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The UK has been a major contributor 
to medicines regulation and pharma-

covigilance in Europe, so any change to 
its involvement in the system will result 
in operational gaps and intellectual gaps, 
Professor Saad Shakir, director of the 
Drug Safety Research Unit (DSRU), told 
the meeting. 
 “There is mutual respect and 
affection and no one really wants their 
European colleagues to leave the EU,” 
Professor Shakir commented. The overall 
feeling was that co-operation and collabo-
ration should continue rather than allow-
ing a situation to develop where the UK 
sits outside the European medicines reg-
ulatory network and access to European 
pharmacovigilance data, for example, 
becomes complicated. 
 That sentiment was echoed in a letter 
to the Financial Times on 5 July, 20171 

in which Business Secretary Greg Clark 
and Health Secretary Jeremy Hunt said: 

“The UK is fully committed to continuing 
the close working relationship with our 
European partners... As Theresa May, the 
UK Prime Minister, has stated, we want 
deep, broad and dynamic co-operation 
and in this context, the UK would like to 
find a way to continue to collaborate with 
the EU, in the interests of public health 
and safety.” The DSRU said it welcomes 
the announcement by two senior min-
isters that the UK will continue to co- 
operate with the EU on medicine test-
ing after Brexit, and will continue to 
support the Medicines and Healthcare 
products Regulatory Agency (MHRA) and 
the European Medicines Agency (EMA) in 
their efforts to achieve this aim.
 The UK has also been one of the 
leaders in education on pharmacovigi-
lance, as well as a reservoir of expertise 
and experience in medicines legislation. 
“These are national assets that need to 
be protected,” Professor Shakir argued.
 Dr Thomas Lonngren, strategy advisor 
of the drug development consultancy NDA 
Group, and former executive director of 
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the EMA from 2001 to 2010, explained 
that the creation of a single system of 
medicines regulation resulted in two pro-
cedures – a centralised procedure for bio-
technology and innovative medicines, and 
a mutual and decentralised procedure for 
conventional medicines. So, there is one 
application, one assessment and one 
decision valid in all EU member states as 
well as in the European Economic Area 
(EEA) countries Iceland, Liechtenstein 
and Norway.2 That has resulted in harmo-
nisation of scientific and technical stand-
ards, promoting a consistent approach. 
Apart from the duplication of work that 
may arise after the UK leaves the EU, 
there is a possibility that different deci-
sions could be reached in the UK and 
the EU, for example, Dr Lonngren told 
Prescriber. 
 The model for the EMA is one of facil-
itation with a core of around 850 staff 
members working with colleagues from 
individual member states in the commit-
tees and on the board, which, Dr Lonngren 
argued, makes it very democratic because 
the decisions are not made by a central-
ised bureaucratic entity but by commit-
tees consisting of representatives from 
each of the member states. 
 From an EU perspective, loss of the 
UK’s input into the system along with the 
need to relocate the EMA itself, could 
result in significant disruption to the 
agency’s work, at least in the short term 
(see Table 1). For example, the MHRA 
was appointed Reference Member State 
(RMS) in 43% of procedures initiated this 
year in which the applicant sought a UK 
licence.3 

 In an open letter on the subject of the 
relocation of the EMA, pharmaceutical 
industry heads of research and European 
Federation of Pharmaceutical Industries 
and Associations (EFPIA) said: “For over 
two decades, EU member states have 
benefited from and relied upon the crit-
ical work undertaken by the EMA in rela-
tion to the approval of new medicines, 
pharmacovigilance and safety monitor-
ing activities. It is a stark and alarming 
reality that such fundamental activities 
would undoubtedly be impeded were the 
operations of the agency to be disrupted 
as a result of the United Kingdom’s exit 
from the EU.”4

Implications for industry
From pharmaceutical companies’ per-
spective, post-Brexit they may not be 
able to use the UK as an access point 
to Europe and may therefore relocate to 
a member state; those companies using 
UK rapporteurs on the various EMA com-
mittees may have to switch to another 
rapporteur. In addition, there could be an 
extra burden of work having to apply for 
a licence in UK and the EU separately; 
there may be a need for separate phar-
macovigilance reporting in the UK and 
the EU; and it is unclear how the UK will 
manage issues such as orphan drug 
designation, exclusivity, patents, etc.
 A report from the UK EU Life Sciences 
Steering Committee notes: “Patient 
safety may be compromised. No longer 
having UK involvement in European phar-
macovigilance and future medical device 
(EUDAMED) databases and integrated EU 
vigilance processes will impact the qual-
ity and coverage of the systems used to 
detect side-effects and manage safety 
issues. In addition, the UK losing access 
to the European Centre for Disease 
Control (ECDC) could impede the UK’s 
ability to produce medicines used to 
manage pandemics and delay vaccine 
manufacturing and supply.”5 
 Virginia Acha, executive director of 
research, medical and innovation at the 
Association of the British Pharmaceutical 
Industry (ABPI), told the meeting that 
the industry very much wants the UK to 
“maintain continuity with the EU medi-
cines, medical devices and IVD [in vitro 
diagnostic device] regulatory systems, 

including full participation in EU regu-
latory processes and alignment of reg-
ulations.” This would include continued 
participation in EU pharmacovigilance, 
including the qualified person responsi-
ble for pharmacovigilance (QPPV) being 
allowed to remain in the UK.5 Although it 
is difficult to determine exact numbers, 
it is thought that a significant proportion 
of QPPVs, who are central to the pharma-
covigilance process in Europe, currently 
live in the UK. It is unclear whether they 
will be able to continue to live in the UK 
or whether they may have to relocate 
once the UK leaves the EU.
 Vicki Edwards, QPPV and head of 
Affiliate Vigilance Excellence at AbbVie, 
said that European Parliament Directive 
2001/83/EC – Article 104 requires: “As 
part of the pharmacovigilance system, 
the marketing authorisation holder shall 
(a) have permanently and continuously 
at his disposal an appropriately qualified 
person responsible for pharmacovigi-
lance; the qualified person referred to in 
point (a) of the first subparagraph shall 
reside and operate in the Union and shall 
be responsible for the establishment and 
maintenance of the pharmacovigilance 
system. The marketing authorisation 
holder shall submit the name and con-
tact details of the qualified person to the 
competent authority and the Agency.” 
Exactly how that will be interpreted is 
unclear at this stage. Nevertheless, 
perhaps there should be some planning 
now to begin the process of training new 
QPPVs using the expertise of existing 
QPPVs. This will help to ensure sufficient 
resources in future, should a significant 

•  The UK would need to establish its own 
regulatory system

•  The EU would lose the substantial UK 
contribution to the system

•  The European Medicines Agency (EMA) would 
have to relocate from the UK to a member state

•  Pharmaceutical companies would have to adapt 
to the regulatory shift in the EU

•  New medicines would have separate approvals 
in the EU and UK

•  Postauthorisation surveillance would be 
separated.

Table 1. Potential consequences of the UK leaving the 
European medicines regulatory system

Professor Saad Shakir, director of the Drug 
Safety Research Unit
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number of QPPVs currently based in the 
UK decide they do not want to relocate to 
an EU member state post-Brexit.
 Michelle Grimes, executive director 
and regional pharmacovigilance head, 
MSD, noted that the choices for the UK 
post-Brexit appear to be alignment, har-
monisation or, the least favoured option, 
divergence. Whatever the challenges are, 
Ms Grimes said the industry would rise 
to them and solve them. The changes 
that will be needed will depend to some 
extent on whether the MHRA can con-
tinue to access key EU databases and 
repositories of information post-Brexit.
 From November 2017, safety reports 
are due to be submitted to a central-
ised system – EudraVigilance – instead 
of to national systems. While the UK 
remains in the EU, medicine market-
ing authorisation holders will submit to 
EudraVigilance, but what happens post-
Brexit, how UK systems may have to 
change and whether any retrospective 
action will be required, remains to be 
seen.
 Similarly, it is uncertain whether the 
MHRA will conduct separate inspections 
from any EU authority and whether, after 
Brexit, UK pharmaceutical companies 
might be subjected to two inspections 
instead of one. 
 John War ren f rom Medic ines 
Assessment, a company that provides 
expertise in medicines regulation, said 
there are other sources of pharmaco-
vigilance data outside the EU, such as 
New Zealand, and he claimed that there 
are sometimes issues with the way data 

are handled that may hinder detection 
of safety signals, such as the use of 
composite endpoints in clinical trials.6 
Similarly, he argued, consideration of the 
molecular structure of drugs is often not 
discussed in pharmacovigilance reports 
but may have a significant impact on the 
potential safety of drugs. 
 Mr Warren added that the focus 
should be on obtaining the best data and 
the best systems available. He cited the 
example of the Civil Aviation Authority.

Potential way forward
Lincoln Tsang, partner at Arnold & 
Porter Kaye Scholer, said that the gen-
eral principle of equivalence may be a 
way forward for medicines regulation 
and pharmaco vigilance after Brexit. 
The principle already exists in EU law 
for good manufacturing practice, good 
clinical practice and good tissue prac-
tice. The arrangement does not require 
the respective regulatory systems to be 
identical, but that the “regulatory system 
is sufficiently comparable to assure that 
the process of inspection and the ensu-
ing official verification documents will pro-
vide adequate information to determine 
whether respective statutory and regula-
tory requirements of the authorities have 
been fulfilled.”
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