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

Prepared in association with CLYDE & CO, a 
rapidly expanding global law firm, it should 
answer any questions linked to Regulation, 
Pricing, Clinical and Preclinical Trials, 
Marketing, Manufacturing, Trademarks and 
Patents.

* THIS REPORT WAS ORIGINALLY PUBLISHED IN OCTOBER 2019 AND THE 
INFORMATION CONTAINED WITHIN IS SUBJECT TO CHANGE.

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 Focus 
Reports nor the authors accept any liabilities for errors and omissions. Opinions 
expressed in this report are not necessarily those of the authors.

Clyde & Co is a dynamic, rapidly expanding global law 
firm focused on providing a complete legal service to 
clients in our core sectors. We advise businesses that 
are at the heart of worldwide commerce and trade. Our 
combination of sector expertise, commercial attitude 
and in-depth regional understanding provides a unique 
perspective. For more information please visit our 
website www.clydeco.com.
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ON THE PULSE

OF HEALTHCARE

To find out more visit: www.clydeco.com
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Lawyers
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Offices worldwide*

Our healthcare 
& life sciences 
practice
We have a true multi-disciplinary team of life 
sciences and healthcare lawyers encompassing 
our renowned medical malpractice, product 
liability and intellectual property practices, 
as well as regulatory, procurement, transactional, 
dispute resolution, insurance, IT and data 
protection teams, both in the UK and globally. 

Our clients range from pharmaceutical and biotech companies 
to device manufacturers, research companies, universities, 
distribution companies and healthcare providers, all well 
as the insurers operating in the life sciences sector. This means 
we have the expertise and knowledge to deliver our advice 
with the commercial insights and sector knowledge you need. 
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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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Although the United Kingdom (UK) is negotiating its withdrawal from the 
European Union (EU), as of now, the UK remains a member of the EU and so 
subject to all EU legislation, including that on medicines and medical devices. 
Running in parallel to, and closely aligned with the EU legislation and bod-
ies, are the UK’s national legislation and bodies. Both systems are described 
below. As the regulation of veterinary medicines is similar to that for human 
medicines, this Handbook will focus on human medicines only.

The EU legal framework is based on Regulation (EC) No. 726/2004 (as 
amended), which established the European Medicines Agency (EMA). The 
EMA has been operating for over 24 years and acts as the European regulato-
ry authority with jurisdiction over drugs (human and veterinary), biologicals 
and medical devices across the EU. However, EU-wide marketing authorisa-
tions for medicines are actually granted by the European Commission, on the 
EMA’s advice, rather than by the EMA itself. Within the EMA, the Committee 
for Medicinal Products for Human Use (CHMP) is responsible for the eval-
uation of medicines for human use under the centralised procedure (dis-
cussed in the answer to Question 3) as well as providing advice to companies 
developing new medicines and preparing scientific guidelines and regulatory 
guidance for applicants for marketing authorisations. 

The UK’s domestic regulatory authority is the Medicines and Healthcare 
Products Regulatory Agency (MHRA), which was established in 2003. It is a 
government agency and is responsible for regulating medicinal products (for 
human and veterinary use) and medical devices in the UK as well as blood 
and blood products and generally regulating the pharmaceutical market in the 
UK (e.g. through manufacturers and wholesalers licences, the regulation of 
clinical trials conducted in the UK and the investigation of breaches of licenc-
es and of harmful incidents with associated enforcement powers). There are 
two independent bodies of experts that advise the MHRA, the Commission 
on Human Medicines and the Committee on the Safety of Devices.

If and when the UK leaves the EU, the MHRA will become the sole author-
ity for the UK.

Under the EU legal framework, healthcare can be split into two major 
groups: (i) pharmaceuticals (including drugs and biologicals); and (ii) medi-
cal devices. The legal requirements for the authorisation of pharmaceuticals 
and medical devices are very different, even though the overall aim of the 
regulatory regimes for both categories is to ensure that products are safe 
and effective for patient consumption or use.

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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(a) Authorisation 
(i) Medicines
As said above, the main EU legislation that governs the licensing (and mon-
itoring) of medicines is Regulation (EC) No. 726/2004 (as amended) and 
Directive 2001/83/EC. The latter is implemented in the UK through the 
Human Medicines Regulations 2012 (SI 2012/1916) (as amended) (HMR), 
which also consolidates much of the prior legislation relating to medicines 
including relevant parts of the Medicines Act 1968. The HMR therefore gov-
erns matters such as the authorisation, manufacturing, importation, distri-
bution, supply and advertising of medicines as well as pharmacovigilance. 

(ii) Medical Devices
Generally medical devices cannot be marketed in the UK (or in the EU) 
without a CE mark. However, the EU legislative framework for medical 
devices has recently been revamped through Regulation (EU) 2017/745 on 
Medical Devices (EU MDR) and Regulation 2017/746 on In Vitro Diagnostic 
Medical Devices (EU IVDR), both of which came into force on 25 May 2017. 
They are subject to 3- and 5-year transitional periods respectively, during 
which time devices can be placed on the market either under the existing 
legislation or under the Regulations. The existing legislation being replaced 
by these Regulations is, for medical devices, Council Directives 93/42/EEC 
(medical devices) and 90/385/EEC (active implantable medical devices), 
and, for in vitro devices, Directive 98/79/EC and Commission Decision 
2010/227/EU (collectively the “Medical Devices Directives”). The Medical 
Devices Directives were mostly transposed into UK law through the Medical 
Devices Regulations 2002 (SI 2002/618, as amended) (UK MDR).

(b) Pricing and Reimbursement
(i) Medicines
While manufacturers can be said generally to have freedom of pricing, 
there are a number of tools used to ensure value for money and cost con-
trol for medicine pricing. Thus, for branded medicines supplied through 
the UK’s National Health System (NHS), price is regulated by either 
the Voluntary Scheme for Branded Medicines Pricing And Access (the 
“Voluntary Scheme”), which applies for 5 years from 1 January 2019 
replacing the prior 5-year voluntary schemes known collectively as the 
Pharmaceutical Price Regulation Scheme, or by what is known as the 
“Statutory Scheme“, the current version of which came into effect on 1 
April 2018. These pricing schemes are discussed further in the answer to 
Question 12 and reimbursement in the answer to Question 13.

The above schemes do not apply to medicines that are supplied on 
private (i.e. non-NHS) prescriptions or that are otherwise supplied out-
side the NHS system (described in the answer to Question 10).

The price of unbranded generic drugs is set by the Drug Tariff. This is 
a monthly price list produced by the NHS of the drugs and devices that 
have been approved for reimbursement. The prices are set by the NHS 

REGULATORY, PRICING, AND REIMBURSEMENT OVERVIEW
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Prescription Services by a number of mechanisms, typically by reference 
to competing products. 

The Health Service Medical Supplies (Costs) Act 2017 was introduced 
to give the government additional powers to control the price of drugs, 
particularly unbranded generic products, and so prevent manufacturers 
from de-branding in order to significantly increase prices.

(ii) Medical devices
A medical device manufacturer is generally free to set its own price for its 
product (subject to negotiation with the NHS) unless the device falls within 
one of the 4 categories that are covered by Part IX of the Drug Tariff. Part IX 
covers dressings, incontinence devices, stoma devices and chemical reagents. 
The “entry price” for Part IX devices will generally be set by reference to sim-
ilar products, though the manufacturer can make representations as to why 
the price should be different and for annual price increases. The actual price 
paid by dispensers such as pharmacies, doctors etc. to the manufacturer (or 
wholesaler) can be negotiated but the Drug Tariff price, and the fact that a 
patient would need to pay privately for any device costing more than that, 
means that the Drug Tariff price will generally be followed.

(a) Clinical Trials & Investigations
(i) Medicines
The authorisation of clinical trials for medicines is discussed in Chapter 2. 

(ii) Medical devices
Medical devices are divided into Classes I, IIa, IIb and III on a risk-based 
system with the criteria for classification being set out in Annex IX of 
Council Directive 93/42/EEC. Class I are low risk, Classes IIa and IIb 
medium risk and Class III high risk. The higher the risk, the more rigor-
ous the assessment required. 

Thus Class I products may only require a clinical evaluation (as also set 
out in the Medical Devices Directives). The evaluation is aimed at demon-
strating the safety and performance of the device when used as intend-
ed, without being unduly burdensome, and the results are set out in a 
report for use in support of the CE marking. Evaluations should, though, 
be repeated periodically throughout the life cycle of the device. 

Other Class I devices and higher risk Classes require a clinical investiga-
tion as part of the process for obtaining a CE mark. The requirements for a 
clinical investigation are set out in the Medical Devices Directives and are 
to assess the safety and clinical performance of the device and whether it is 
suitable for the intended purpose and populations. A clinical investigation 
should be notified to the MHRA at least 60 days before it is due to start. The 
MHRA will assess the safety and performance of the device and the design 
of the proposed clinical investigation and at the end of its 60-day assessment 
period will notify the applicant whether the investigation can proceed or not. 

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


