 

Commencement 13. These regulations shall come into operation on the 31st 
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day of May, 1996. 

 Given under the official seal of the Minister for Health this 
30th day of May, 1996. 

 MICHAEL NOONAN 
 Minister for Health 
 The Minister for Finance consents to these Regulations 

 Given under the official seal of the Minister for Finance this 
30th day of May, 1996. 

 RUAIRI QUINN 
 Minister for Finance 
 EXPLANATORY NOTE 

 

These Regulations specify the criteria and procedures under 
which the chief executive officer of the relevant health board 
shall determine the issue of new community pharmacy 
contractor agreements for the provision of community 
pharmacy services under the Health Act, 1970. 

 
Health (Miscellaneous Provisions) Act, 2001 
Replaces section 59 of the 1970 Health Act, to provide a stronger basis for making 
regulations in relation to community pharmacy contracts. 
 

EC Regulations 
 
The EC Regulations implement European directives on mutual recognition of 
qualifications.  These issues will be examined by the Review Group. 
 
European Communities (Recognition of Qualifications in Pharmacy) Regulations, 
1987 
Give statutory effect to Directives 85/432/EEC, 85/433/EEC and 85/584/EEC on mutual 
recognition of formal pharmacy qualifications for member state nationals. 
 
European Communities (Recognition of Qualifications in Pharmacy) Regulations, 
1991 
Give effect to Directive 90/658/EEC, following German reunification and clarify, in 
accordance with Directive 85/433/EEC, the definition of an authorised person in the 
context of new pharmacies. 
 
European Communities (European Economic Area) (Recognition of Qualifications 
in Pharmacy) Regulations, 1994 
Give legal recognition to pharmacy qualifications held by nationals of European 
Economic Area (EEA) states that are not EU members, giving EEA pharmacists the same 
rights as EU pharmacists. 
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EEC Directive 85/432/EEC  
Concerns setting and maintaining minimum standards to be observed in the training of 
pharmacists. 
 
EEC Directive 85/433/EEC (as amended by 85/584/EEC)  
Concerns mutual recognition of pharmacy qualifications awarded in Member States and 
includes measures for people holding such qualifications, with certain derogations, to 
practise in any member state. 
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Appendix 4 

Pharmacy Review – Submissions 
 
1.  Public Submissions 
 
Number of submissions:  72 
Representing: general public (6), pharmacists (42), pharmacy academics (2), 
consumer/interest groups (5), pharmacy sector (4), state sector (5), health boards (5), 
other professions (3)  
 
Summary of Issues Raised in Submissions 
 
Competition 
− Can’t compare pharmacies to pubs or taxis: medicines are a controlled commodity, 

with professional controls 
− Ireland has the lowest pharmacy/population ratio in Europe: there are currently 

enough outlets, competing on service and hours 
− Fewer pharmacies, less choice: more pharmacies, more service competition 
− The1996 Regulations restricted numbers, giving less choice for less mobile, more 

vulnerable groups 
− Price competition would produce lower margins for sub-threshold DPS patients  
− Price competition has scope on the retail side of pharmacy 
− Price competition is a threat to quality of service, as consumers would go for the 

cheapest, regardless of professional service 
− More pharmacies means more commercial behaviour eg would sell an OTC rather 

than counsel the patient or refer them to the GP 
− The state is the major purchaser, so little competition: should not deregulate supply 

side only  
− Many small towns have several pharmacies with the same owner, so no competition 
− As community pharmacy is part of the health services, competition theory is difficult 

to apply  
− GP centres with pharmacies: danger of conflict of interest and over-prescribing 
 
Contract 
− The state contract should not be a commodity: resources are lost to primary care as 

there is no benefit to State from its commodity value 
− Contracts are difficult to get by application but easy to buy: no control over buyer 
− Consolidation: contracted pharmacies are expensive because of restricted numbers, so 

only existing contractors can afford them, leading to multiple ownership and chains 
− Inconsistent assessment by and between health boards is an entry barrier 
− No viability without a contract as there is very little private pharmacy business 

compared with GPs, dentists 
− Can’t get contract in home town because of location restrictions 
− No non-contractors are awarded contracts 
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− No underperformance assessment in the contract 
− More GMS patients means a lower income 
− DPS means a large unpaid workload in registration 
 
Derogation 
− Unfair on EU-trained Irish pharmacists 
− Australian and New Zealand pharmacists are not covered and not restricted 
 
Geographic Spread/Rural and Deprived Areas 
− Lack of service in some areas: consumer issue 
− Not specific to pharmacy: rural/deprived areas always last to see any services 
− 2 recent NEHB contracts available, but no takers: opportunities do exist for contracts 
− No real rural spread in 5 years: as many rural applications were refused as were 

granted 
− Rural distance restriction: 5 km is too great, as pharmacies, like other retail outlets, 

should be at the centre of rural communities 
− Long hours problematic for rural pharmacies: EU working hours directive relevant 
 
Health Strategy 
− A bigger health strategy role is needed: no place for pharmacy in strategy, despite size 

of drug spend 
 
Hospitals 
− Contracted hospital pharmacies will take lucrative work from community pharmacies 
− More pharmacies means fewer hospital pharmacists, to detriment of hospital patients 
 
IT 
− The electronic payments system for the community drug schemes is good for the 

GMS Payments Board but not for pharmacists 
 
Ownership 
− Chains: pre-1996, the largest chain was 19, now 47+, therefore a lot of consolidation 

under the 1996 Regulations 
− Large chains will not provide methadone services in the long term 
− Chains will drive out young pharmacists 
− An owner/operator is more responsive to local community than multiples, chains 
− Non-pharmacists may own pharmacies, unlike other EU states, or GPs or dentists 
− Prepared to leave pharmacy as pharmacy establishment only creates barrier to entry, 

protects its own members 
− How to maintain community pharmacies in the community, not in shopping centres 
− The small Irish population suits locally owned pharmacies 
 
1996 Regulations/Applications 
− Since 1996, there are only 4% more contractors, while fees paid went up 40% 
− The Regulations produced consolidated ownership, not in public interest 
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− The Regulations are of no consumer advantage, but of significant advantage to 
contractors without return to the state or patients 

− The Regulations are too restrictive: agreed between existing contractors and 
Department of Health and Children, and developed by IPU/PCC for self-protection - 
vested interests legislating 

− The Regulations are not successful: restricted contracts means inflated values, an 
entry barrier except to chains 

− The Regulations have shut out young pharmacists while multiple owners flourish, 
through prohibitive cost of existing outlets and prohibitive establishment costs 
(requirements and length of application process) 

− The Regulations should benefit the state and pharmacies, but have frustrated both: 
encouraged IT and development but blocked new entrants 

− The consent system under SI 152 is not working 
− Development of community pharmacy should be guided by regulation, not by the 

market 
− Some sort of regulation is needed –  it is cheaper than subsidies 
− An unregulated sector benefits unscrupulous dispensers 
− The viability clause doesn’t spread pharmacy, but protects existing contractors 
− Tighter or looser regulation depends on whether pharmacy is a profession or a trade 
− Contract applications take up to 2 years, plus spoiling applications 
− The application process is an entry barrier: the applicant must have a business 

address, therefore may pay rent etc for 2 years before the application is decided 
− There are no fitness to practise provisions 
 
Representation 
− The IPU and PSI do not represent employee pharmacists 
− The IPU represents only 600 of 2200 employee pharmacists: the PSI represents all 

pharmacists 
 
Service 
− What do consumers want from pharmacy? 
− What do health boards expect from pharmacy? 
− There is no public dissatisfaction with community pharmacy 
− There is insufficient interaction with GPs 
− There is no payment for advising or counselling patients 
− There is no monitoring of contract performance, to reward better service 
 
Standards 
− Clause 9, high tech and methadone schemes etc don’t need restrictions to operate 
− Because Clause 9 is in the contract with each pharmacist, there is no fall in standards 

without the 1996 Regulations  
− Clause 9 means more, better qualified staff, especially for counselling: pharmacies 

need a certain income level to cover this cost 
− High standards should come from professional commitment, not regulations 
− Professional standards are for a pharmacy act, not just for contracts 
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− Standards are high: the problem is with the 1875 Act, not the 1996 Regulations 
− The pharmacy/patient ratio irrelevant: underperforming pharmacies have to improve 

service, value 
− No reinvestment requirement: has reinvestment by pharmacists happened? 
 
Value for Money 
− There is no link between cost effectiveness and pharmacy numbers: the state pays on 

a fee per item basis 
 
Value of Pharmacies 
− The sale value of a pharmacy is for access to a contract, not for the business 
− Pharmacies are over-valued because of restricted contract numbers: this is a barrier to 

new entrants 
− Pre-1996, pharmacies sold for 60-65% of turnover, + premises/lease: now they sell 

for 100-150% of turnover + premises/lease 
 
Summary of Options Provided in Submissions 
 
Competition 
− Price competition is possible through reduced margins on pharmacy-only and 

unreimbursed DPS prescriptions 
− Performance assessment is needed in the contract agreement  
− Pharmacy numbers should be increased according to health board audits of need 
− Limit multiple ownership in any one area 
 
Contracts 
− New contracts should go to non-holders (as in France, Portugal, Germany) 
− Multiple pharmacists in a pharmacy (ie partnerships) should have priority over single 

owners for contracts, as longer opening hours 
− There should be no assumption of contract transfer to the new owner of a pharmacy  
− A uniform national assessment for contract applications with a central consent body 
− Local applicants should have priority over other applicants for contracts 
− Non-contractors should have priority over existing contractors for contracts 
− An underperformance assessment in the contract: failure means loss of contract, 

which is then re-awarded to a new entrant 
− A 5 year contract, not unlimited as at present 
− Payment for all schemes should be combined into one ie a flat rate payment 
− Only full-time working pharmacists should have contracts, not companies or chains 
 
Derogation 
− This should be resolved at EU level, not at Irish level 
− EU-educated Irish pharmacists should be exempted from the derogation 
− The derogation should be removed on a reciprocal basis with Member States 
− English/Irish language proficiency should be a requirement for EU pharmacists 
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Geographic Spread/Rural and Deprived Areas 
− There should be rural pharmacy grants, as for GPs 
− There should be subsidies to establish and run rural pharmacies 
− Rural pharmacies should get weighted fees  
− Rural pharmacy contractors should run satellite services in smaller communities, on 

set days per week and in specified premises;  
− Paid delivery services, and use of the internet and email would extend rural services 
− Health boards should audit their regions to assess pharmacy needs, existing quality 

and access  
− The application of EU working hours directive to rural practices should be examined 
 
Health Strategy 
− A bigger health strategy role is needed: pharmacists must have a clear role in primary 

care of patients and local primary care programmes eg smoking and strategies 
 
IT 
− Better records access: for example, a pharmacist  could restrict over the counter 

medicines on the basis of a patient’s record, prescribing patterns 
− The DPS should be in all pharmacies at all times, for more service competition 
− Links to GPs, other health professionals are needed, as for the psychiatric scheme 
 
Ownership 
− Pharmacies should be pharmacist owned and operated 
− There should only be one shop per owner 
− There should be more than one owner in each shop 
− The French system: one or more owner/operators per contract, but only one contract 
− If not the French system, then non-owners, non-contractors, multiple pharmacist 

applications should have priority 
− There should be a maximum of 3 outlets/contracts per owner/contractor 
 
Regulations/Applications 
− A simpler consent procedure, with more discretion for the CEO of the health board 
− Population ratio should be per pharmacist, not per pharmacy 
− The CEO should use current/projected population figures, not census figures 
− Prescription frequency should define catchment areas, not population 
− Remove population, distance, viability restrictions: use experience, innovation 

restrictions, and control standards through a stronger PSI 
− Relax the application criteria for new entrants  
− Priority should go to the first application made, and with no invitation for more 

applications (ie eliminate spoiler applications) 
− A transfer of contract transfer should be to non-contractors only 
− An applicant should work full time in that pharmacy, and demonstrate a long-term 

commitment to area.  The contract should be non-transferable for a set period 
− The applications should require the location only, not a specific address  
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− Stricter control is needed over supervising pharmacists 
− The IPU should not be in the consent procedure: PSI only 
− A uniform national procedure, with a central body of health board officials 
− Fitness to practise provisions 
 
Representation 
− Health boards should be free to negotiate directly with pharmacists 
 
Service 
− A formal paid rota system for out of hours opening 
− Ask health boards what they expect from pharmacy: facilities, numbers, inspections, 

contract performance and monitoring  
− More interaction with GPs 
− Payment for advising and counselling patients 
− Monitoring of contract performance, to reward better service 
 
Standards 
− Development of professional practice standards that are enforceable by a stronger PSI 
− Uniform prescription practices across primary and secondary care 
− Reinvestment provisions/requirements in the contract  
− Professional standards set in a pharmacy act, not in remunerative contracts 
− Underperforming pharmacies monitored to improve service, value 
− A stronger clause 9 in relation to medication reviews 
 
Value of Pharmacies 
− Analyse professional practice value against other professional practices 
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Appendix 5 

Consultant’s Reports – Executive Summaries 
 
EXECUTIVE SUMMARY OF EX-POST ANALYSIS 
 
Terms of Reference and Background 
This independent report is submitted to the Pharmacy Review Group by Indecon 
International Economic Consultants.  The objective of this report is to provide an 
independent data-based assessment of the impact of the 1996 Pharmacy Regulations. 
 
The Health (Community Pharmacy Contractor Agreement) Regulations, 1996 (SI 152 of 
1996) set out the criteria and procedures for health boards to decide on applications for 
community pharmacy contracts for provision of services under the drug refund schemes.  
The stated objectives of the regulations were: 
To secure the rational and demographic distribution of pharmacies and thereby to ensure 
that community pharmacy services are available and readily accessible to the citizens in 
every part of the State; 
To facilitate the orderly management of the pharmacy services in the State; 
To improve the quality of the pharmacy services available to the public;  
To encourage the greater involvement of pharmacists in the discharge of their 
professional responsibilities; 
To reduce the involvement of pharmacists in activities which are not related to their 
professional responsibilities; 
To encourage greater investment in community pharmacies, in the equipment, facilities, 
reference texts and stocks, so as to ensure that the full prescription, medicine and 
healthcare needs of the population are adequately met; 
To ensure that the quality of the pharmacy service in the various local areas is not unduly 
reduced by over-competition; 
To facilitate the cost effective delivery of pharmacy services both from the point of view 
of the pharmacist and the State; 
To secure that the role of the pharmacist is more appropriately discharged in the interest 
of protecting public health; 
To secure that the significant and on-going investment being made by the State in the 
education and training of pharmacists is better utilised in the interests of protecting public 
health and in the delivery of high quality community pharmacy services, commensurate 
with the health needs of the population. 
 
Under these regulations a new contract would be granted if it could be established that 
there is definite public need for community pharmacy services as defined by the 
Regulations. 
 
Rationale for Regulations 
We understand that it was envisaged by the Department that the proposed limitation on 
contracts would encourage the establishment of pharmacies in the more rural areas.  This 
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was based on the view that pharmacies were not being established in small towns and it 
was believed that the Regulations would address this. 
 
Under quality of service, we understand that the Department believed that the regulations 
would improve service by inter alia: 
Reducing the involvement of pharmacists in activities which are not related to their 
professional responsibilities; 
Encouraging greater investment in community pharmacies, in the equipment, facilities, 
reference texts and stocks, so as to ensure that the full prescription medicines and 
healthcare needs of the population are adequately met; 
Facilitating the involvement of a greater number of pharmacists in any given pharmacy 
resulting in longer opening hours with improved accessibility for patients and an increase 
in the professional activities within that pharmacy. 
 
Details of Research Undertaken 
The key task of this assignment is to provide a data-based independent assessment of the 
impact of the Regulations.  Given the lack of information on many of the key issues 
available to the Review Group, we undertook extensive analysis of all existing data 
sources including all CSO statistics, internal Department of Health databases and 
numerous published studies.  We also undertook a detailed analysis of the accounts of 
pharmacies submitted to the Companies Office.  In addition we undertook extensive new 
primary research via a survey of pharmacies operating in Ireland.  The information 
presented in this report presents rigorous and independent data which addresses the terms 
of reference. 
 
Views on Impact of Regulations 
Our survey of pharmacists obtained their views on whether they were in favour of 
maintaining regulations that restrict the location of new community pharmacies.  While 
60.6% indicated that they were in favour of maintaining the regulations, a significant 
minority (33.4%) were not in favour of the regulations.  Interestingly, there is a 
significant divergence in viewpoints on this issue between contract holders and 
employees.  While 80.6% of contractor pharmacists are in favour of maintaining the 
current restrictions, only 35.1% of employee pharmacists are in favour of the regulations.  
This demonstrates the fact that the views of professional pharmacists on the regulations 
may reflect their economic interests. 
 
Pharmacists were also asked their views on the restrictions, which prevent pharmacists 
educated outside of Ireland from managing and supervising new pharmacies where new 
pharmacies are defined as less than three years old.  In total only 37.5% of pharmacists 
indicated they were in favour of this particular restriction, while 50.7% indicated they 
were opposed to this restriction.   
 
Impact on Distribution of Pharmacists 
An objective of the regulations was to ensure a rational distribution of pharmacy services 
throughout the state.  Overall trends in pharmacy contracts nationally and trends at a local 
level were examined in detail to assess this issue.  Between 1996 and 2002 there was an 
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increase in pharmacy contracts of only 4.2 %.  This contrasts with an increase of 6.4 % in 
the period between 1991 and 1996 and compares with an increase in the population 
between 1996 and 2002 of 8 %.  As is discussed below there was a much faster increase 
in demand for pharmacy products.  The figures indicate that under the Regulations 
increases in the number of pharmacy contracts has not kept pace with changes in 
population at a national level.   
 
Our research also shows that most of the applications for new contracts were in urban 
areas and there were no differences in the success rate for applications in urban areas 
compared to rural areas.  The figures show that more than half of the applications for new 
pharmacies in rural areas were not accepted under the Regulations.  The evidence also 
suggests that trends in the location of pharmacies at a county level were not closely 
correlated with population changes and there are large variations in population per 
pharmacy across counties.  The analysis suggests that the Regulations did not achieve the 
objective of altering the distribution of pharmacies in a manner which would have seen 
most new applicants been granted to rural areas.  The number of new pharmacy contracts 
awarded also does not closely reflect population patterns.  
 
It is useful to compare the increase in pharmacy contracts with the overall rate of increase 
in the demand for pharmacy products.  The evidence shows that payments under the 
GMS scheme, which is the largest Government scheme, increased by 59 % since 1996. 
The dispensing fees component of these payments increased by 40 % and now equals 
€50,275 for each contract holder.  These data refer to the Government funded element of 
the market.  The CSO collate data on total pharmacy turnover.  The CSO data shows that 
the total turnover of stores specialising in pharmaceutical medical and cosmetic articles 
grew by 119 % between 1996 and 2002, which is much higher than for other retail 
outlets.  The evidence shows that demand in the sector grew much faster than the number 
of contracts. 
 
Impact on Investment and Quality of Service 
We understand that encouraging an increase in investment in equipment, facilities, 
reference texts and stocks was an objective of the regulations.  Our survey research of the 
sector shows that there is very significant variance in the percentage of turnover invested 
by individual pharmacies. 
 
Our research also shows that while 38.3% of pharmacists indicated an increase in the 
percentage of turnover invested in equipment, facilities, reference texts and stocks 21.3% 
indicated no change and 6.2% indicated a decline.  The balance of pharmacists did not 
provide information on this issue.      
 
It is intended that the Regulations would improve quality in a number of different ways 
including by: 
Reducing the involvement of pharmacists in activities which are not related to their 
professional responsibilities; 
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Facilitating the involvement of a greater number of pharmacists in any given pharmacy 
resulting in longer opening hours with improved accessibility for patients and an increase 
in the professional activities within that pharmacy; 
Encouraging greater investment in community pharmacies, in the equipment, facilities, 
reference texts and stocks, so as to ensure that the full prescription medicines and 
healthcare needs of the population are adequately met. 
 
The views of pharmacists on the quality of services provided by the profession, suggested 
they provided an excellent or very good quality of service.  We understand, however, that 
ongoing surveys to monitor consumers’ views on the quality of services being provided 
have not been undertaken by the Government during the period the regulations were in 
force.   
 
A specific objective of the Regulations was to increase the number of opening hours.  
Respondents to the Indecon survey of pharmacists indicated average opening hours of 
52.2 hours per week in 1995 and of 55.6 hours per week in 2002, and increase of 6.5%.  
It is difficult to establish whether this modest increase in opening hours was related to the 
regulations or whether it reflects more general retail trends or the very significant 
increase in demand for pharmacy services. 
 
Pharmacists were asked as part of our research to indicate their estimate of the change in 
the proportion of time which they now spend on professional responsibilities as opposed 
to six years ago. The data indicates mixed views.  While 41.8% of pharmacists suggested 
that they now spend more time on professional responsibilities than prior to the 
introduction of the 1996 regulations, 42.9% indicated no change or a reduction in their 
time spent on their professional responsibilities. 
 
Impact on Prices and Cost Delivery 
An important issue is to consider whether the regulations had any impact on prices.   
 
A range of factors including the international prices of medicines, the costs of transport 
and wholesaler margins, the mark-up of pharmacists and indirect taxes determine the 
prices of pharmacy products.  They are also affected by the terms of the contract between 
the pharmacy profession and the Department of Health and Children in respect of the 
provision of medicines.  The price of prescriptions dispensed under the GMS are 
determined by cost, plus a dispensing fee and VAT.  In respect of medicines of non-GMS 
patients where the amount paid exceeds 53 euro per month, pharmacies charge cost, a 
dispensing fee, a mark-up of 50 % and Vat.  For other products normal market rules 
apply and pharmacists are entitled to charge the mark-up they deem appropriate. 
 
As part of this exercise Indecon investigated a range of different sources to try to obtain 
data of relevance to the work of the Review Group.  An important element of the aspect 
of the research related to pharmacists’ assessment of the impact of the regulations on 
prices and the international trends in prices based on official government statistical 
sources.   
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Available data on pharmacy margins for EU Member State were examined and the data 
suggest that margins were higher in Ireland than in other countries of the EU.  The Report 
also assessed how pharmaceutical product prices have changed in Ireland over the period 
of the regulations in comparison to changes in other countries.  Eurostat data suggest that 
prices in Ireland increased by 12.7%, which was the highest overall price increase of the 
six countries for which Eurostat had data.  Available survey evidence of a range of 
comparative product prices also suggests higher prices in Ireland. 
 
As prices of other products have also increased significantly in Ireland, of more 
significance than the overall prices is the impact of the regulations on prices.  The 
Indecon survey of pharmacists in Ireland obtained the views of pharmacists, on the levels 
of prices and profits in the absence of the 1996 Pharmacy regulations.  21% of respondent 
indicated that they believe that prices would fall without the restrictions while 13.5% 
believe that prices would increase.  The majority of respondents, 56.9%, suggested that 
prices would remain the same.  Pharmacists were also asked their views on the likely 
impact on the profitability of Irish pharmacists assuming no restrictions on granting 
contracts to new entrants.  Of significance is the fact that overall 73.9% of respondents 
felt that in the absence of the restrictions, profitability would fall.   
 
An analysis of the financial accounts in the Irish Companies Office of 202 pharmacies, 
most of which were small businesses showed that only 2.5% had net liabilities while 
69.4% had net assets of over £50,000.  12.4% of pharmacies had net assets of £500,000 
or more and 4% had net assets of £1 million or more. 
 
The views of pharmacists on the impact on the valuation of their pharmacy business due 
to holding community pharmacy contracts highlight the fact that most pharmacists 
believe that existing contracts add to the value of their business.  13.7% indicated that 
such contracts add over 100% to the value of their business, while 13.5% indicated it 
added between 60% and 100%.  29.2% indicated that community pharmacy contracts 
increased the valuation of their business by between 20% and 60%.  The positive impact 
of holding community pharmacy contracts under the 1996 regulations is consistent with 
the views of pharmacists that profitability would decline in the absence of these 
regulations.   
 
KEY FINDINGS OF EX-POST ANALYSIS 
 
Section 4: Views on Regulations 
• A majority of owner respondents are in favour of the location restrictions as included 

in the 1996 regulations; However, a majority of employees are against these location 
restrictions; A majority of all respondents are against the current restrictions which 
prevent pharmacists educated outside of Ireland from managing and supervising new 
pharmacies that are less than three years old. 

 
Section 5: Review of Key Trends in Pharmacy Sector 
• There was a modest increase in contracts since 1996 especially when account is taken 

of section 11 provisions. 



PRG – Appendix 5 

vi 

• There was an increase in the number of non-GMS pharmacies. 
• Notwithstanding the objectives of the regulations, most of the applications for new 

contracts were in urban areas and there were no differences in the success rate for 
urban areas compared to rural areas. 

• The trends in the location of pharmacies is not closely correlated with population 
changes. 

• There is a large variation in population per pharmacy across county. 
• One objective of the Regulations was to bring about a more rational distribution of 

pharmacies across counties.  The analysis in this Report suggests that there was an 
increase in the standard deviation of population per pharmacy across counties, from 
1996 to 2002. 

 
Section 6: Supply and Demand in the Pharmacy Sector 
• Since 1996 the increase in the number of contracts has not grown as fast as population 

increases. 
• The data indicates that 60 % of turnover is accounted for by prescriptions, 20 % by 

over the counter drugs and 20 % by other products. 
• Over 70% of the value of prescriptions is accounted for by the Government schemes. 
• The available data show that payments under the GMS scheme which include 

ingredient costs, a dispensing fee and VAT increased by 59 % since 1996. 
• Dispensing fees increased by 40 % and now equal €50,275 for each contract holder.  

Pharmacists also benefit from wholesaler discounts that are not necessarily passed 
onto the State under this scheme. 

• Payments under the LTI, which include ingredient costs, a dispensing fee, a mark-up 
of 50 % and Vat increased by 86% over the period. 

• Total payments to pharmacies under the Government schemes amounted to €522.6 m 
in 2000 which is equal to €435,500 per contract holder.  Given the nature of the 
schemes this would include ingredient costs, mark-ups, dispensing fees and VAT. 

• According to the CSO the total turnover of pharmacists grew by 119 % between 1996 
and 2002, which is higher than for other retail outlets. 

 
Section 7: Turnover and Investment 
• The data indicates that average turnover per pharmacy has grown rapidly.   
• There is very significant variance in the percentage of turnover invested by 

pharmacies. 
• An objective of the regulations was to provide an environment whereby investment 

increased.  The data on the trend in the percentage of turnover invested shows marked 
differences.  While 38.3% indicated an increase in the percentage of turnover invested 
27.5% indicated no change or a decline in investment. 

• There were also significant differences in the level of turnover invested by location 
and in cities the percentage of pharmacies indicating an increase in investment was 
the same percentage as indicating no change or a decline in investment.  In small 
towns a higher percentage indicated no change or a decline while this position was 
reversed in rural areas. 
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Section 8: Cost Effective Delivery of Pharmacy Services, Prices and Profitability 
• Previous data on margins suggest these were higher in Ireland than in other countries 

but up to date information is not available.  Prices for the limited selection of products 
for which data is available suggest that there are in general higher in Ireland than in 
other EU countries. 

• More significantly, official statistical office data on trends since 1996 suggest that 
prices in Ireland have been rising faster than in a selection of other countries. 

• Most pharmacists expressed the opinion that prices would remain the same assuming 
no restriction on openings.  

• 21 % of pharmacists believe that prices would fall in a deregulated market. 
• A large majority (73.9%) of pharmacists believe that their profitability would fall if 

there were no restrictions on openings. 
• 71% of respondents also are of the view that their businesses are more valuable 

because of holding community pharmacy contracts. 
• Detailed analysis of company office data indicates that a majority of retail pharmacies 

have accumulated profits resources of between £50,000 and £500,000.  A further 
8.4% of companies had accumulated profit reserves of between £500,000 and £2m+ 
profits. 

 
Section 9: Impact of Regulations on Quality of Service 
• The quality of service has not been subject to on-going consumer monitoring during 

the period of the Regulations. 
• While a majority of the pharmacy profession offered their opinion that there has been 

an increase in the quality of service, over the past six years there are significant 
differences in views between contractor and employee pharmacists.  78.6% of 
contractor pharmacists suggested service had improved, however, only 46.4% of 
employee pharmacists expressed this view. 

• The data show that there have been a small estimated increase in opening hours but 
significant variance remains and the average number of opening hours is much less in 
small towns and rural areas compared to the cities. 

• On the issue of the proportion of time which pharmacists spend on professional 
responsibilities, 41.8% estimated that this had increased while 47.4% estimated that 
this had not changed or had deteriorated. 

• A new centre for further education for pharmacists was established in 1999 and a 
significant number of pharmacists have participated in courses offered by the centre. 

 
Section 10: Supply of Pharmacists 
• Against the background of the rapid demand for pharmacy services there are 

significant numbers of unfilled vacancies in the community pharmacy sector. 
• A majority of community pharmacists have had difficulty in recruiting community 

pharmacists. 
• In response to these difficulties the Government has expanded the level of 

undergraduate provision with an increase in the number of places in TCD and the 
establishment of the two proposed schools of pharmacy. 

(Assessment of the 1996 Pharmacy Regulations prepared by Indecon International 
Economic Consultants, August 2002) 
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KEY FINDINGS OF EX-ANTE ANALYSIS 
 
Section 3: Review of Basis For Regulations 
• Protecting consumer interests and responding to a market failure.  Regulation of 

pharmacies must, however, be justified on basis of protecting consumer interests and 
responding to a market failure and not based on protecting vested interests. 

• We believe that certain forms of regulation of pharmacies may be justified as 
restrictions and may bring beneficial effects.  However, they might also lead to less 
competition, lower standards and can damage consumer interests.  Policy needs need 
to balance costs and benefits in implementing regulations.  However, where 
regulations impact on competition, it is essential that consumer interests are protected.  
In implementing regulations, it is also essential that less distortionary mechanisms are 
considered which may achieve the same objectives. 

 
Section 4: International Review 
• While a number of countries are changing the regulatory framework governing the 

pharmacy sector, in most countries reviewed the sector is highly regulated with a 
number of entry and other restrictions. 

 
Section 6: Proposed Review of Proposed Regulations on Quality Standards, and 
Incentivised Contracts 
• Improving access in rural areas to pharmacy services is a goal of policy.  A number of 

different approaches are proposed. 
• A key over-arching point to make is that policy in this area depends on the overall 

regulatory framework for the sector.  For example, if it were decided to restrict entry 
into the sector this would raise questions about the wisdom of providing incentives 
for pharmacies to locate in certain locations. 

• Improving service and quality and rural access have implications for the supply of 
qualified pharmacists in Ireland. It is our view that increasing the number of 
pharmacists in Ireland could facilitate over time an improved service in all parts of 
the country including rural areas.  This has implications for policy in relation to the 
EU derogation that is being considered by the Group.  It could also have implications 
for the number of training places available on pharmacy courses in Ireland. 

• It is suggested that restricting competition in certain areas is one policy options.  This 
type of approach, which was implicit in the 1996 regulations, was not, in our view, 
successful in meeting some of the stated objectives.  We would not recommend this 
option.  Available research shows that reducing barriers to entry can improve access. 

• Introducing incentives could provide a more efficient way of making rural pharmacies 
more viable. However, in considering incentives it is important not to put in place 
incentives to encourage openings which would happen in any event.  These represent 
a deadweight cost to the Exchequer.  There is a particular danger that could happen 
while the market is responding to the introduction of a new regulatory environment.  
Before incentivised contracts are considered it is important that the market is given 
the opportunity to settle down.  This would help in minimising potential deadweight 
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costs.  It is also important to ensure that contracts are advertised in advance without 
incentives after a Health Board has identified a specific need. 

• There would also be questions about policies which restricted openings in certain 
areas while incentivised contracts operated in some areas.  This could have 
implications for the proposed regulations on ownership.  

• We would support the proposal that incentivised contracts should be subject to a 
competitive tendering process.  This would minimise the cost to the Exchequer and 
ensure value for money.   

• An alternative approach would be to change the fees under the GMS scheme to 
incentive smaller and rural pharmacies.  This could potentially represent an exchequer 
neutral approach to improving the viability of such pharmacies.  Changes in the 
arrangements in the other Government schemes could also be considered. 

 
Section 8: Proposed Regulations in Relation to Ownership 
• It is our view that there is no a priori evidence in Irish circumstances to suggest that 

the quality of service is necessarily better or worse between ownership types.  Indeed, 
changes in market structure and the success of chains suggests that they are providing 
a service that is sought after by customers.      

• Selective evidence from the US suggests that the quality of service provided by 
chains in the US market context could be a cause for concern.  The quality standards 
as proposed by others regulations should guard against this potential outcome. This is, 
however, related to a very different health care system in the US.   

• The evidence for the UK, which may be more applicable to Ireland, suggests the 
quality of service varies by ownership type but chains are superior on some aspects of 
services while independents are superior on other aspects of service.  There are also 
differences within these categories.  The evidence from the UK also suggests that 
competition can lead to an improvement in service and has a positive effect on prices. 

• Based on the evidence the best approach would seem to be a competitive market with 
limited barriers of entry and minimum standards of service quality which would be 
monitored. 

 
Section 9: Review of Proposals on Auxiliary Services and the Impact of the 
Derogation 
• From a public policy perspective abolition of the derogation would have a positive 

effect on the development of the pharmacy sector in Ireland and the provision of 
patient care.  On this basis we would support removal of the derogation.  It could also 
assist the provision of services in rural areas. Based on an analysis of the pharmacy 
market and available data, outlines our assessment of the impact of removing the EU 
derogation. 

 
Section 10: Conclusions on Appropriate Models 
• This report has undertaken an independent ex-ante evaluation of the proposed 

regulations being considered by the Review Group.  Our analysis suggests that there 
is a need to demonstrate market failure before introducing regulations which would 
damage competition and consumer choice. 
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• Our analysis of the proposed regulations involved a rigorous assessment in respect of 
each of the proposed pharmacy models.  We assessed the models based on the impact 
on: 

• Quality of service 
• Prices 
• Exchequer 
• Accessibility. 
• Based on this analysis we have set out below our recommendations in respect of each 

of the models.  These models are set out in the Annex. These recommendations are 
based on our assessment of the costs/benefits and pros and cons of each of the 
proposed regulations as discussed throughout the Report. 

• We would favour the removal of the EU derogation, however, our assessment of the 
proposed models is not affected by any decision the Group takes in respect of the 
derogation.  If the Group decides to retain the derogation our recommendations as set 
out below would be the same.  However, we believe that the benefits from the 
development of a competitive market in pharmacy services would be maximized by 
removal of the derogation. 

• Overall we feel that all elements of the core model should be introduced except for 
the restriction on the transferability of contracts. 

• Model 1 allows any pharmacy to hold a contract, subject to quality and service 
requirements and where there are no restrictions on a contractor holding more than 
one contract.  We would support this. 

• Model 2a – 2d model allows for restricted development of chains.  We would not 
recommend restrictions on the development of chains. 

• Model 3 is based on quantitative entry restrictions where pharmacy ownership is 
limited to pharmacists only and no more than one contract can be held per contractor.  
We would not recommend these proposed regulations. 

• Model 4 provides for auxiliary contracts, where incentivised contracts are not taken 
up.  We would support this proposal. 

• Our assessment has been based on a rigorous analytical examination of the likely 
impact of the proposed regulations and on the basis of experience in Ireland and in 
other countries.  We hope that this independent analysis will be of assistance to the 
Pharmacy Review Group with its important work. 

 
 
(Review of Proposed Regulatory Models for the Pharmacy Sector prepared by Indecon 
International Economic Consultants, December 2002)



PRG – Appendix 6 

i 

 
Appendix 6 

Regulatory Impact Assessment 
 

1. Regulatory Impact Assessment – Dutch Model 
 

The Dutch model is ex-post - it examines existing legislation and developed 
proposals.  The analytical procedure is essentially similar to that in the UK RIA 
model.  However, the Dutch system is used to appraise existing legislation or 
developed policy proposals.  Three ex-ante tests are applied by the relevant 
department before the final policy decision is made.  These are: 

 
− business impact assessment; 
− environmental impact assessment; 
− compliance assessment. 

 
These tests are carried out by way of questionnaire.  Unlike the UK, the Dutch 
process is not limited to business and economic issues, and includes socio-economic 
and environmental concerns.  Only substantial regulation is assessed, and only 
relevant questions have to be answered in each area.  For example, EU Directives 
are already decided, so the analysis of implementing legislation is necessarily 
limited. 

 
Each year, 8-10 policy areas are selected (usually from areas nominated by 
government departments).  Working groups start in September, and report by June.  
Each group is multidisciplinary, has an independent chair, and excludes interested 
parties.  For example, if taxi regulation is being examined, taxi reps and the 
Transport Ministry are consulted, but not on the working group, although the 
Transport Ministry prepares the final cabinet report for Parliament.  The work of the 
group is not disturbed until its report is made.  From selection to implementation of 
recommendations takes about 3 years.  The process is organised and supported by 
the Justice Ministry through the Common Support Centre, with explicit political 
backing. 

 
2. Regulatory Impact Assessment – UK Model 
 
The UK model is ex-ante - it informs the policy development process before policy 
decisions are made, on the principle that proposals must be prepared on the basis of 
an effective analysis.  An effective RIA should: 

 
− set out policy objectives; 
− explore a range of options, leading to credible core options; 
− assess risk and impact: costs and benefits; 
− incorporate consultation results; 
− form an integral part of the policy process, rather than justification after the 

event; 
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− be evidence-based; 
− be clear about methods and assumptions. 

 
The RIA should include: 

 
− purpose and intended effect; 
− risks; 
− options (eg regulation, self-regulation, co-regulation, economic instruments, 

code of practice, information and education campaign, voluntary scheme, no 
action); 

− benefits; 
− costs (quantitative where possible, otherwise qualitative); 
− impact on Small and Medium enterprises (SME) 
− securing of compliance; 
− consistency with existing legislation; 
− consultation (done at appropriate level with appropriate parties, as necessary); 
− monitoring and evaluation proposals; 
− a recommendation (a directive process, unlike Enviromental Impact Assesment) 

(EIA). 
 

RIA is carried out with input from experts (eg economists) as required during the 
process.  Regulators should consider the full range of options, and credible solutions 
should be assessed. 
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Appendix 7 

Additional Information 
 

1. OUTLINE OF COMMUNITY DRUGS SCHEMES 
 
General Medical Services (GMS) 
People who are unable, without undue hardship, to arrange general practitioner, medical 
and surgical services for themselves and their dependants, and all people aged 70 and 
over, receive free general medical services.  Drugs, medicines and appliances supplied 
under the scheme are provided through community pharmacies.  In most cases, the doctor 
gives a completed prescription form to a patient, who takes it to any pharmacy that has an 
agreement with a health board to dispense GMS prescription forms.  In rural areas, the 
doctor may dispense for those persons who opt to have their medicines dispensed by 
him/her.   
 
Drugs Payment Scheme (DPS) 
Under the DPS, people who are ordinarily resident in the State and who do not have a 
current medical card can benefit – an individual or family has to pay no more than a set  
threshold in a calendar month for approved drugs, medicines and appliances for 
themselves or their families.  To benefit under this scheme, a person must register him or 
herself and dependants with the health board.  Items currently reimbursable under the 
DPS are listed in the GMS Code Book.   
 
Long Term Illness Scheme (LTI) 
On approval by health boards, persons who suffer from one or more of a schedule of 
illnesses are entitled to obtain, without charge, and irrespective of income, necessary 
medicines and appliances under the LTI.   
 
High Tech Drugs Scheme (HTS) 
Arrangements are in place for the supply and dispensing of high tech medicines through 
community pharmacies.  Such medicines are generally only prescribed or initiated in 
hospitals, and include items such as anti-rejection drugs for transplant patients or 
medicines used in conjunction with chemotherapy or growth hormones.  The medicines 
are purchased by the health boards and supplied through community pharmacies.  
 
2. VISION OF COMMUNITY PHARMACY 

 
The Department's vision of community pharmacy is one that ensures the availability of a 
reliable, equitable and accessible professional service for all patients, and which delivers 
reimbursable medicines and other healthcare products under the various State schemes 
promptly and at reasonable cost to the Exchequer.  In particular, it is one which:  
• Provides a quality service to the patient, in accordance with Clause 9 of the contract, 

thereby maximising the pharmacists' contribution to patient care by fully exploiting 
their professional knowledge and expertise, and promoting proper patient care, and 
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appropriate communication between pharmacist and patients on the safe, effective 
and rational use of their medicines;  

• Ensures a geographical spread of community-based pharmacy services, according to 
public health need, which adequately serves the needs of communities including those 
in rural areas and deprived urban areas;  

• Enables the effective involvement and development of the role of community 
pharmacists in preventive health programmes, health promotion, and in the delivery 
of primary care, including community drug schemes, the methadone protocol, 
domiciliary visits, and the provision of advice on minor ailments and general health;  

• Delivers a comprehensive, reliable and cost-effective dispensing system; 
• Facilitates community pharmacists in initiating collaboration with other health-care 

professionals involved in primary care where the needs of the patients require it, 
including liaison with hospital pharmacists, and co-operation with general 
practitioners in the development and maintenance of practice formularies; 

• Provides a structured out-of-hours service, and premises that have appropriate 
facilities for communication and interaction with customers, including patient 
counselling.  

 
3. DISPENSING DOCTORS  

 
• In rural areas where a doctor has a centre of practice 3 miles or more from the nearest 

retail pharmacy the doctor dispenses for persons served from that centre who opt to 
be dispensed to. 

• The doctor is paid a dispensing fee for each such person.  This fee amounts to €10.60 
• A doctor’s medicine requirements are obtained on a Stock Order from a retail 

pharmacy- the stock ordered is approved in advance by the health board. 
• In 2000, 179 doctors were dispensing to 69,525 patients at a cost of €1,660,240. 
• In 2001, 136 doctors were dispensing to 57,294 patients at a cost of €2,172,070. 

 
*Source: GMS(P)B Report for year ended 31 December 2001 
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Appendix 8 

Reservations 
 
The following statements of reservation were entered by members of the Pharmacy 
Review group in relation to the Group’s report. 
 
 
1.  Department of Enterprise, Trade and Employment, Competition 
Authority, Consumer’s Association 
 
8% Limit 
The Department of Enterprise, Trade and Employment and the Competition Authority 
have serious concerns in regard to imposing any limitation on the number of contracts 
which an entity can have. A practical effect of this will be that national chain size will be 
limited to a smaller percentage than 8% due to decisions not to locate in particular areas. 
In particular, this limitation will not in itself prevent concentrations of pharmacy 
ownership at a local level, with the attendant negative impact on competition associated 
with such concentrations.  
 
The Department of Enterprise, Trade and Employment and the Competition Authority 
feel that this limitation on the number of contracts could impose costs on competition and 
efficiency, and that no compelling evidence was presented to the Review Group to 
indicate that chain ownership has any negative effect on public health and consumer 
welfare that would compensate for such costs. 
 
The Department of Enterprise, Trade and Employment and the Competition Authority 
reluctantly agree to the 8% limitation on the basis that the matter will be revisited in five 
years time. 
 
Derogation 
The Department of Enterprise, Trade and Employment, the Competition Authority and 
the Consumers’ Association advocate that Ireland should cease to avail of the derogation  
within a short and specific time period. This is on the basis that it discriminates against 
pharmacists not trained in Ireland, heightens an identified labour shortage, thus, crucially, 
limiting new pharmacy openings, and thus having a negative impact on consumers by 
restricting the market 
 
 
2.  Pharmaceutical Society of Ireland  
 
The Pharmacy Review Group has recommended that the number of contracts to provide 
pharmacy services that can be beneficially held by any one person or group of persons, 
either through personal or corporate ownership in any health board area be capped at 8% 
of the total number of contracts in the particular health board area.  
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The Pharmaceutical Society of Ireland had sought a limit on the number of contracts that 
could be beneficially held on the basis that this would best assure a practice environment 
that empowered the individual pharmacist providing the pharmacy service to have 
authority over and take responsibility for the delivery of the pharmacy service he/she 
provided.  The Society is deeply concerned at the increasing commercialisation of 
community pharmacy practice and the real possibility that this has to diminish the quality 
of pharmacy service being provided to patients. 
 
The Society welcomes the Pharmacy Review Group’s decision to limit contract numbers 
but believes that the limit of 8% recommended is too high and not in the best interest of 
the public health and welfare, which is the abiding concern of the Society. This 
recommendation will facilitate the development of pharmacy chains holding up to one 
hundred pharmacies nationwide which, in the Society’s belief, will not facilitate the 
optimum practice environment for the delivery of a quality pharmacy service in line with 
the Department of Health and Children’s stated vision for community pharmacy.  
Furthermore, large chain development such as this will perpetuate the disparity between 
the delivery of pharmacy service in Ireland with most other EU countries, where such 
pharmacy chains are prohibited.   
 
 
3.  Irish Pharmaceutical Union  
 
Introduction 
The purpose of this report is to outline the Irish Pharmaceutical Union’s (IPU) response 
to the recommendations of the Review Group on Pharmacy Regulation in Ireland.  The 
IPU has contributed fully to the Group’s process and has attempted to inform the process 
as to the nature of pharmacy in Ireland.  This input from practitioners was, the IPU 
maintains, essential for the Group to have some understanding of the practice of 
pharmacy in this country.  At all times the IPU have attempted to present the case for a 
professionally managed service delivering patient oriented care.  While recognising the 
need for change in the sector the IPU is adamant that the quality of service provided to 
the customer should not be sacrificed on the altar of competition theory.   
 
The IPU supports many of the recommendations of the Review Group but has particular 
concerns regarding other aspects of the report.  Before outlining the IPU position in 
relation to aspects of the final report the IPU believes it is important to put the report and 
its recommendations in context by explaining the current status and service provided by 
the Irish Pharmacy Sector. 
 
Irish Pharmacy Facts 
1. Research shows a 77% level of consumer satisfaction with community pharmacy 

services in Ireland in comparison to a 42% satisfaction with health services generally. 
2. Currently, Ireland is unique in the EU with no regulations governing (a) new 

openings, (b) the number of contracts that any entity can own, (c) fitness to practice 
legislation. 

3. Irish pharmacists are not allowed to move into most other Member States and set up 
pharmacies.  
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4. Ireland has the third lowest average turnover per pharmacy in Europe and the third 
lowest consumption of medicines. 

5. Net profit margins in Irish pharmacy are in line with those of community pharmacists 
in other European jurisdictions, and significantly less than those in other sectors of 
the Irish economy. 

6. Pharmaceutical product inflation was 19% between 1996 and 2002, compared to an 
economy wide inflation rate of 23%, and health services inflation rate of 46%. 

7. Ireland has the third highest ratio of pharmacy to population, and the second highest 
ratio of pharmacies to citizens over 65 (biggest users of pharmacy services in 
Ireland).  More than 50% of all visits to pharmacists are made by the elderly. 

8. International research presented at a conference in Dublin in January 2003 by 
American and New Zealand Pharmacy experts showed that customers of corporate 
owned pharmacies were four times more likely to be victims of dispensing errors than 
those of pharmacist owned pharmacies. Also, they were four times more likely to be 
counselled on proper medicine use in a pharmacist owned pharmacy than in a 
corporate owned one. 

9. PWC have conservatively estimated that the Exchequer has been saved €155M 
annually (under Clause 9 of the Pharmacists’ Contracts) due to significant reduction 
in patient referral to secondary and other more expensive health care services. 

10. It is estimated that up to 25% of existing community pharmacies are at risk of closure 
due to low turnover and small margins. 

 
The sources and references for these facts are contained in the three IPU submissions to 
the Review Group. 
 
Pharmacy Review Group Recommendations 
The IPU welcomes the recommendations that seek to improve the quality and 
transparency of community pharmacy services in Ireland.   
 
The IPU supports the recommendation on the three year derogation relating to 
pharmacists trained overseas; however the issue of equity of establishment across the EU 
must be addressed. 
 
It is encouraging that the Review Group has recognised that unrestricted access to the 
retail pharmacy market runs a serious risk of negative outcomes.  However, the proposed 
recommendation that a single entity can hold up to 8% (or 100 outlets at current levels) of 
the total number of contracts in a health board still leaves considerable scope for 
domination of the sector by a small group of companies.  In practice, three companies 
controlling 24% of outlets in the high earning end of the sector would control over 50% 
of the income of the sector.  This is an open invitation to every retailer and pharmacist 
across Europe to grab 8% of the Irish market or 100 outlets each (based on current 
numbers).  These entities have been long frustrated in their attempts to gain access to the 
big, highly regulated European markets and will therefore happily accept this unique and 
ill-conceived invitation.  The choice facing the consumer in the future may well be 
between one chain and another.  The example of Norway, who deregulated eighteen 
months ago, is a case in point.  Nearly 70% of their pharmacies are now owned by three 
companies and independently owned pharmacies have been decimated. 
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In relation to the nature of the service, the Union believes as a matter of principle that 
all interests are best served when the control and ownership of the profession rests in the 
hands of the practitioners themselves.  This is a belief shared among European policy 
makers in 11 EU States.  It is also the model that continues to operate in countries such as 
Australia and New Zealand (following a recent review of regulation in these two 
jurisdictions).  
 
Conclusion 
The Health Strategy 2001 was based on core principles of equity, people-centredness, 
quality, accountability, continuity of care, a holistic approach and improved population 
health.  The current ownership structure of the community pharmacy sector in Ireland 
facilitates the delivery of such a service and should be allowed to continue to do so.  The 
challenge for the future therefore should be to build on that core base of professional 
service managed and controlled by pharmacists. 
 
The IPU wishes to make it clear that since the revocation of the 1996 regulations, this 
debate is not about competition, but the type of pharmacy service the Government wishes 
to espouse.  It is abundantly clear that a strong, pharmacist owned sector is critical to 
setting the standard of service that others who wish to enter the market must emulate.  If 
the independent sector is squeezed out or marginalised, it will have a corrosive impact on 
the quality and availability of services over time.  The cost of a lower quality service will 
be reflected in increased costs in secondary care.  It is estimated that in the USA, drug 
misadventures are now costing the health services an estimated 170 billion dollars per 
annum and analysts have estimated that for every $1 spent on pharmacy services, savings 
elsewhere in the health service are of the order of $17.  
 
In its third and final submission (Page 36), the IPU asked: 
“What is so distinct about the profile of the Irish healthcare system/economy that 
requires it to deviate from regulatory models that are in place elsewhere in Europe, in 
favour of regulatory models applied in jurisdictions with fundamentally different political 
ideologies and unequal healthcare systems?” 
 
This question has still not been answered. 
 
The IPU is calling on Government to follow the example of the New Zealand (NZ) 
Government and avoid taking unnecessary risks with one of the few areas of the health 
service that is working well.  The NZ Government decided in 2001 to totally deregulate 
the market.  However, they have since reconsidered their decision and are now legislating 
to allow any pharmacist or body corporate (where 51% of the corporate shareholding is 
owned by pharmacists) to own a maximum of five pharmacies.  A more informed and 
strategic approach is also required here in Ireland because, in five years time, it will be 
simply too late to turn back the clock or to introduce damage containment measures. 
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4.  Tom McGuinn, Chief Pharmacist, Department of Health and 
Children 
 
Ireland should continue to avail of the EU derogation for so long as geographic controls 
that impact on the opening of new pharmacies remain in place in other EU Member 
States and EU law permits.  Irish qualified pharmacists and Irish pharmacy businesses 
should not be placed at a disadvantage when compared with their counterparts in other 
Member States.  The introduction of any quality criteria that would be permitted under 
EU law cannot provide the “level playing field” that is provided by the current use of the 
EU derogation in the absence of geographic controls.  Once use of the derogation is 
ceased, the decision cannot be reversed and the main beneficiaries will be certain foreign 
business interests and not the current EU pharmacists that are affected by it. 
 
 
 

 
 
 
 
 


