
[image: image1.png]



[image: image2.jpg]“= | Seirbhis Slainte | Building a
~=> | Nios Fearr Better Health
o a Forbairt Service






Colm Burke, T.D.
Dáil Éireann,

Leinster House,

Kildare Street,

Dublin 2.

1st June 2023

PQ: 24386/23
To ask the Minister for Health the access criteria for managed access protocols across all medicines; if he has considered whether there is sufficient transparency of the MAP process for patients and clinicians, particularly with regards to the rejection of applications; if MAPs should be amended if they are found not to be accommodating to clinicians and patients; and if he will make a statement on the matter. -Colm Burke
Dear Deputy Burke,
The Health Service Executive has been requested to reply directly to you in the context of the above Parliamentary Question (Reference 24386/23), which you submitted to the Minister for Health for response.

The HSE has statutory responsibility for decisions on pricing and reimbursement of medicines under Community Drug Schemes, in accordance with the Health (Pricing and Supply of Medical Goods) Act 2013.
HSE decisions on which medicines are reimbursed by the taxpayer are made on objective, scientific and economic grounds, on the advice of the National Centre for Pharmacoeconomics (NCPE). There are formal processes which govern applications for the pricing and reimbursement of medicines, and new uses of existing medicines, to be funded and/or reimbursed. 

Under Section 20 of the 2013 Act, the HSE may attach conditions to the supply or reimbursement. Under Section 20, subsection 2, such conditions may include one or more of the following:

(a) protocols for the supply of the listed items;

(b) the quantity of listed items which may be supplied or reimbursed, or both, during a specified period, in respect of a patient or a class of patients, or both, or in respect of patients in general;

(c) the period during which listed items may be supplied or reimbursed, or both;

(d) restrictions on the purposes for which listed items may be supplied;

(e) restrictions on the classes of prescribers who may prescribe the listed items;

(f) restrictions on the classes of patients who may be supplied with, or reimbursed under that section for, the listed items.

The HSE Drugs Group is the national committee that 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 totality of clinical and economic evidence for a new medicine is comprehensively and extensively reviewed by HSE Drugs Group and a recommendation is then made. In cases where there is a high drug cost or a high potential budget impact, or where the marketing authorisation holder has only submitted a subset of the licensed population in their formal application for pricing and reimbursement, HSE Drugs Group may recommend reimbursement subject to the establishment of a HSE Medicines Management Programme (MMP) led managed access protocol in line with Section 20 of the Health (Pricing and Supply of Medical Goods) Act 2013. 

The decision making authority in the HSE is the HSE Executive Management Team (EMT). The HSE EMT 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 HSE EMT makes the final reimbursement decision. 

Where a MMP led managed access protocol is recommended following the assessment process outlined above, the HSE MMP will develop and operate an individual patient approval system for the medicine.

The criteria used to inform a managed access protocol are based on the HSE EMT decision and HSE Drugs Group considerations, to ensure the managed access protocol is in line with the HSE reimbursement approval. The development of a managed access protocol includes consideration of the scientific data from the pivotal clinical trials that provide the clinical evidence for the efficacy and safety of the medicines. It also takes into account any assessment carried out by the NCPE, including a Health Technology Assessment (HTA). This will ensure reimbursement is supported for patients who meet the pre-defined criteria, as per the HSE MMP managed access protocol.

Managed access protocols are published on the HSE website at https://www.hse.ie/eng/about/who/cspd/ncps/medicines-management/managed-access-protocols/. Reimbursement criteria for each medicine are individual and the HSE MMP engage with the relevant clinical programme in advance of the operationalisation and publication of the managed access protocol.

Where a reimbursement application is made by a clinician for a product with a managed access protocol in place under Community Drug Schemes, the positive or negative reimbursement decision is communication back to the prescriber through the online application portal. Appeals to a negative reimbursement decision can be made by the clinician with further supporting information to the HSE MMP for consideration. However, there must be sufficient information provided to enable a positive decision.
Yours sincerely, 
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​​​​
Suzanne Doyle
Primary Care Eligibility & Reimbursement Service
Seirbhís Aisíoca Príomhchúraim


Bealach amach 5 an M50, Án Bóthar Thuaidh, Fionnghlas, Baile Átha Cliath 11, D11 XKF3


Guthán: 01 8647100


























Primary Care Reimbursement Service


Exit 5, M50, North Road, Finglas, Dublin 11, D11 XKF3
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