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Context 

The HSE provides reimbursement support for medicines (and appliances) across 3 main 

community drugs schemes – the General Medical Services Scheme, the Long Term 

Illness Scheme, and the Drugs Payment Scheme. Additionally, arrangements are in place 

for the supply of hospital initiated High Tech medicines through the Community Pharmacy 

Contractor network of approximately 1,800 pharmacies covering the population of 

approximately 4.6m people (Appendix I) 

 

The payments that the HSE makes consist of the following components: 

 The ex-factory price of a medicine - set historically under a series of national pricing 

framework agreements, now underpinned in Primary legislation i.e. the Health 

(Pricing and Supply of Medical Goods) Act 2013; and 

 An amount in lieu of wholesale mark-up set out for the GMS, DPS and LTI 

schemes in statutory instruments. The current statutory wholesale mark-up is 8% 

for room temperature medicines and 12% for medicines which require refrigeration. 

An 8% mark-up is currently paid for High Tech medicines. 

 

The ex-factory price plus the wholesale mark up together make up what is called the 

reimbursement price. 

 

Statutory instruments also set out the dispensing fees (and patient care fees for high tech 

medicines) to be paid to community pharmacy contractors. These are in the main 

regressive based on volume, i.e. as the number of items dispensed increases the 

dispensing fee per items reduces. 

 

The HSE does not set the prices that pharmacists charge to patients on private 

prescriptions. The HSE only becomes involved when a claim is made under one or other 

of the Community Drug Schemes as outlined above. 

 

Current Expenditure Levels 

The HSE reimbursed the following amounts in 2014 (figures rounded) on medicines and 

appliances across the 3 main schemes and the high tech arrangements. 

 Ex-factory price: €1.325 billion 

 Wholesale mark-ups: €107 million 

 Pharmacy Fees: €379 million 

 VAT: €115m 

 Total: €1.92 billion 
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These figures cover reimbursement claims for medicines and appliances dispensed 

between December 2013 and November 2014 and involved approx 70 million separate 

items. 

 

Aggregate spending on the GMS, DPS and LTI has reduced since 2009 despite the 

growth in numbers with eligibility and the introduction of more expensive new medicines 

(such as new oral anticoagulants). This is due to a sustained and ongoing programme of 

price reductions. 

 

The exception is expenditure on high tech medicines which has increased from €315m 

(2009) to €485m (2014) - as a consequence of the introduction of highly expensive new 

medicines and increased use of existing medicines. In the future, the expectation is that 

new medicines will in the main be in the High Tech area. 

 

We provide additional detail on the breakdown of the reimbursed costs and the 

proportions related to monopoly suppliers and generic suppliers in the Appendix. (See  

Appendix II). 

 

Progress on Price Reductions 

The expenditure on reimbursed medicines has remained stable between 2009 and 2014 

despite the introduction of a range of expensive new medicines (Figure 1, Appendix II). 

 

The average price of an item dispensed on the GMS has reduced to below the price paid 

in 2002, the average LTI item price is now below the price paid in 2000, the average DPS 

price is also below the price paid in 2000 (Appendix III). 

A detailed list of actions taken to achieve this is included in Appendix IV. 

 

The price reductions achieved have resulted in savings and cost avoidance amounting to 

€1.5 billion. A significant proportion of those savings have been invested in new medicines 

for Irish patients. In 2012 the State committed to invest up to €210m of savings on new 

medicines and this is expected to reach €250m by end 2015. 

 

New Patented Medicines 

When a company applies for reimbursement of a new patented medicine, the maximum 

price that the company can apply for is the average of the approved prices across the 

basket of 9 EU member states detailed in the 2012 IPHA Agreement. The 9 countries are 

Austria, Belgium, Denmark, Finland, France, Germany, Netherlands, Spain and UK.  
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Where the product is not available in a country at the time of application that country is not 

included e.g. if a product is only available in 3 countries the maximum price that can be 

applied for is the average across those 3 countries. 

 

The 2012 agreement also required companies to submit an evidence dossier including 

clinical and economic data in support of reimbursement at the price applied for. This has 

subsequently been underpinned by the 2013 Health Act which requires the HSE to 

consider detailed criteria (see Appendix V) when making decisions around 

reimbursement. 

 

Specifically in relation to price, the Act requires the HSE to consider a range of criteria 

(Appendix VI) including: 

 Prices in all other member States (if available) 

 The ability of suppliers to meet demand 

 The terms of any agreement in place 

 

The net effect is that for every new patented medicine, companies must provide robust 

evidence to justify their price. Prior to 2006 no formal economic evaluations were carried 

out on new medicines. 

 

Company dossiers are evaluated by technical staff at the National Centre for Pharmaco-

economics which is based on the campus of St James’s Hospital. Summaries of all the 

evaluations carried out are publically available at www.ncpe.ie  

 

Under the 2012 IPHA agreement, where a medicine satisfied a cost effectiveness 

threshold of €45,000 per Quality Adjusted Life Year, the medicine progressed to 

reimbursement.  

 

In exceptional cases, medicines are also considered for reimbursement above the 

threshold, subject to meaningful negotiations having been concluded. The HSE has been 

increasingly faced with what individual companies consider are exceptional medicines and 

increasing expectations that the State will be in a position to reimburse medicines which in 

no way approach any conventional understanding of cost effectiveness. 

 

Where medicines do not satisfy the agreed threshold the HSE engages with the individual 

pharmaceutical companies initially with the aim of achieving a price which satisfies the 

threshold agreed, or failing this to arrive at the best commercial offer possible on which to 

base decision making. These negotiations often arrive at a final offer position which 

greatly exceeds the price the HSE would wish to pay. 

http://www.ncpe.ie/
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In such cases, the HSE is faced with a decision as to whether it should (or should not 

fund) a medicine which the company dossier itself has demonstrated is not an economic 

use of resources. The HSE would wish to be in a position to reimburse all medicines but 

that is not possible given the competing demands for resources. Members will remember 

that the DG recently appealed to a particular company, Alexion, to reconsider the price 

that it charges for Eculizumab (Soliris). 

 

The HSE has put in place a National Drugs Committee which considers all of the evidence 

provided. The Group advises HSE Leadership as to whether based on the pricing offer 

made by a company and considering the degree of unmet need, the clinical evidence, the 

cost effectiveness evidence, the budget impact and any other relevant factors whether the 

medicine should be reimbursed.  

 

In a small number of cases the group has been unable to offer definitive advice (Appendix 

VII) - however HSE Leadership uses the advice received to try to make the best decision 

possible. 

 

Off Patent Medicines 

There have been a series of downward revisions in the prices of off patent medicines 

(both brands and generics) under national agreements, the most recent with the APMI 

(the generic industry in May 2014). At launch, generic medicines are now required to be 

60% lower than the pre-patent expiry price of the brand. 

 

Additionally, the Health (Pricing and Supply of Medical Goods) Act 2013 provided the 

Health Products Regulatory Agency (HPRA) with the power to designate medicines as 

interchangeable. When a group of medicines is designated interchangeable the HSE then 

has the power to set a reference price for each interchangeable group. The criteria used 

when setting reference prices is outlined in Appendix VIII. 

 

The first reference prices were set on 1 November 2013 and by 31st January 2015 the 

HSE had set reference prices for 110 interchangeable groups across 37 different 

medicines / combinations. The HSE is reimbursing of the order of 1.5m claimed items per 

month for reference priced medicines. 

 

The reference prices were achieved in the face of representations from industry that the 

prices being set were unsustainable. Despite these representations, the reference pricing 

programme in 2014 continued without interruptions in supply and without patients having 

to face unavoidable co-payments. It should be noted that the medicines being reference 

priced are essential to patients.  
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The aim in setting reference prices is to achieve the lowest price possible commensurate 

with continuity of supply and avoidance of co-payments for patients. If the HSE sets a 

price too low, suppliers may exit the market or alternatively may refuse to match the 

reference prices. If medicines are not available at the reference price, patients may have 

to pay the difference between the reference price and the market price. 

 

Industry has consistently claimed the HSE is setting prices too low. On the other hand, 

some Media Commentators claim the prices are too high, quoting UK prices. It may be of 

interest to the committee to know that UK off patent prices are amongst the lowest in 

Europe.  

 

The decisions taken to date are proportionate and reasonable, and are consistent with 

continuity of supply and the policy aim of reducing Irish prices to an acceptable level. The 

project is ongoing. The HSE is required to re-assess reference prices at least annually 

and new interchangeable medicines are being added on an ongoing basis.  

 

Medicines Management Programme 

The HSE Medicines Management Programme (MMP) was established in January 2013 

with the aim of enhancing safe, effective and cost-effective prescribing of medicines in the 

Irish healthcare setting. The MMP has a wide range of activities ongoing (see Appendix 

IX) including: 

 The ‘preferred drugs’ initiative 

 Encouragement of generic prescribing 

 Evaluation of Prescribing trends 

 Providing feedback to prescribers 

 Prescribing guidance to enhance safety and efficacy of medicines 

 Assessment  of high cost medicines already reimbursed 

 Dissemination of information to enhance safe, effective and cost-effective 

prescribing 

 

One of the main ways the MMP communicates with prescribers is through its series of 

prescribing meetings held across the Country. This is in collaboration with the Irish 

College of General Practitioners (ICGP) Clinical Tutors who invite the MMP to present on 

prescribing issues related to the MMP work. This has proven an extremely valuable way of 

getting the main messages of the MMP to prescribers. The MMP has met with over 1,100 

general practitioners over the past 18 months. 
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Impact of Measures 

The HSE has benefitted from price reductions on new medicines and is regularly paying 

lower prices than companies would initially have applied for. 

 

The HSE has recently completed an exercise to update its understanding in relation to 

where Irish list prices of monopoly supplier products sit in relation to list prices in other EU 

countries. 

 

As expected, Irish prices are now at the average of the 9 country basket and at or around 

the average price of the EU 15 member group. 

Irish prices are still above the average calculated across the full list of EU member states 

(i.e. when the more recent entrant member states are included).  

 

Impact in the Off Patent Space 

On the date of introduction of the Act the HSE was reimbursing in excess of €22m per 

month on medicines reference priced in 2014. By December 2014, this had reduced to 

€10.3m due to a combination of the impact of generic price reductions prior to reference 

prices, increases in generic utilisation (exceeding 90% for some interchangeable 

medicines) and reference pricing itself. Savings of €47.4m were achieved in 2014 from 

reference pricing alone and the fully year impact of those savings will be €60m. 

 

Prices of reference priced products are generally of the order of 70% - 80% lower than the 

prices paid when medicines were on patent (Appendix X – Figure 5). The prices set for 

each medicine will vary based on the assessment of the criteria outlined in the Health Act 

2013. In the off patent market, generics accounted for 68% of reimbursed claims (by 

volume) in Q4 2014 (Appendix XI – Figure 6) and 57% by value (Figure 7). 

 

The HSE is continuing to progress with reference pricing and we expect to deliver in 

excess of €25m in additional reference price savings in 2015.  

 

Conclusion 

The HSE has been successful in providing access to many new medicines whilst at the 

same time reducing prices of new and existing medicines.  

 

The figures speak for themselves, and savings of €1.5billion have been achieved to date -  

in what is a complex area and Members will understand that various stakeholders will try 

to protect and defend what they have and resist changes that may reduce their income. 
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The HSE remains committed to ensuring that pricing in Ireland is reasonable and fair. We 

also want to provide access to as many new medicines as is possible from within the 

resources available. At all times the concern is to ensure continuity of supply and to avoid 

causing additional co-payments for patients when making pricing decisions. 

 

This concludes my opening statement and together with my colleague we will endeavour 

to answer any questions you may have. 
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Appendix I 

General Medical Services (GMS) 

Drugs, medicines and appliances approved under the Scheme are provided through 

Community Pharmacies. In most cases the GP gives a completed prescription form to an 

Eligible Person, who takes it to any Pharmacy that has an agreement with the Health 

Service Executive to dispense drugs, medicines and appliances on presentation of GMS 

Prescription Forms. In rural areas a small number of GPs hold contracts to dispense drugs 

and medications to GMS cardholders who opt to have their medicines dispensed by 

him/her directly. 

All GMS claims are processed and paid by the Primary Care Reimbursement Service. An 

Eligible Person who is supplied a drug, medicine or medical or surgical appliance on the 

prescription of a Registered Medical Practitioner, Registered Dentist or Registered Nurse 

Prescriber, by a Community Pharmacy Contractor, is charged €2.50 cent per item subject 

to a limit of €25 per family per month. The prescription charge is recouped by HSE PCRS 

from the Pharmacist. 

Drugs Payment Scheme (DPS) 

The Drugs Payment Scheme (DPS) provides for payment to the Pharmacist for the supply 

of medicines to individuals and families where the threshold of €144 has been exceeded 

in a calendar month. In order to avail of the Drugs Payment Scheme a person or family 

must register for the Scheme with the HSE PCRS. Drugs, medicines and appliances 

currently reimbursable under the Scheme are listed on the HSE website. 

Long Term Illness Scheme (LTI) 

On approval by the Health Service Executive, persons who suffer from one or more of a 

schedule of illnesses are entitled to obtain, without charge, irrespective of income, 

necessary drugs/medicines and/or appliances under the LTI Scheme. No prescription 

charges apply. 

High Tech Drugs (HTD)  

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 

hospital and would include items such as anti-rejection drugs for transplant patients, 

medicines used in conjunction with chemotherapy or hormonal therapy and medicines for 

cystic fibrosis. The medicines are purchased by the Health Service Executive and 

supplied through Community Pharmacies for which Pharmacists are paid a patient care 

fee. The cost of the medicines and patient care fees are paid by the Primary Care 

Reimbursement Service. In some EU countries many of these products are provided 
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directly by the hospital systems or through specialist home care providers (UK) and do not 

form part of their returns to OECD. 

Hospital Medicines 

Hospitals administered medicines are procured and purchased under the governance 

arrangements in each hospital / hospital group. Hospitals have robust governance 

arrangements including expert populated pharmacy & therapeutics committees available 

to them which provide advice and guidance in relation to appropriate management of 

medicines within their hospital. 
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Appendix II 

Table 1: Breakdown of Reimbursement Costs (Dec 2013 - Nov 2014) 

(does not include pharmacy fees) 

 

 

Figure 1: Reimbursement Costs: 1999 to 2014  

 
Note: 2014 figures relate to Dec 2013 to Nov 2014; 

GMS,DPS and LTI include pharmacy fees 
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Appendix III 

Figure 2: GMS Ingredient Cost per Item (*2014 Provisional Data) 

 

 

Figure 3: DPS Gross Cost Per Item (*2014 Provisional Data) 
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Figure 4: LTI Gross Cost per Item (*2014 Provisional Data) 
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Appendix IV: Summary of interventions since 2006 to improve affordability of 

Medicines to the State and Patients under the Community Drug Schemes 

Since 2006, a series of systematic and fundamental interventions in the market for 

pharmaceuticals have been made by the State. 

 

1st Sept 2006: 2006 IPHA Agreement (Originator companies) – main changes 

1. New Medicines 

 Increase external price reference basket from 5 to 9 countries (added Austria, 

Belgium, Finland & Spain) 

 Introduction of Pharmaco-economic assessments 

 Price reviews in 2008 (implemented 1 Nov 2008) & 2010 (implemented 1 Nov 

2010) for new medicines introduced under new processes and on market for 1 

year 

2. Existing medicines 

 Price freeze (in place since 1990’s) continued 

3. Off-patent products 

 20% reduction in price, 60 days post first generic launch with further 15% 

reduction, 22 months later (“Clause 6”) 

 Existing medicines with patent expired to reduce by 20%, 6 months post 

agreement (implemented 1 March 2007) and a further 15%, 22 months later (1 

January 2009) 

 Every qualifying medicine which has gone off patent (and for which an 

equivalent generic has launched) has been reduced since 2006 under this 

clause i.e. this work flow is fully up to date 

 

1st Jan 2008: DPS Family unit threshold increased from €85 to €90 

 

1st Jan 2009: DPS Family unit threshold increased from €90 to €100 

 

1st July 2009: Health Professionals (Reduction of Payments to Community Pharmacy 

Contractors) Regulations 2009 

 Dispensing fees set by Regulation under Statute 

 Wholesale mark-up on medicines reduced from 17.66% to 10% (except controlled 

drugs and fridge items) 

 Pharmacy mark-up for medicines on DPS and LTI reduced from 50% to 20% 

(except non drug items ) 

 

1st Jan 2010: DPS family unit threshold increased from €100 to €120 
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1st Feb 2010: Additional agreement with IPHA 

 Additional 40% reduction in price of any off-patent medicines already commenced 

“clause 6” process 

 

1st Oct 2010: Health (Amendment) (No 2) Act (Commencement) 

 Prescription charge of €0.50 introduced for GMS (subject to €10 per month 

maximum for family unit) 

 APMI (generic suppliers) reductions equivalent to IPHA reductions of 1 Feb 2010 

(removing generic pricing anomaly which persisted whilst a dispute with APMI was 

ongoing) 

 

17th Dec 2010: IPHA concedes additional cost reduction measures for 2011 

 Savings of €140m in the ex-factory price of medicines either by price reductions 

(implemented Jan-Apr 2011) or rebates 

 Downstream savings of €15m 

 

20th Jun 2011: Health Professionals (Reduction of Payments to Community Pharmacy 

Contractors) Regulations 2011 

 Wholesale mark-up on medicines reduced from 10% to 8% (except fridge items 

17.66% to 12% and controlled drugs 17.66% to 8%) 

 Pharmacy mark-up for medicines on DPS and LTI reduced from 50% to 20% in 

respect of non-drug items. 

1st Jan 2012: DPS family unit threshold increased from €120 to €132 

 

18th Jun 2012: Interim drug price reductions agreed with IPHA 

 Originators will reduce by 30% immediately on generic launch and further 5% 22 

months later 

 Products which have had 20% reduction will immediately reduce by an additional 

10% (implemented 1 July 2012) 

 New drugs which had been in dispute were approved 

 

1st Sept 2012: Delisting of a number of prescription medicines from reimbursement lists 

 

Oct 2012: IPHA Agreement 2013 – 2015 

 With effect from 1st November 2012, the ex factory price of all patent protected 

medicines reimbursed in Ireland prior to September 2006 was realigned - 

downwards only - to the average of the basket of 9 countries (Austria, Belgium, 

Denmark, Finland, France, Germany, Netherlands, Spain, and UK).  
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 With effect from 1st November 2012, the ex factory price of all patent expired 

medicines which did not have a generic equivalent on the Irish market was 

realigned - downwards only - to the average of the basket of 9 countries.  

 With effect from 1st November 2012, the ex factory price of all patent expired 

medicines which had a generic equivalent on the Irish market was reduced to 60% 

of the original price. With effect from 1st November 2013, the prices were reduced 

to 50% of the original price. 

 In the case of medicines which go off patent after 1st November 2012, the ex 

factory price will drop to 70% of the original price as soon as a generic equivalent 

comes on the Irish market. After 12 months, the price will be reduced to 50% of the 

original price.  

 With effect from 1st January 2013, the ex factory price of medicines introduced to 

Ireland after September 1st 2006, was realigned - downwards only - to the average 

of the basket of 9 countries. 

 Products were also supplied to hospitals at the new reduced prices.  

 

Oct 2012: APMI Agreement 2013 – 2015 

 On November 1st 2012 the prices of all generic products were reduced to not more 

than 50% of the pre patent expiry prices of the equivalent branded original 

products, with no associated price increases. 

 Following the implementation of the new legislation, the prices of all generic 

products included in interchangeable product groups by the IMB are further 

reduced to not more than 40% of the pre patent expiry prices of the equivalent 

branded original products, with no associated price increases. 

 The prices of all generic products not included in interchangeable product groups 

by the IMB will be reduced to not more than 47.5% of the pre patent expiry prices of 

the equivalent branded original products, when the equivalent branded original 

products are reduced to not more than 50% of their pre patent expiry prices. 

 All new generic products will be priced initially at not more than 50% of the pre 

patent expiry prices of the equivalent branded original products. 

 If included in an interchangeable product group by the IMB, these new generic 

products will be immediately priced at not more than 40% of the pre patent expiry 

prices of the equivalent branded original products. 

 HSE will consult with APMI in relation to reference pricing 

 

1st Jan 2013: Health Services (Prescription Charges) Regulations 2012 

 GMS prescription fee increased to €1.50 per item (max: €19.50 per family per 

month) 

 DPS family unit threshold increased from €132 to €144 
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18th Apr 2013: HSE Medicines Management Programme announces Preferred Drugs for 

PPI’s and Statins 

 

May 2013: Health (Pricing & Supply of Medical Goods) Act 2013 enacted 

 

19th Jun 2013: HEALTH (PRICING AND SUPPLY OF MEDICAL GOODS) ACT 2013 

(COMMENCEMENT) ORDER 2013 signed by Minister for Health 

 

24th Jul 2013: HEALTH PROFESSIONALS (REDUCTION OF PAYMENTS TO 

COMMUNITY PHARMACY CONTRACTORS) REGULATIONS 2013 

 Removal of pharmacy mark-up on Drugs Payment Scheme and Long Term Illness 

Scheme (from 20% to 0%) 

 

Aug 2013: HSE’s Medicines Management Programme announces Preferred Drugs for 

ACEIs and ARBs 

 

8th Aug 2013: Atorvastatin designated interchangeable 

 

1st Sept 2013: All generic atorvastatins reduced to 40% of pre-patent expiry price. Brand 

matches this price. 

 

20th Sept 2013: Esomeprazole designated interchangeable 

 

24th Sept 2013: Rosuvastatin designated interchangeable 

 

1st Oct 2013: 

 Generic prices of Esomeprazole reduced to 40% of pre-patent expiry price 

 Generic prices of Rosuvastatin reduced to 40% of pre-patent expiry price 

 

11th Oct 2013: Omeprazole designated interchangeable 

 

22nd Oct 2013: Pravastatin designated interchangeable 

 

1st Nov 2013: 

 Second phase of 2012 IPHA Agreement reductions the ex factory price of all patent 

expired medicines which have a generic equivalent which were previously reduced 

to 60% on 1st November 2013 were reduced to 50% of the original price. 
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 Generic products at 50% were reduced to 47.5% of the pre-patent expiry price 

pending the establishment of interchangeability for each 

 Reference prices of Atorvastatin set (@ 15% of original patent price) 

o Generic suppliers match reference prices 

o Brand (Lipitor) matches reference prices 

 

14th Nov 2013: Lansoprazole designated interchangeable 

 

27th Nov 2013: Quetiapine designated interchangeable 

 

1st Dec 2013: Prices of Nexium (Esomeprazole brand) reduced by 33% (20mg) - 53% 

(40mg) 

 

1st Dec 2013: Prescription charge increased to €2.50 per item (Max: €25 per family per 

month) 

 

17th Dec: 2013 Pantoprazole designated interchangeable 

 

17th Dec 2013: Lercanidipine designated interchangeable 

 

18th Dec 2013: Ramipril designated interchangeable 

 

2013: Clause 6 reductions 

 Tolterodine C6P11 

 Lercanidipine C6P1 

 Ibandronic acid C6P1 

 Montelukast C6P1 

 Sildenafil C6P1 

 Memantine C6P1 

 

1st Jan 2014: 

 Reference price implemented for Esomeprazole 20mg 

 Generic quetiapine and lercanidipine reduced to 40% of pre-patent price 

 Co-amoxiclav designated interchangeable 

 

1st Feb 2014: 

                                                   

1 C6P1 = reduced as per Clause 6 (phase 1) of the 2012 IPHA agreement 
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 Reference price due to be implemented for Esomeprazole 40mg (22% of original 

price) 

 Reference prices due to be implemented for Rosuvastatin (all strengths 30% of 

original prices) 

 

1st Mar 2014: 

 Reference prices implemented for Lansoprazole 

 Reference prices implemented for Omeprazole 

 Reference prices implemented for Pravastatin 

 

1st Apr 2014: 

 Reference prices implemented for Lercanidipine 

 Reference prices implemented for Pantoprazole 

 Reference prices implemented for Quetiapine Immediate Release Formulations 

 Reference prices implemented for Ramipril 

 

1st May 2014: 

 Revised arrangements for generics implemented (must be at least 60% below pre-

patent expiry price of brand) 

 Reference prices implemented for Losartan / Losartan Hydrochlorothiazide 

 Reference prices implemented for Rabeprazole 

 Reference prices implemented for Simvastatin 

 Reference prices implemented for Anastrozole 

 

1st August 2014 

 Reference prices implemented for Candesartan / Candesartan Hydrochlorothiazide 

 Reference prices implemented for Memantine 

 Reference prices implemented for Olanzapine 

 Reference prices implemented for Montelukast 

 Reference prices implemented for Donepezil 

 Reference prices implemented for Sildenafil 

 

1st October 2014 

 Reference Prices implemented for Clopidogrel 

 

1st December 2014 

 Reference prices implemented for Bisoprolol 

 Reference prices implemented for Perindopril / Perindopril Indapamide 
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 Reference prices implemented for Valsartan / Valsartan Hydrochlorthiazide 

 Reference prices implemented for Tolterodine 

 Reference prices implemented for Doxazosin 

 

1st January 2015 

 Reference prices implemented for Escitalopram 

 Reference prices implemented for Quetiapine Prolonged Release Formulations 

 Reference prices implemented for Telmisartan / Telmisartan Hydrochlorothiazide 

 Reference prices implemented for Amlodipine 

 Reference prices implemented for Venlafaxine 

 Reference prices implemented for Zopiclone 

 Reference prices implemented for Risedronic Acid 
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Appendix V: General Criteria the HSE shall have regard to when making decisions 

around reimbursement (Health (Pricing and Supply of Medical Goods) Act 2013, 

Schedule 3, Part 3) 

 the health needs of the public 

 the cost-effectiveness of meeting health needs by supplying the item concerned 

rather than providing other health services,  

 the availability and suitability of items for supply or reimbursement, or both, under 

section 59 of the Act of 1970 

 the proposed costs, benefits and risks of the item or listed item relative to 

therapeutically similar items or listed items provided in other health service settings 

and the level of certainty in relation to the evidence of those costs, benefits and 

risks, 

 the potential or actual budget impact of the item or listed item, 

 the clinical need for the item or listed item, 

 the appropriate level of clinical supervision required in relation to the item to ensure 

patient safety, 

 the efficacy (performance in trial), effectiveness (performance in real situations) and 

added therapeutic benefit against existing standards of treatment (how much better 

it treats a condition than existing therapies), and 

 the resources available to the Executive. 
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Appendix VI: Criteria the HSE shall take into account when setting prices of 

reimbursed items 

 the equivalent relevant prices (if practicably available) of the item in all other 

Member States where the item is marketed, 

 the relevant prices of therapeutically similar listed items, 

 the potential therapeutic benefits of the item for patients likely to use the item if it 

were to become a listed item, 

 the potential budget impact of the item if it were to become a listed item, 

 the ability of suppliers of the item to meet patient demand for the item if it were to 

become a listed item, 

 the resources available to the Executive, and 

 the terms of any agreement in place (whether entered into before, on or after the 

commencement of this section) between the Executive and any representative 

body of the suppliers of drugs, medicines or medicinal or surgical appliances where 

the agreement relates, whether directly or indirectly, to the price of the item. 
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Appendix VII: HSE Drugs Group: Paper on Eculizumab (June 2014)  

The HSE Drugs Group is tasked by HSE leadership with examining all new medicines 

which do not satisfy conventional cost effectiveness thresholds and providing a 

recommendation to HSE Leadership in relation to each.  

 

In approaching this task the Drugs Group (like all members of society) would wish to be in 

a position whereby it could recommend in favour of every new medicine with clinical 

benefits. However the Drugs Group is aware that society is unable to provide unlimited 

resources to the Health Services.  

 

The Drugs Group in trying to arrive at recommendations considers multiple criteria. The 

main criteria which underpin recommendations are:  

 whether the medicine meets an unmet need,  

 the robustness of the clinical evidence,  

 the availability and robustness of cost effectiveness evidence,  

 the budget or resource impact (and thus the effect with a limited budget on our 

ability to funds other vital services)  

 the degree to which an applicant (pharmaceutical company) has sought to address 

any concerns which arise around any of those criteria.  

 

ECULIZIMAB (Trade name SOLIRIS) is a humanised monoclonal antibody which acts by 

targeting and inhibiting the terminal portion of a process known as the complement 

cascade.The complement cascade is one of the mechanisms that the body uses to 

destroy foreign organisms, such as bacteria. In certain conditions the complement 

cascade can be inappropriately activated, and in these circumstances it attacks and 

damages normal tissues, often with catastrophic effect.  

 

The HSE Drugs Group has over the last 6 months been tasked with trying to arrive at a 

final recommendation in relation to Eculizumab. This has been a most challenging task 

and one which the Drugs Group cannot resolve. This is not the first time that the HSE has 

considered this medicine. 

 

Eculizumab has had market authorisation in Europe since 2007. Funding has proved 

challenging since. In 2010, an interim Access with Evidence Development Programme 

was agreed which ultimately has resulted in €10m been invested to ensure access to 

treatment for 10 patients since then. The expectation in 2010 was that further evidence 

would emerge which would assist in future decision making.  
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The Drugs Group would, if resources were unlimited, recommend in favour of funding, but 

it knows that if it does so, the implications for the affordability of future medicines could be 

immense. The HSE Drugs Group recognises that patients and clinicians strongly believe 

that funding must be provided.  

 

The Drugs Group considers that there are significant unmet clinical needs for patients with 

Paroxysmal Nocturnal Haemoglobinurea(PNH) and aHaemolytic Uremic Syndrome 

(aHUS). Eculizumab is the first medicine licensed to treat these conditions.  

 

For patients with PNH, it is clear that Eculizumab reduces the need for transfusions, 

stabilises haemoglobin and improves quality of life for patients. Experience in the Irish 

patient cohort is similar to that in international cohorts. It is probable that Eculizumab 

reduces mortality but the magnitude of that benefit is difficult to estimate. The evidence 

available is less robust than that which would normally be available to the Group when it is 

considering new medicines. The Drugs Group accepts this is related to the rarity of the 

disease and the consequent research challenges faced.  

 

For patients with aHUS, the grade of evidence is less robust but the actual magnitude of 

benefits may ultimately be more impressive for this patient cohort, some of whom face a 

very poor prognosis. The success rate from renal transplantation is likely to be very low for 

this patient cohort without Eculizumab. Clinical experts have advised that renal 

transplantation for this patient cohort without access to Eculizumab is unlikely to take 

place. Eculizumab could offer improved outcomes from renal transplantation for a 

proportion of this patient cohort in addition to clinical benefits for those who don’t undergo 

transplantation.  

 

It is impossible given the uncertainties around the magnitude of the clinical benefits to put 

any robust estimate around value for money. Previous UK estimates (for PNH) would 

suggest a cost per life year gained of somewhere between €600,000 and €3,000,000. This 

is significantly beyond that of practically any other agent previously considered by the 

Drugs Group. The government approved decision threshold in the 2012 IPHA agreement 

was €45,000 per quality adjusted life year. 

 

The Drugs group is regularly required to consider medicines which may provide clinical 

benefits but sometimes at costs in excess of €100,000 per life year (or per quality adjusted 

life year) but rarely above €200,000 per life year. 

 

The only medicine previously considered which might approach the lower end of the 

Eculizumab range was Ivacaftor for Cystic fibrosis. In that case, although there was 
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uncertainty about the exact magnitude of benefit, the Drugs group felt that there could be 

a substantial survival benefit. The group did also point out that a decision to fund Ivacaftor 

would place a financial burden on a health service operating a fixed budget and impact on 

the ability to provide other services. The Drugs Group recognises that even mentioning 

cost effectiveness can be offensive to patients faced with a very difficult prognosis.  

 

It is difficult to estimate with any degree of certainty the likely budget impact over 5 years 

due to the low incidence and prevalence of both conditions. However the Drugs Group 

believes that an additional budget impact of the order of €20m over the next 5 years would 

be likely. This is based on an assumption that the total number of new patients identified 

would be between 8 and 12. Each new patient would require reimbursement support of 

the order of €420,000 per annum. The majority of patients would continue on treatment for 

their lifetime so budget impact would increase each subsequent year. However it is 

possible that this could be an underestimate of likely demand.  

 

The Drugs Group believes that Alexion has taken a hard line approach in relation to 

pricing. This approach has been exceedingly unhelpful but is not inconsistent with their 

approach in other countries. No concession has been made by the company during the 

additional attempts made by the HSE to negotiate since February 2014. Alexion continues 

to only offer a ******Text Redacted****** (on condition of absolute commercial 

confidentiality). 

 

Alexion rejected a HSE offer and did not move from their previous position or make any 

counter offer. The worldwide sales of Soliris (Eculizumab) are in the order of $2 billion and 

the market capitalisation of Alexion now exceeds $30 billion.  

 

In summary, the Drugs Group does not know what the appropriate societal response is. 

There are clinical grounds to support reimbursement but the pricing strategy of Alexion 

means that there are implications for future pharmaceutical decisions and other services. 

If other companies were to adopt the pricing policies of Alexion the HSE would rapidly 

(based on existing levels of resourcing) exhaust the ability of the State to fund new 

medicines. 

 

The well intentioned Access with Evidence Development programme aimed to support 

reimbursement on an interim basis whilst allowing space for additional evidence to 

develop to underpin a reimbursement recommendation. It has unfortunately been 

unsuccessful as insufficient new evidence has been developed. It has also clearly resulted 

in a situation which is now open to accusations of inequity. However if the programme had 
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not been established no access might have been provided in the intervening period and 

that might have been unacceptable to society. 

 

The Drugs Group finds itself in a position where it cannot resolve the ethical dilemmas 

which arise. It cannot recommend in favour. To do so might be used as a precedent by 

other companies and will lead to the health service incurring a substantial cost for which 

no budget provision has been made or exists. That might ultimately result in less access 

to new medicines for Irish patients.  

 

The demands for new medicines are projected to significantly exceed the amounts 

provided for in the 2012 IPHA agreement. The €210m budget provided is currently 

required to cover the cost of all new medicines up to the end of 2015.  

 

Any decision around eculizumab needs to take into consideration the following:  

1. The substantialand on‐going cost per patient treated.  

2. The support by clinicians for its use.  

3. The message it sends out to industry regarding our acceptance of the 

intransigence shown by the company on price – this will make striking deals on 

future medicines more difficult.  

4. The direct budget impact of the drug.  

5. The state of the evidence on effectiveness and cost‐effectiveness.  

6. The absence of an alternative treatment for these patients.  

7. The need to decide what other service should be cut back in order to provide 

the necessary funding for this drug.  
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Appendix VIII: Criteria the HSE must consider when setting reference prices 

 The relevant prices (if practically available) of the item in all other member states 

where the item is marketed 

 The relevant prices of therapeutically similar listed items 

 The potential therapeutic benefits of the items for patients 

 The potential budget impact 

 The ability of suppliers to meet patient demand 

 The resources available 

 The terms of any agreement in place 
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Appendix IX: Medicines Management Programme  

The HSE Medicines Management Programme (MMP) was established in January 2013 

with the aim of enhancing safe, effective and cost-effective prescribing of medicines in the 

Irish healthcare setting. The MMP represents a collaboration of the National Medicines 

Information Centre, the National Centre for Pharmacoeconomics and the HSE PCRS and 

the Clinical Lead is Professor Michael Barry. The MMP has a wide range of activities 

including: 

 

The ‘preferred drugs’ initiative:  

This involves the identification by the MMP of what it considers the safest, most effective 

and most cost-effective medicine from a therapeutic group. The initiative commenced in 

April 2013 with a review of the high cost areas which were the cholesterol lowering statins 

and proton pump inhibitors (PPIs) for gastrointestinal symptoms such as dyspepsia and 

the treatment of gastric and duodenal ulcers. In relation to the cholesterol lowering statins 

simvastatin was identified as the statin of first choice from the available five statins on the 

market which include atorvastatin, rosuvastatin, pravastatin, fluvastatin and of course 

simvastatin. Similarly, lansoprazole was identified as the PPI of first choice. Other 

therapeutic areas included the ACE inhibitors and ARBs for the treatment of hypertension 

and heart failure (preferred drug identified in September 2013), the Selective Serotonin 

Re-uptake Inhibitors (SSRIs) and the Serotonin Noradrenaline Re-uptake Inhibitors 

(SNRIs) (preferred antidepressant from these groups identified in March 2014), drugs for 

Urinary Incontinence and overactive bladder (October 2014) and Respiratory Drugs for 

asthma and COPD reviewed in 2014 and updated in January 2015. We are currently 

identifying the new oral anticoagulant of choice. At the launch of the preferred drugs 

initiative these drug groups accounted for over 20% of all medicines prescribed in the 

Community setting. Despite the introduction of reference pricing there are still savings to 

be made by prescribing the preferred drugs. 

 

Generic Prescribing: 

It is generally accepted that generic prescribing is the most cost-effective prescribing and 

the MMP actively encourages general practitioners to prescribe generically.  In addition 

generic prescribing is also considered safer prescribing with a much reduced chance of 

medication error occurring if prescribers adopt generic prescribing. The MMP takes every 

opportunity to highlight the benefits of generic prescribing. 

 

Evaluation of Prescribing trends and feedback to prescribers: 

 

The MMP reviews the utilisation and expenditure of medicines on an ongoing basis and 

provides feedback to prescribers where necessary. An example of this relates to 
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communication from the MMP to Prescribers around the Country on the 5th March 2014 in 

relation to the new oral anticoagulants (NOACs). The MMP identified issues relating to the 

doses used and the potential for drug interactions associated with the use of NOACs. 

Follow up in late 2014 indicated a significant improvement in NOAC prescribing. The MMP 

has also written to prescribers in relation to the preferred drugs and in relation to 

benzodiazepine prescribing. 

 

Prescribing guidance to enhance safety and efficacy of medicines 

The MMP has produced a series of prescribing tips for prescribers across a range of ten 

therapeutic areas. An example is seen with the guidance in relation to NOAC medications 

where dosing of the particular medications (dabigatran, rivaroxaban, apixaban) may 

change with patient age, renal function and concomitant medications. These are available 

on the MMP website and are distributed to the prescribers at GP meetings. 

 

HTA of high cost medicines already reimbursed 

In collaboration with the National Centre for Pharmacoeconomics the MMP has initiated 

pharmacoeconomic evaluations in relation to a number of reimbursed medications where 

there was concern in relation to the value for money obtained from such products. These 

included omega-3-acid ethyl esters (Omacor) in April 2013, pregabalin (Lyrica) for 

neuropathic pain (October 2013) and pregabalin for generalised anxiety disorder in 

December 2014. It is envisaged that such assessments will continue with a view to 

obtaining better value for money should a product be deemed not cost-effective. 

 

Dissemination of information to enhance safe, effective and cost-effective 

prescribing 

The MMP communicates in a number of ways with prescribers around the Country. A 

therapeutic bulletin is produced every two months by the National Medicines Information 

Centre (NMIC) which advises prescribers in relation to specific areas e.g. asthma, 

hypertension, diabetes mellitus. This bulletin which is distributed to all GMS doctors 

highlights the safe and effective prescribing of medicines across the major therapeutic 

areas.  

 

Another NMIC publication is ‘Therapeutics Today’ which is produced every two weeks and 

is designed to inform prescribers in relation to recent changes in a wide range of 

therapeutic areas. It is distributed to all GMS doctors. 

 

One of the main ways the MMP communicates with prescribers is through its series of 

prescribing meetings held across the Country. This is in collaboration with the Irish 

College of General Practitioners (ICGP) Clinical Tutors who invite the MMP to present on 
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prescribing issues relation to the MMP. This has proven an extremely valuable way of 

getting the main messages of the MMP to prescribers. The MMP has met with over 1,100 

general practitioners over the past 18 months. 

 

Future developments 

It is envisaged that the MMP will increase the number of ‘preferred drugs’ thereby adding 

to the current list. This will increase the therapeutic areas where a drug of choice is 

presented to prescribers. 

 

Communication with prescribers will continue as outlined above particularly through our 

general practitioner meetings across the Country. This has continued in 2015 with our 

recent meeting in Clare organised by the Clare branch of the ICGP. 

 

Our focus on the prescribing in high cost areas will continue in 2015 with attention to 

prescribing of products such as oral nutritional supplements, oral anticoagulants and INR 

monitoring, and lignocaine 5% patches (Versatis). 

 

It is also envisaged that the MMP will interact with individual prescribers through 

pharmacy advisors who would be expected to provide prescribing advice in relation to a 

wide range of medicines thereby optimising cost-effectiveness of medication use. 
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Appendix X: Impact of Reference Pricing 

 

Figure 5: Comparison of reference prices to original launch prices of brands 

 

This graph show that the prices of reference priced products in 2014 were of the order of 

70% - 80% lower than the prices paid when medicines were on patent 
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Appendix XI 

Figure 6: Growth in Generic Utilisation (reimbursed claims) 

 

 

Figure 7: Reduction in Reimbursed Spend on Off Patent Medicines 

 

 

 




