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The Pharma Legal Handbook answers 
essential questions about this environment 
for pharmaceuticals in Ireland.
It is a must have for any company operating 
in the country or looking to enter the market.

Prepared in association with Mason Hayes 
& Curran LLP, a leading law firm in Ireland, 
it should answer any questions linked to 
Regulation, Pricing, Clinical and Preclinical 
Trials, Marketing, Manufacturing, Trademarks 
and Patents.

* THIS REPORT WAS ORIGINALLY PUBLISHED IN JANUARY 2020 AND THE 
INFORMATION CONTAINED WITHIN IS SUBJECT TO CHANGE.
** LAST UPDATE: NOVEMBER 2021

PharmaBoardroom is not responsible for any mistakes contained within 
this publication. For specific advice on any legal issue, please contact a 
qualified professional.

Copyright: All rights reserved. No part of this publication maybe reproduced 
in any form or by any means, whether electronic, mechanical or otherwise 
including photocopying, recording or any information storage or retrieval system 
without prior written consent of PharmaBoardroom. While every attempt is 
made to ensure the accuracy of the information contained in this report, 
neither PharmaBoardroom nor the authors accept any liabilities for errors and 
omissions. Opinions expressed in this report are not necessarily those of the 
authors.

Mason Hayes & Curran LLP a business law firm with over 
95 partners and offices in Dublin, London, New York and 
San Francisco.

The legal services provided by the firm are grounded in 
deep expertise and informed by practical experience. 
Their lawyers tailor their advice to their clients’ 
business and strategic objectives, giving them clear 
recommendations. This allows clients to make good, 
informed decisions and to anticipate and successfully 
navigate even the most complex matters.

The working style at MHC LLP is versatile and 
collaborative, creating a shared perspective with clients 
so that legal solutions are developed together. Their 
service is award-winning and innovative. This approach 
is how they make a valuable and practical contribution to 
each client’s objectives.

Ireland

DUBLIN
+353 1 614 5000
dublin@mhc.ie
Barrow Street
Dublin 4
D04 TR29

LONDON
+44 20 3178 3366
london@mhc.ie
1 Cornhill
London
EC3V 3ND

NEW YORK
+1 646 862 2028
newyork@mhc.ie
1450 Broadway
39th Floor, New York
NY 10018

SAN FRANCISCO
+1 415 655 6841
sanfrancisco@mhc.ie
71 Stevenson Street
Suite 400
San Francisco
CA 94105
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THE AUTHORS

PARTNER

Michaela is a Regulatory Partner who advises clients in the phar-
maceutical, healthcare, medical device, digital health, cosmetic, 
food, video game, software and general consumer product sectors 
on various regulatory compliance matters. 

She frequently advises clients on the applicable regulatory frame-
work, regulatory approval, labelling, packaging, traceability, safe-
ty and liability issues. She has also advised clients on matters of 
regulatory compliance in the context of due diligence.

Michaela has advised clients on regulatory investigations by 
enforcement authorities, including an investigation as part of the 
Horse Meat scandal. She has also advised and represented clients 
in enforcement action, including the defence of criminal prose-
cutions for breaches of consumer protection legislation. She has 
overseen the implementation and coordination of high volume 
product withdrawals and product recalls, including rectification 
strategies, in multiple jurisdictions.

+353 1 614 5878
mherron@mhc.ie

Gerard is a partner in our commercial litigation team, practising 
mainly in the area of intellectual property Law and is head of the 
IP team.

He advises clients on intellectual property disputes, including 
substantial patent litigation and passing off, trade mark, copy-
right, design right litigation. He has been involved in many of the 
most high profile IP litigation cases in recent years in the Irish 
Commercial Court, Court of Appeal and the Supreme Court.

Gerard is a registered trade mark agent in Ireland and a European 
Trade Mark and Design Attorney. He also has particular experience 
in non-contentious IP matters such as advising on protection and 
licensing strategies for intellectual property rights.

+353 1 614 5093
gkelly@mhc.ie
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GERARD 
KELLY

PARTNER
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Dublin London New York San Francisco

Industry Expertise
Ireland is a globally recognised centre of excellence for life sciences, pharma and medtech 
companies, ranging from global multinationals to an increasing number of vibrant 
indigenous companies.

Our Life Sciences team, drawn from specialist practice areas across the firm, offers 
commercial and practical advice to global players and emerging companies alike.  
Our key strength is our industry knowledge and expertise. 

Our Life Sciences Regulatory team work with leading companies in the pharmaceutical, 
biotechnology, medical device, food, cosmetics and chemicals industries, We assist them 
with all issues arising during the life cycle of a product and defend their interests when 
matters become contentious.

To find out how we can help, visit MHC.ie/pharma or contact: 

Michaela Herron
Life Sciences Regulatory Partner
+353 1 614 5878
mherron@mhc.ie
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01
REGULATORY, PRICING, AND 
REIMBURSEMENT OVERVIEW



1. What are the regulatory authorities with 
jurisdiction over drugs, biologicals, and 
medical devices in your country?

2.  What is the regulatory framework for the 
authorization, pricing, and reimbursement of 
drugs, biologicals, and medical devices?

3. What are the steps to obtaining 
authorization to develop, test, and market a 
product?

4. What are the approximate fees for each 
authorization?

5. For how long are marketing 
authorizations/registrations valid? How 
are marketing authorizations/registrations 
renewed?

6.  How does the authorization process 
differ between brand-name products and 
generic products? Are there differences for 
local manufacturers versus foreign-owned 
manufacturers?

7. How are combination products (drug + 
drug, drug + biologic, drug + device, biologic 
+ device, drug + biologic + device) regulated?

8. How is compliance with regulation monitored
and evaluated? Is the regulatory regime
comparable with the U.S. Food and Drug 
Administration or the European Medicines Agency 
expectations and requirements?

9.  What is the potential range of penalties for 
noncompliance?

10. Is there a national healthcare system? If so, how 
is it administered and funded?

11. How does the government (or public) healthcare 
system function with private sector healthcare?

12. Are prices of drugs and devices regulated and,
if so, how?

13.  How are drugs and devices used by patients paid 
for? What roles do public and private payers play?

14. Who dispenses drugs and devices to patients 
and how are those dispensers compensated?

15. What are the professional and legal 
responsibilities of those who dispense drugs and 
devices? What role do they play in providing
patient care, information, and safety?
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The regulatory authority with responsibility for drugs, biologicals and medical 
devices in Ireland is the Health Products Regulatory Authority (HPRA). The 
HPRA is a state agency whose broad remit includes protecting and enhancing 
public and animal health by regulating medicines, medical devices and other 
health products, as well as cosmetics. 

The National Standards Authority of Ireland (NSAI) is an Irish notified 
body designated by the HPRA to carry out conformity assessment procedures 
to ensure compliance with relevant legislation relating to medical devices. A 
notified body (NB) is an organisation designated by a European Union (EU) 
country to assess the conformity of certain products before being placed on 
the market. NBs carry out tasks related to conformity assessment procedures 
set out in the applicable legislation, when a third party is required. A list of 
NBs is published by the European Commission (EC).

The Health Services Executive (HSE) also plays a significant role in respect 
of drugs, biologicals and medical devices. It is charged with the provision 
of and running all the public health services in hospitals and communities 
in Ireland and is overseen by the Minister for Health. The HSE’s Corporate 
Pharmaceuticals Unit acts as the interface between the HSE and the pharma-
ceuticals industry with regards to medicinal pricing and reimbursement, and 
the operation of national pricing framework agreements. 

Medicinal Products:
In the European Union (EU), all medicines must be authorised prior to 
their being marketed and being made available to patients. There are four 
different procedures that applicants can use in order to obtain a Marketing 
Authorisation (MA) depending on the type of medicine and the countries the 
product is going to be marketed in. The four procedures are:

• Centralised Application Process
• National Procedure
• Mutual Recognition Procedure
• Decentralised Procedure

Centralised Application Process:
Under the Centralised Procedure (CP) applicants can make a single MA 
application to the European Medicines Agency (EMA); this method ensures 
that once granted, the MA is valid in all EU Member States (MS). The legal 
framework governing the CP is contained in Regulation (EC) 726/2004. 
Medicinal products listed in the Annex to the Regulation (EC) 726/2004 must 

1. What are the regulatory 
authorities with jurisdiction over 
drugs, biologicals, and medical 
devices in your country?

2. What is the regulatory 
framework for the authorization, 
pricing, and reimbursement of 
drugs, biologicals, and medical 
devices?

REGULATORY, PRICING, AND 
REIMBURSEMENT OVERVIEW01
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use this procedure for authorisation. The majority of new medicines in the 
EU obtain authorisation via the CP. 

National Procedure:
Conversely, the majority of medicines already available in the EU were 
authorised at national level via national competent authorities (i.e. the HPRA 
in Ireland) after a full assessment. This procedure is not permitted where 
applicants already hold an MA in another MS. The HPRA grants MAs under 
the Medicinal Products (Control of Placing on the Market) Regulations 2007 
(S.I. 540/2007). The HPRA in Ireland issues a MA along with a Product 
Authorisation (PA) number which is to be included on the box or container 
of the product. Details regarding applications are contained in EU Directive 
2003/63/EEC and full applications must be submitted in accordance with a 
Common Technical Document (CTD) format.

If a company wishes to request an MA in more than one EU Member 
State (MS) they can do so either using the Mutual Recognition Procedure 
(MRP) (i.e. an MA granted in one MS can be recognised in others) or via 
the Decentralised Procedure (DCP) where a medicine or biological not yet 
authorised in the EU can be authorised simultaneously in several MS.

Mutual Recognition Procedure:
Under the MRP, a product is assessed by one MS known as a Reference 
Member State (RMS), and further on in the process, MAs can be sought from 
other MS who are known as Concerned Member States (CMS). CMS recog-
nise the decision of the RMS rather than undertaking their own assessment 
process. Therefore, an applicant can hold an MA in the RMS and various 
other CMS. If a medicinal product is required to be authorised under the CP 
then this authorisation procedure cannot be used.

Decentralised Procedure:
The Decentralised Procedure (DCP) is used by applicants to apply for MAs 
in more than one MS where the product has not been authorised in any MS 
and where applicants do not want to use the CP or the product is not eligible 
for the CP.

The RMS does an initial evaluation of the product and issues a draft assess-
ment report. The other CMS either agree with this initial evaluation or ask 
further questions or raise objections. If any potential issues are resolved, and 
each application is successful then each MS involved will issue an MA for that 
product in their country. 

Medical Devices: 
‘CE’ (Conformité Européene) markings appear on many products sold in 
the EU. CE marking on a product is a manufacturer’s declaration that the 
product complies with the essential requirements of the relevant European 
health, safety and environmental protection legislation. Not all products sold 

REGULATORY, PRICING, AND REIMBURSEMENT OVERVIEW
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in the EU require CE marking, however it is mandatory for medical devices 
and in-vitro diagnostic devices (IVDs). CE markings cannot be affixed to 
products until all necessary certifications have been obtained from a NB (or 
self-certification in some cases depending on the risk classification of the 
device). The HPRA has designated NSAI as a NB in Ireland to carry out con-
formity assessment procedures to ensure compliance with applicable medical 
devices legislation however manufacturers are free to choose any NB in the 
EU that has been legally designated to carry out the necessary conformity 
assessment procedure in respect of their device(s).

Directive 93/42/EEC contained the basic legal framework for the regu-
lation of medical devices in the EU, however this has now been replaced 
by the Medical Devices Regulation 2017/745 (MDR). The MDR came into 
effect on 26 May 2021, having been postponed for a period of one year under 
Regulation 2020/561 due to the COVID-19 pandemic. In Ireland, the Medical 
Devices Regulations 2021 (S.I. 261/2021) (the 2021 Regulations) were enact-
ed on 26 May 2021 to confer on the HPRA various regulatory functions pro-
vided for under the MDR such as classification, market surveillance, clinical 
investigations and enforcement. The European Union (National Research 
Ethics Committee for Clinical Investigations of Medical Devices) Regulations 
2021 (S.I. 260/2021) have also been enacted to provide for the establishment 
of a National Research Ethics Committee for Medical Devices (NREC-MD), 
and the rules procedures applicable to its functions. An opinion from NREC-
MD is required as part of the application process for clinical investigations on 
medical devices in Ireland.

In-Vitro Diagnostic Devices:
Directive 98/79/EC concerning In-Vitro Diagnostic Medical Devices (IVDD) 
provides for regulation of the safety and marketing of IVDs placed on the EU 
market and is transposed in Ireland using the European Communities (In-Vitro 
Diagnostic Medical Devices) Regulations 2001 (S.I. 304/2001). Regulation 
2017/746 on In-Vitro Diagnostic Devices (IVDR) entered into force on 25 May 
2017 and will take full effect on 26 May 2022. This will bring about a number of 
significant changes such as new classes of IVDs, there will now be four catego-
ries ranging from Class A (lowest risk), to Class D (highest risk). Further, the 
IVDR also expanded the definition of an IVD to include software, introduced 
a unique device identifier (UDI) for each device to enhance traceability, as well 
as making it obligatory for IVDs and testing services offered online to comply 
with the IVDR the moment they are offered for use in the EU. Owing to con-
cerns over market disruptions expected to be caused by a lack of appropriately 
designated notified bodies, the European Commission has recently proposed 
an extension of the 2-year transition phase currently provided for under the 
IVDR. Under this proposal, the highest risk devices (Class D) would have until 
May 2025 to undergo conformity assessment by a notified body. Moderate-risk 
devices (Class C) would have until May 2026 and lower risk Class B and Class 
A sterile devices would have until May 2027.


