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PQ: 21075/24: 
To ask the Minister for Health to provide a list of all orphan medicines reimbursed in 2023; to confirm 
the date of the HSE executive management team decision; the date on which a reimbursement decision 
was subsequently made; and if he will make a statement on the matter. -Pádraig O'Sullivan 
 
Dear Deputy O’Sullivan, 
 
The Health Service Executive has been requested to reply directly to you in the context of the above 
Parliamentary Question (Reference 21075/24), which you submitted to the Minister for Health for 
response. 
 
Note on orphan drug status: The Committee for Orphan Medicinal Products (COMP) is the European 
Medicines Agency's (EMA) committee responsible for recommending orphan designation of medicines for 
rare diseases. This designation is for medicines to be developed for the diagnosis, prevention or treatment 
of rare diseases that are life-threatening or very serious. In the European Union (EU), a disease is defined 
as rare if it affects fewer than 5 in 10,000 people across the EU. The European Commission decides whether 
to grant an orphan designation for the medicine based on the COMP's opinion. 
 
Medicines are reimbursed and funded across a range of different systems e.g. in hospitals, in community 
services and under National Community Drug Schemes and centrally funded arrangements.  
 
There is a national decision process for new medicines and new uses of existing medicines which is 
underpinned by primary legislation (Health (Pricing and Supply of Medical Goods) Act 2013). The HSE must 
comply with the relevant legislation when considering investment decisions around new medicines. HSE 
decisions on which medicines are reimbursed by the taxpayer are made on objective, scientific and 
economic grounds. 
 
The HSE considers pricing applications for new medicines and new uses of existing medicines in line with 
the criteria set out under the Health (Pricing and Supply of Medical Goods) Act 2013. The HSE considers 
the following criteria prior to making any decision on funding / reimbursement: 



 
(1)    The health needs of the public, 
(2)    The cost-effectiveness of meeting health needs by supplying the item concerned rather than 
providing other health services, 
(3)    The availability and suitability of items for supply or reimbursement,  
(4)    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, 
(5)    The potential or actual budget impact of the item or listed item, 
(6)    The clinical need for the item or listed item,  
(7)    The appropriate level of clinical supervision required in relation to the item to ensure patient safety, 
(8)    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 
(9)    The resources available to the HSE   
 
The HSE Drugs Group is the national committee which the HSE has in place to make recommendations on 
the pricing and reimbursement of medicines. The membership of the HSE Drugs Group includes public 
interest members. The minutes of the HSE Drugs Group meetings are published and publically available 
online: https://www.hse.ie/eng/about/who/cpu/drugs-group-minutes/. The HSE Drugs Group 
recommendation for each medicine reviewed is also included in the published minutes.  
 
The decision making authority in the HSE is the HSE Executive Management Team. The HSE Executive 
Management Team decides on the basis of all the demands it is faced with (across all services) whether it 
can fund a new medicine, or new uses of an existing medicine, from the resources that have been provided 
to it in line with the Health (Pricing and Supply of Medical Goods) Act 2013. 
 
The following list details the new medicines / new use of medicines that were approved for 
reimbursement in 2023 that maintained their orphan designation at the time of approval provided 
alongside the HSE Executive Management Team decisions for the relevant medicines. 
 

 
 
 

https://www.hse.ie/eng/about/who/cpu/drugs-group-minutes/


Yours sincerely, 
 

 
Suzanne Doyle 
Primary Care Reimbursement Service 
 
The Health Service Executive operates the General Medical Services Scheme, which includes Medical 
Cards and GP Visit Cards, under the Health Act 1970, as amended. It has established a dedicated contact 
service for members of the Oireachtas specifically for queries relating to the status of Medical Cards 
and GP Visit Cards applications, which the Deputy / Senator may wish to use for an earlier 
response.  Tel: 01-8647180 / email: Oireachtas.pcrs@hse.ie 
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