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AGREEMENT BETWEEN THE IRISH 
PHARMACEUTICAL HEALTHCARE ASSOCIATION 
LTD AND THE HEALTH SERVICES EXECUTIVE ON 
THE SUPPLY TERMS,CONDITIONS AND PRICES OF 
MEDICINES SUPPLIED TO THE HEALTH SERVICES, 

I.E THE GMS AND OTHER COMMUNITY DRUGS 
SCHEMES, THE HSE, STATE FUNDED HOSPITALS AND 

STATE AGENCIES WHOSE FUNCTIONS NORMALLY 
INCLUDE THE SUPPLY OF MEDICINES 

 
INTRODUCTION 

 
The Association and the Health Services Executive have agreed on the terms set 
out below to replace the arrangements contained in the Agreement dated June 
1997 and extended in May 2001.  This Agreement will come into effect on 1st 
September 2006: 

 
 
1. DURATION 
 

The duration of the Agreement shall be four years from the date of 
commencement. Twelve months’ notice to re-negotiate may be given by either 
party after three years. 
 
 

2. COVERAGE 
 
 This Agreement shall apply to all medicines granted a marketing authorisation 

by the Irish Medicines Board or European Commission, that can be prescribed 
and reimbursed in, and supplied to the GMS Scheme and the Community Drug 
Schemes, including the Drug Payment Scheme, the Long Term Illness Scheme, 
the High Tech Scheme and the European Economic Area Scheme (the Schemes) 
and all medicines supplied to the HSE, State-funded hospitals and to State 
Agencies whose functions normally include the provision of medicines.  

 
The terms of this Agreement shall apply to all suppliers of these products. 
 
 

3. PATIENT CHOICE 
 
Objective 
 
To enhance the ability of patients to have a greater say in the prescribing process 
with a view to choosing, in consultation with the prescriber, the medicine that 
best meets their needs and delivers best value for money. 
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Recognising that patients have a right to freely choose from among the different 
treatments, on the basis of adequate patient information, the HSE will seek to 
increase patient awareness of the range of available prescription options. 
 
Prescribers may, in consultation with their patients, prescribe the medicines of 
their choice from the list of medicines available under the Schemes as 
appropriate. The HSE reserves the right to influence the prescribing habits of 
prescribers. 
 
The pharmacist will be required to dispense medicines as prescribed. 
 
 

4. REIMBURSEMENT 
 

Objective 
 

To ensure early access to, and security of supply of, new medicines for Irish 
patients. 
 
4.1 Existing Medicines 

 
Medicines normally reimbursable in the Schemes at the date of commencement 
of the new Agreement will, subject to routine deletions, and provided that they 
conform with this Agreement and the reimbursement criteria published by the 
Minister, pursuant to EC Directive 89/105/EC, remain reimbursable in the 
Schemes for the duration of the Agreement.   
 
4.2 New Medicines 
 

 New medicines, including new presentations and applications, granted a 
marketing authorisation by the Irish Medicines Board or European Commission 
will become reimbursable in the Schemes, within 60 days of the date of the 
reimbursement application, subject to the provisions of Clauses 4.3 and 5.2. 

 
 Products which are subject to pharmacoeconomic assessment under Clause 4.3 

will become reimbursable in the Schemes within 40 days of a positive 
reimbursement decision. 
 
4.3 Pharmacoeconomic Assessment prior to reimbursement 
 
The HSE reserves the right to assess new and existing technologies 
(pharmaceuticals, diagnostics and devices) that may be high cost or have a 
significant budget impact on the Irish healthcare system.   
 
In the case of new medicines, assessment may be conducted prior to 
reimbursement, in parallel with the IMB/EU Commission process, to ensure 
speed of access to market.  To this end, suppliers should notify the HSE (using 
the official form in Appendix xxx) when (or as soon as possible after) applying 
for a marketing authorisation, of intention to seek reimbursement approval. 
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Assessments will be conducted in accordance with the existing agreed Irish 
Healthcare Technology Assessment Guidelines.  Any new guidelines will be 
agreed between IPHA and the HSE 
 
Where a new medicine is subject to assessment, the reimbursement decision will 
be notified within 90 days of the receipt of the reimbursement application.  
Should reimbursement be refused appeal may be made to an expert committee, 
the membership of which will be agreed between the HSE and IPHA. In 
reaching its decision, the expert committee will consider views of relevant 
stakeholders. The expert committee’s decision will be made within a further 90 
days and will be accepted as binding.  
 
Where reimbursement of a new medicine is refused on appeal, and where 
significant new evidence becomes available subsequently, it will be open to the 
applicant to seek a new pharmacoeconomic assessment in accordance with the 
foregoing procedures. 
 
 

 5.   PRICING 
 

5.1 Price Freeze 
 
The price to wholesaler of each item of medicine covered by the new Agreement 
will not be increased for the term of the Agreement (save as might be required 
under Clauses 5.3, 5.4 and 11.3). 
 
5.2 Price of New Medicines  
 
The price to wholesaler of any new medicine, introduced to Ireland following 
the commencement of the Agreement, shall not, on the date of initial price 
notification to the HSE, exceed the currency adjusted average price to 
wholesaler in the nominated EU member states. 

 
If any new medicine is not available in all nominated EU states on the date of 
initial price notification to the HSE, the Irish price to wholesaler shall not 
exceed the currency adjusted average price to wholesaler in the nominated EU 
States in which the new item of medicine is available. 

 
If a new medicine is not available in any of the nominated EU states, the Irish 
price to wholesaler will be agreed between representatives of the manufacturer/ 
importer concerned and the HSE within 90 days of the date of the 
reimbursement application. 
 
5.3 Price Monitoring and Review  
 
The price to wholesaler of any new medicine introduced to Ireland under the 
new Agreement shall be realigned to the currency-adjusted average price to 
wholesaler in the nominated EU member states in which the medicine is then 
available, two years and four years following the commencement of the new 
Agreement. 
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Price changes (if any) resulting from these realignments will be implemented 
within 60 days of the realignment date. No realignment will be required within 
12 months of the date of reimbursement approval.  
 
5.4 Price Modulation 
 
Product price modulation will be permitted under the new Agreement, on an 
exceptional basis and on condition that any such product price modulation will 
be demonstrably cost neutral for the State in each year of this new Agreement. 

 
The HSE may require audited documentation of any price modulation and shall 
have the sole discretion to accept, reject or seek variation in any modulation 
application and to seek an appropriate refund if the terms of this clause are not 
adhered to. 
 
5.5 Applicable Exchange Rates 
 
The applicable exchange rates for initial price notification of medicines will be 
the exchange rates published by the Central Bank of Ireland, on the date of price 
notification or realignment. 
 
5.6 VAT    

 
Prices referred to in the agreement are VAT exclusive prices. 

 
5.7 Nominated EU States 

 
The nominated EU States are Belgium, Denmark, France, Germany, the 
Netherlands, Spain, the UK, Finland and Austria. 

 
 

6. PATENT EXPIRED MEDICINES 
 

Objective 
 

To ensure the future supply of innovative medicines to Irish patients through the 
introduction of appropriate price reductions on patent expired medicines under 
certain agreed conditions. 
 

 Scope  
 

The price reductions will apply to specific dosage forms of patent expired 
medicines where the identical pharmaceutical form of that medicine, approved 
by the Irish Medicines Board or EU Commission, is available for prescription in 
the Schemes and all medicines supplied to the HSE, State-funded hospitals and 
to State agencies whose functions normally include the provision of medicines. 
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Price Reductions 
 

6.1 Existing patent expired medicines and medicines due to go off patent 
within 6 months of the commencement of the new Agreement 

 
For patent expired medicines or medicines whose patents expire in the 6 months 
period following the commencement of the new Agreement: 
 
▪ 6 months following the commencement of the new Agreement, the price to 

wholesaler will be reduced by 20%  
 

▪ 22 months after the first price reduction, the price to wholesaler will be 
reduced by a further 15% of the original price to wholesaler. 

 
6.2 Medicines due to go off patent from 6 months following the 

commencement of the new Agreement 
 
For medicines whose patents expire beyond 6 months following the 
commencement of the new Agreement: 
 
▪ The price to the wholesaler will be reduced by 20%. 
 
▪ 22 months thereafter, the price to wholesaler will be reduced by a further 

15% of the original price to wholesaler. 
 

6.3  Implementation of Price Reductions 
 
The HSE will notify the manufacturer/importer of the availability of an identical 
pharmaceutical form from another manufacturer and the new discounted price 
applicable in accordance with the requirements of Clauses 6.1 and 6.2. 

Products shall not trigger the price reductions specified in Clauses 6.1 and 6.2 
unless the manufacturers/importers can satisfy the HSE of their ability to 
maintain continuity of supply of these products for Irish patients.  
 
20 months after the initial HSE notification, the HSE will confirm to the 
manufacturer/importer, the continuing availability for prescription in the 
Schemes of the identical pharmaceutical form. 
 
The price reductions will be implemented on the required dates as set out in 
Clause 6.1 and 6.2 or within 60 days of the date of the relevant HSE notification, 
whichever is the later.  

 
6.4 GMS Rebate 
 
No GMS rebate will be payable on the specific dosage forms of medicines which 
are the subject of the price reduction specified under the above terms of Clause 
6. 
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6.5  Dispute Resolution 
 
Where the HSE considers an identical pharmaceutical form of a patent expired 
medicine to be available, it is up to the supplier to conclusively demonstrate that 
Clause 6 does not apply.  
 
In the event of any further dispute in relation to Clause 6, arising between the 
HSE and a manufacturer/importer, appeal may be made to an expert committee, 
the membership of which will be agreed between the HSE and IPHA. The expert 
committee’s decision will be made within 90 days and will be accepted as 
binding.  
 

 
 7. HSE/STATE FUNDED HOSPITALS/STATE AGENCY SUPPLY 
 

Objective 
 

To ensure that the health service has efficient and timely access to, and security 
of supply of, the full range of medicines. 
 

 Scope 
 
Supplies to the HSE, State funded hospitals and State Agencies whose functions 
normally include the supply of medicines. 

 
7.1    Supply Arrangements from wholesalers 

 
Supplies will be invoiced at the Irish price to wholesaler plus additional 
arrangements to be agreed with the pharmaceutical distributors. 
 
Manufacturers may choose to nominate a specific channel of supply, for some or 
all of their products and will consult with the HSE in relation to any such 
arrangements.  
 
Nothing in Clause 7.1 will prevent the HSE from appointing a nominated 
wholesaler(s) to supply the HSE, State funded hospitals and State agencies, on a 
regional or national basis as appropriate.  
 
Where such regional or national wholesaling arrangements are put in place, the 
HSE in the interests of optimum service levels and continuity of supply will 
require the relevant wholesaler(s) to supply product specific data on an agreed 
basis to the manufacturers of the products supplied. 
 
7.2 Supply Arrangements from manufacturers 
 
Where a manufacturer chooses to supply direct, delivery will be at the price to 
wholesaler. 
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7.3 Price to HSE/State funded Hospitals/State Agencies 
 
The price to wholesaler reductions provided for in Clause 6 will apply to 
specific dosage forms of patent expired medicines where the identical 
pharmaceutical form of that medicine from another manufacturer, approved by 
the Irish Medicines Board or EU Commission, is supplied to the HSE, State 
funded hospitals and to State agencies whose functions normally include the 
provision of medicines. 
 
Products shall not trigger the price reductions specified in Clauses 6.1 and 6.2 
unless the manufacturers/importers can satisfy the HSE of their ability to 
maintain continuity of supply of the product for Irish patients.  
 
No other price reductions for these supplies, save as provided for in Clause 7.4, 
will be required. 
 
Supply arrangements existing at the commencement of this Agreement between 
individual hospitals and manufacturers (or their agents) shall remain in place, so 
long as no price to HSE/State Funded Hospitals/State Agency exceeds the 
above, until such time as the HSE contacts the parties involved. 
 
7.4    Special Supply Arrangements 

 
The HSE reserves the right to negotiate special arrangements for supply to the 
HSE, State funded hospitals and State agencies whose functions normally 
include the supply of medicines, with individual manufacturers or agents, 
designed to secure more favourable terms than those referred to in Clause 7.1 
above.  
 

 7.5    Settlement of Accounts 
 

All payments for supply shall be subject to the requirements of the prompt 
payments legislation. 

 
7.6 General 
 
These terms are binding on all suppliers, relevant State funded hospitals and 
agencies.   
 
HSE procurement strategies are informed and conducted in compliance with 
applicable legislation and best practice (eg EU procurement legislation and 
competition law). 
 
The HSE undertakes that all medicines ordered and supplied under this Clause 
will be solely for consumption in the State funded hospitals and/or State 
agencies whose functions normally include the supply of medicines. The HSE 
will take all necessary steps to achieve this. 
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8.  REBATE ON SALES 
 

The HSE will advise each manufacturer or importer of each quantity and value 
of his/her medicines dispensed under the GMS Scheme each month and each 
manufacturer/importer will rebate to the HSE an amount equal to 3.53% of the 
value (at price to wholesaler) of all medicines dispensed in the GMS Scheme. 
 
During the course of this Agreement, the HSE may introduce a rebate across all 
the Schemes following consultation with IPHA. Any such rebate will not exceed 
the value of the 3.53 % GMS Scheme rebate at the time of the introduction of 
the new rebate. 
 
No rebate will be payable on the specific dosage forms of medicines which are 
the subject of the price reductions applied under Clause 6 
 
The HSE, in consultation with IPHA, will develop within 12 months of the 
commencement of the new Agreement, audit procedures to assure 
manufacturers/importers of the accuracy of the rebates being requested under 
this clause.   
 
The HSE will thereafter carry out these audits on a systematic basis. 
 
 

9. CONTINUITY OF SUPPLY 
 
Objective 

 
Continuity of supply is recognised by both parties to this Agreement as crucially 
important to the effective operation of arrangements for the supply of medicines 
to Irish patients. Equally, it is recognised that from time to time interruptions to 
supply may arise, which are outside the control of the manufacturer, importer or 
agent.    
 
 
9.1 (a) Foreseeable or Prolonged Stock Shortages 

 
(i) Manufacturers, importers or their agents, who experience 

foreseeable or prolonged stock shortages, or the 
possibility of such shortages, must notify the HSE as soon 
as they become aware of the problem, using the official 
form (Appendix 1). 

 
(ii)   The supplier shall endeavour to source, within the notice 

period, an alternative supply. 
 
(b) Withdrawal of medicines  
 

In the interest of an uninterrupted supply of medicines to patients, 
manufacturers, importers or their agents who intend to withdraw  
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medicines from the market must provide notice to the HSE of 
their intention to do so using the official form (Appendix 2).  

 
(i)    A notice period of at least 12 months must be given for 

the withdrawal of medicines for which there is no 
reimbursable therapeutic alternative for approved 
indications. 

 
 (ii) A notice period of at least 3 months must be given for      

the withdrawal of medicines for which there is a 
reimbursable therapeutic alternative for approved 
indications. 

 
(c) Transfer of a Marketing Authorisation to another 

manufacturer 
 

Where the transfer of a Marketing Authorisation is likely to 
materially change the arrangements for the supply of a medicine, 
the original MA holder must provide at least 3 months notice to 
the HSE of the transfer of the Authorisation, using the official 
form (Appendix 3). 

 
9.2 In all cases, the IPHA/HSE Statement of Best Practice for Notifying the 

Withdrawal of a Medicine from the Irish Market must be followed 
(Appendix 4). 

  
9.3 The provisions of this clause shall operate in the context of the 

obligations placed on marketing authorisation holders and distributors by 
Article 81 of Directive 2001/83/EC as amended by Directive 2004/27/EC 
which states that: 

 
“… The holder of a marketing authorisation for a medicinal 
product and the distributors of the said medicinal product 
actually placed on the market in a Member State shall, within the 
limits of their responsibilities, ensure appropriate and continued 
supplies of that medicinal product to pharmacies and persons 
authorised to supply medicinal products so that the needs of the 
patients in the Member States in question are covered.” 

  
9.4 All the notification forms can be found on www……… 

 
9.5 Where a supplier is in breach of this Clause, it shall be required to either 

source and supply alternative equivalent products at the same price as the 
unavailable product or reimburse the HSE any difference in cost arising 
from the shortage 

 
The HSE will consult the IPHA in relation to any such cases. 
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10. SHORT SHELF LIFE PRODUCTS 
 

 Suppliers shall use best endeavours to ensure that all medicines supplied to HSE 
hospitals, shall have a minimum shelf life of 12 months.  Products with a 
remaining shelf life of less than 12 months can be supplied only where unused 
date-expired quantities can be refunded. 
 
The HSE/Hospital/State Agency in receipt of such short-dated stock will take all 
reasonable steps to make use of the stock in a timely fashion, so as to minimise 
waste and handling in the system. 

 
11. ADMINISTRATION OF THE AGREEMENT 
     
 11.1    General   

 
The operation of this Agreement will be reviewed by the HSE and IPHA at 
regular intervals and any matter relating to the interpretation of these terms, 
including the price terms or the operation of the Agreement, shall be resolved in 
discussions between IPHA and the HSE. 
 
The terms of this Agreement will not supersede that HSE’s public procurement 
obligations including those applicable under the EU Procurement Directives. 
 

 11.2    Vaccines   
 
This Agreement will not prevent arrangements being made for the supply of 
vaccines or similar products for the Healthcare Services. 

 
 11.3    Exceptional Circumstances  

 
Where a supplier is oppressed by the terms of this Agreement, direct 
representations may be made to the HSE for variation of any term of this 
Agreement including its price terms. 
 
In the interests of continuity of supply, where it becomes uneconomic for a 
supplier to supply a particular dosage form under the terms of this Agreement, 
direct representations may be made to the HSE for variation of any term of this 
Agreement, in relation to that product, including its price terms. 
 
The HSE shall have the final decision on whether to vary the terms of this 
Agreement in any case but will consult with IPHA before reaching its decision. 
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