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What Might Whistleblower Protections Look Like For UK 
Pharma Post-Brexit?

Executive Summary
In the first of two articles on the whistleblowing 
landscape, Sean Curran considers how things 
might change in the UK in the wake of the 
country’s departure from the EU.

 

Now that the UK has left the EU, pharmaceutical 
companies will be keen to find out the likely 
direction of travel of the country in terms of future 
whistleblowing legislation.

There are two big questions for companies with 
significant operations in the UK and across the EU. 
Will the UK’s post-Brexit whistleblowing regime 
remain closely aligned with that of the EU, or will 
the UK shift towards a US style-model?

This first of two articles looks at the current 
situation in the UK and examines how things 
might change post-Brexit; it explores how the 
current law compares to the new EU directive on 
whistleblower protection and considers whether 
there may be some appetite for a more US style 
approach. The second article will cover how to 
implement a whistleblowing corporate policy.

The New EU Directive
The new EU Whistleblower Protection Directive 
– formally “Directive (EU) 2019/1937 on the 
protection of persons who report breaches of 
[European] Union law” – aims to harmonize across 
member states the protection that is given to 
those who blow the whistle on alleged corporate 
wrongdoing.

The directive came into force in December 2019, 
but member states do not need to implement 
the legislation until December 2021. From that 
point, the EU will have a single harmonized regime 

for protecting whistleblowers and dealing with 
their allegations. In the meantime, the protection 
available to whistleblowers varies considerably 
across the EU from country to country.

The Whistleblower Protection Directive reflects 
a general global compliance trend towards 
safeguarding whistleblowers, incentivizing them to 
come forward and giving them greater anonymity. 
It also stipulates that companies must have 
safechannels for reporting whistleblowing.

Of particular relevance to pharmaceutical 
companies is the fact that the directive lays 
down minimum standards of protection for the 
whistleblower in relation to product safety, public 
health, consumer protection and competition.

The US False Claims Act and Department of 
Health and Human Services Inspector General 
regime encourage whistleblowing more actively 
than either the existing UK regime or the new 
EU directive, and in particular includes powerful 
financial incentives for whistleblowers who come 
forward. If the UK were to align itself with the 
US rather than the EU, this would represent a 
significant change in the environment.

The UK Situation Now
UK law encourages all companies to have internal 
systems in place through which employees can 
blow the whistle. Unlike the new Whistleblower 
Protection Directive, however, it does not make 
having such systems a legal requirement.

The current UK law on protection for 
whistleblowers is mainly found in the Employment 
Rights Act 1996 (ERA), which incorporates the 
salient provisions of the Public Interest Disclosure 
Act 1998 (PIDA). The legislation is backed up by a 
considerable body of case law. It gives workers the 
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right to bring a claim of automatic unfair dismissal 
if they are fired after blowing the whistle, and 
also provides other protections for those who 
subsequently suffer detrimental treatment from 
their employers, such as being passed over for 
promotion or training.

However, whistleblowers are only protected 
under UK law if they can be shown to have 
reasonably believed that they were acting in the 
public interest and if what they disclose indicates 
past, present or likely future wrongdoing by the 
company in question. What is meant by “public 
interest” has been significantly limited by recent 
court cases: the belief must be genuine and it 
must be reasonably held.

Such wrongdoing must fall into one or more of 
the following categories: criminal offences such 
as fraud, failure to comply with a legal obligation, 
miscarriages of justice, endangering health 
and safety, and damage to the environment. A 
complaint that there has been a deliberate cover-
up of these kinds of wrongdoing also attracts 
whistleblower protections, provided the other 
tests are met.

Of course, the whistle may be blown on a 
company by somebody who does not work 
there, and there is increasing pressure on the UK 
government to expand the protection available for 
external whistleblowers. However, current UK law 
is based around the assumption that it is workers 
making complaints about their own employer who 
are the most vulnerable after making a disclosure.

The current UK legislation also does not provide 
financial incentives to whistleblowers in the way 
that US legislation does. In the US, whistleblowers 
are entitled to receive between 10% and 30% of 
any fine levied on an organization as a result of 
the information they give the authorities. This 
powerful incentive has led to the False Claims Act 
becoming one of the most heavily litigated areas 

of law in the US. Lisa Osofsky, director of the UK’s 
Serious Fraud Office, has advocated for a more 
US style approach to investigations, including the 
ability to “flip” insiders in companies. Osofsky 
appears to want investigators to have greater 
means to persuade insiders to co-operate with the 
SFO.

From a compliance perspective, all pharmaceutical 
companies in the US are expected to maintain 
internal compliance hotlines to facilitate reporting 
of employee concerns, but under the US regime 
whistleblowers are heavily incentivized to file a 
lawsuit in order to seek government intervention 
and enforcement, and to receive a portion of any 
recovery.

The UK regime encourages people to report 
wrongdoing directly to the company, because 
of the protections afforded by the ERA and 
PIDA. The assumption in the UK is that an 
employment tribunal dealing with a complaint by 
a whistleblower about discriminatory treatment 
from their employer can then pass on details 
about the case to the regulators, if that person 
consents to them doing so. While this is the norm, 
there are circumstances where the worker can go 
direct to a regulator who has legal responsibility 
for the matter in question. There are also very 
limited circumstances where a whistleblower can 
make a report directly to a government minister.

Further afield, in countries such as India and 
China, legislation has been enacted within 
the past decade to bring more protection to 
whistleblowers.  Elsewhere, there have been 
recent attempts to improve whistleblowing 
laws. Australia recently updated its regulatory 
guidance to allow whistleblowers to maintain their 
confidentiality.

The deadline for EU member states to implement 
the Whistleblower Protection Directive into their 
national laws is 17 December 2021, although the 
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directive will not apply to companies with 50-249 
workers until December 2023. It remains to be 
seen what direction the UK will take now that it 
has left the EU.

Upholding the EU’s standards on whistleblowing 
could well be made a condition of the trade deal 
which the UK has pledged to reach with the EU 
by December 2020. Some of the Whistleblower 
Protection Directive’s principles are already 

contained in UK legislation, and it is unlikely that 
the UK will allow itself to fall behind the rest of 
the EU, even post Brexit. While investigators such 
as Osofsky would probably welcome a more US 
style approach, it looks more likely that the UK will 
evolve its laws to stay in line with the rest of the 
EU. The new Whistleblower Protection Directive 
is likely to form the basis for what that alignment 
might look like.
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Ulipristal Suspended In EU Pending Further Review
Action Prompted By Another Case Of Serious Liver Injury

Executive Summary
Gedeon Richter’s Esmya should not be prescribed 
to women while the European Medicines Agency 
again reviews the risk of serious hepatic injury.

 

The uterine fibroid treatment ulipristal acetate 
has been temporarily suspended in the EU while 
the European Medicines Agency carries out a 
further review of its potential to cause serious 
liver injury, after another case necessitating liver 
transplantation was reported in December.

The EMA’s pharmacovigilance committee, the 
PRAC, has recommended that women stop 
taking the product, which is marketed as Gedeon 
Richter’s Esmya and in generic versions, while the 
safety review is under way.

An earlier review by the PRAC in 2018 led to the 
conclusion that women with liver problems should 
not take the product and that liver function tests 
should be carried out before patients begin a 
treatment course with ulipristal. The committee 
said treatment should be discontinued in the 
event of elevated transaminases or symptoms 
compatible with liver injury. (Also see “Liver 
Damage Worries Lead To Further EU Restrictions 
On Richter’s Esmya “ - Pink Sheet, 21 May, 2018.)

This latest review is being conducted at the 
request of the European Commission, under 
Article 31 of the medicines directive (2001/83/
EC), which is invoked when the interests of the EU 
are involved following concerns over the quality, 
safety or efficacy of a medicine or a class of 
medicines.

The marketing of Esmya and Ulipristal Acetate 

Gedeon Richter, as well as other generic versions, 
has been temporarily suspended in the meantime.

The review follows the notification in December 
2019 of a new case of serious liver injury leading 
to the need for liver transplantation following 
exposure to Esmya, the EMA said. “Based on 
the report, this case further supports the causal 
association between Esmya and serious liver 
injury,” it declared.

According to the agency, the new case raised 
a “major concern” because progression in the 
development of hepatic failure leading to liver 
transplantation could not be prevented “despite 
adherence to the implemented risk minimization 
measures.”

An in-depth examination of the impact of this 
new case on ulipristal’s benefit-risk balance is 
therefore warranted, as is further evaluation 
of the effectiveness of the risk minimization 
measures, it said. Health care professionals have 
been asked to stop all treatments and not to start 
any new patients on ulipristal medicines. They 
should also advise patients to immediately report 
signs of liver injury such as nausea, vomiting, 
right hypochondrial pain, anorexia, asthenia and 
jaundice.

The commission has asked the EMA to assess the 
available evidence on ulipristal products and to 
give its opinion as soon as possible, “at the latest 
by 30 September 2020, on whether the marketing 
authorization for these products should be 
maintained, varied, suspended or revoked.” It also 
wants the agency to make recommendations as 
to whether provisional measures are needed to 
ensure their safe and effective use.
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The final stage of the review procedure is the 
adoption by the commission of a legally binding 
decision applicable in all EU member states.

Ulipristal acetate is an orally active synthetic 
selective progesterone receptor modulator that 
is given at 5mg daily for treatment courses of 
up to three months each. Esmya was centrally 
approved for marketing in the EU in 2012, and 
Ulipristal Acetate Gedeon Richter in 2018. Generic 

versions have also been authorized via national 
procedures in several EU countries under various 
trade names.

The review does not affect the use of ulipristal 
acetate as a single-dose emergency contraceptive 
(marketed as ellaOne and other names) and 
“there is no concern about liver injury with these 
medicines,” the EMA made clear.
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New EU Strategy Targets Pharma Supply, Affordability & 
Innovation
Competition Policy Also To Be Reviewed 

Executive Summary
A new pharmaceutical strategy is to be published 
later this year aimed at ensuring the availability 
and the supply of medicines.

 

The European Commission has unveiled 
proposals to bolster the EU’s “industrial and 
strategic autonomy” in a number of key areas, 
including pharmaceuticals, biomedicine and 
nanotechnologies, and to increase the security of 
supply of critical raw materials to Europe.

In its communication on “A New Industrial 
Strategy for Europe,” published on 11 March, the 
commission says the plan is to maintain the bloc’s 
global industrial competitiveness, shape its digital 
future, and make Europe climate-neutral by 2050.

The move comes in response to a 2019 call by the 
European Council for a comprehensive long-term 
EU industrial policy strategy and an integrated 
approach to a “deeper and stronger single 
market.” It sets out a range of actions to “support 
all players of European industry, including big and 
small companies, innovative start-ups, research 
centers, service providers, suppliers and social 
partners.”

Last week, in advance of the strategy’s publication, 
the European pharmaceutical industry federation 
EFPIA called on the EU to develop a “pro-
innovation environment” by addressing what it 
claims is a continuing downward trend in Europe’s 
competitiveness in research and innovation. (Also 
see “‘Last Chance To Save European Innovation’” - 
Pink Sheet, 4 Mar, 2020.)

‘Key Enabling Technologies’
According to the strategy, The EU will support 
“key enabling technologies that are strategically 
important for Europe’s industrial future,” including 
pharmaceuticals, biomedicine, nanotechnologies, 
advanced materials, and robotics. “Access to 
medical products and pharmaceuticals is equally 
crucial to Europe’s security and autonomy in 
today’s world.”

The commission says that a specific EU 
pharmaceutical strategy will be put forward this 
year, “focusing on the availability, affordability, 
sustainability and security of supply of 
pharmaceuticals.” These issues, it says, have 
been highlighted by recent events linked to the 
COVID-19 outbreak, which the World Health 
Organization declared a pandemic on 11 March. 
The pharmaceutical strategy will also include 
actions to “ensure innovation for patients.”

No further information on exactly what the 
pharmaceutical strategy will contain have been 
given – the commission had not replied to a 
request for further details at the time of this 
article’s publication.

As part of the strategy, an action plan on critical 
raw materials will be produced, including efforts 
to broaden partnerships on access to raw 
materials, which the commission says are critical 
for a number of markets such as pharmaceuticals, 
digital applications, renewable energy and 
batteries.

“Demand for raw materials is projected to double 
by 2050, making diversified sourcing essential to 
increase Europe’s security of supply.”
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The strategy also stresses the need for Europe 
to keep up with the development of digital 
technologies, which are “changing the face of 
industry and the way we do business. They create 
new business models, allow industry to be more 
productive, provide workers with new skills and 
support the decarbonisation of our economy.”

Investment in research and the deployment of 
technology in areas such as artificial intelligence, 
5G, data and metadata analytics also needs to be 
increased, the commission says. “In 2018, only 
around one in ten EU companies analyzed big 
data, while only one in four used cloud computing 
services.”

Europe “has everything it takes to lead this new 
technology race.,” says teh commission. It must 
build on its strengths, including a robust industrial 
base, high quality research, skilled workers, a 
vibrant start-up ecosystem, mature infrastructure 
and a leading position in the use of industrial 
data.”

Innovation & Competition
On the innovation front, the strategy says that 
European companies have seen their global share 
of research and development spending decline 
over the past five years, while that of their US and 
Chinese counterparts increased.

“The key to addressing this trend will be to unlock 
investment in innovation with an understanding of 
what we want to focus on and a clear pathway to 
market to allow scale. As part of this, SMEs should 
be incentivized and support to innovate and bring 
ideas to market.”

The European Innovation Council, which will 
be fully launched in 2021, will also aim to make 

the most of Europe’s strong research base, the 
commission says. “It will identify next generation 
technologies, accelerate their commercial 
application and help them support the rapid scale 
up of start-ups.”

Competition Rules
On the competition front, the strategy stresses 
the need for Europe to ensure that its rules 
remain effective in dealing with situations such as 
antitrust behavior.

“With this in mind, the Commission is currently 
reviewing the EU competition framework. This 
is looking at how current competition rules are 
applied, notably in relation to antitrust remedies, 
and whether rules governing horizontal and 
vertical agreements and the market definition 
notice are still fit for purpose.”

It will also look at how to improve case detection 
and speed up investigations, the commission says, 
noting that it will use “the tool of sector inquiries 
in new and emerging markets that are shaping 
our economy and society.”

The EU will “evaluate, review and, if necessary, 
adapt EU competition rules as of 2021, including 
the ongoing evaluation of merger control and 
fitness check of state aid guidelines.”

Pharmaceuticals were the subject of a major 
sector inquiry over a decade ago: in its final 
report in July 2009, the commission said it had 
found delays to the entry of generic competition 
and that it intended to intensify its scrutiny of 
the sector under EU antitrust law. (Also see 
“Commentary - EC final report: bark worse than 
bite?” - Scrip, 23 Jul, 2009.)
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Gene Therapy For Severe Retinitis Pigmentosa Secures EMA 
PRIME Status

Executive Summary
Janssen and MeiraGTx say their investigational 
product is the only treatment for x-linked retinitis 
pigmentosa in development to win a place on the 
European Medicines Agency’s priority medicines 
scheme.

 

The European Medicines Agency has awarded 
Janssen and MeiraGTx priority medicines (PRIME) 
designation for the gene therapy they are co-
developing to treat the most severe form of 
retinitis pigmentosa.

AAV-RPGR, for the treatment of x-linked retinitis 
pigmentosa (XLRP), is the latest investigational 
product to win a place on the PRIME scheme, 
which is designed to help get medicines for unmet 
medical needs to patients faster.

There are no approved treatments for XLRP, 
which causes rapid progression to blindness 
and total loss of vision in most patients by their 
fourth decade. AAV-RPGR, an advanced therapy 
medicinal product, is the only XLRP treatment in 
development to be awarded PRIME designation, 
MeiraGTx said.  It is designed to treat the most 
common form of XLRP, caused by mutations in 
the RPGR gene, by slowing retinal degeneration 
and preserving visual function.

Janssen and MeiraGTx managed to get their 
product accepted onto PRIME by providing the 
EMA with early clinical data that demonstrated 
the medicine’s potential to benefit patients with 
unmet needs. AAV-RPGR was granted entry 
onto the scheme based on clinical data from the 
ongoing Phase I/II trial of the therapy in patients 
with XLRP.

Developers awarded PRIME designation are 
offered guidance and engagement with the EMA 
on their drug development plan, including early 
interactions to discuss the regulatory pathway 
and potential ways to generate data packages 
designed to address requirements of the eventual 
marketing authorization application (MAA). They 
are also offered the likelihood of having their MAA 
reviewed under the EU’s accelerated assessment 
procedure when it is filed for regulatory review.

AAV-RPGR has also received fast-track designation 
from the US Food and Drug Administration, and 
in addition has been granted orphan designation 
in both the US and the EU. Janssen and MeiraGTx 
are jointly developing AAV-RPGR as part of a 
broader collaboration, formed in January 2019, to 
develop and commercialize gene therapies for the 
treatment of inherited retinal diseases.

Tough Entry Criteria
PRIME has tough entry criteria. Since its launch 
four years ago, only 67 of 285 applications for 
entry on the scheme have made the grade.

The application for AAV-RPGR was accepted at 
the latest monthly meeting of the EMA’s drug 
evaluation committee, the CHMP, which took 
place on 24-27 February.

Four other PRIME applications were also reviewed 
during the CHMP’s February meeting, but these 
were unsuccessful. One of them was for an 
investigational drug for the secondary prevention 
of major adverse cardiac events and congestive 
heart failure in patients with type 2 diabetes, and 
recent acute coronary syndrome in combination 
with standard of care including high-intensity 
statins. The others were for products for treating: 
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polycystic ovary syndrome; new-onset type 1 
diabetes in patients at risk of imminent loss of the 

residual β-cell function; and non-arteritic anterior 
ischemic optic neuropathy.
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EU Sees Snags In Implementing ICH Guide On Post-Approval 
Changes

Executive Summary
EU authorities say the new tools and concepts 
needed for implementing the new international 
guideline on post-approval changes (ICH Q12) 
will be considered when the EU framework is 
reviewed.

 

Although EU authorities have formally adopted 
the International Council for Harmonisation’s 
controversial guideline on managing post-
approval changes of medicines (ICH Q12), its 
practical implementation remains in limbo 
as certain aspects of the guideline are not 
compatible with the current EU legal framework.

In an explanatory note accompanying the 
adoption of ICH Q12 and related annexes, 
the European Commission and the European 
Medicines Agency point out that there are “some 
conceptual differences” between the ICH guideline 
and the EU legal framework on managing post-
approval changes, ie, the variations regulation 
(Regulation (EC) No 1234/2008).

Although ICH members have been provided with 
some flexibility to help implement the ICH Q12 in 
their respective regions, the EU authorities said 
the conceptual differences will “have an impact on 
how the full operational and regulatory flexibility 
as laid down in the ICH Q12 guideline can be 
implemented in the EU.”

Among other things, the ICH Q12 guideline 
introduces the concept of “established conditions,” 
which refers to elements in a drug application 
that are considered necessary to assure product 
quality and would therefore require a regulatory 
submission if changed post-approval. The 

EU regulators explained that the ICH Q12’s 
implementation in the EU is problematic because:

•  The term “established conditions” does 
not exist in the EU legal framework for 
variations, although the elements described 
as “established conditions” mirror information 
and quality characteristics that are subject to 
a variation, as described in the EU variation 
regulation and associated EU guidelines.

•  Additional scientific risk-based approaches 
to defining “established conditions” and 
associated reporting categories (as described 
in Chapter 3.2.3 of ICH Q12), and the concept 
of “Product Lifecycle Management” Document 
(as described in Chapter 5 of ICH Q12), are 
not considered compatible with the EU legal 
framework on variations.

•  As the legal framework always takes 
precedence over technical and scientific 
guidelines, this means that the definition of 
“established conditions” and their reporting 
categories must follow the requirements laid 
down in the current EU variations regulation 
and related guidelines.

•  If a Product Lifecycle Management document 
is submitted to EU regulators, it cannot be 
recognized as it is not referred to in the EU 
legal framework.

•  There is need for additional clarification 
on two ICH Q12 chapters – Chapter 6 on 
“Pharmaceutical quality system (PQS) 
and change management” and Chapter 
7 on “Relationship between regulatory 
assessment and inspection.” Clarity is needed 
on demonstration and evaluation of PQS 
effectiveness and on communication between 
regulators.

In the explanatory note, the EU authorities offer 
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no clarity on when and how ICH Q12 would be 
fully implemented in the EU. The note merely 
states that the new “tools and concepts in the 
ICH Q12 guideline that are not foreseen in the 
EU legal framework will be considered when this 
framework will be reviewed.”

In the meantime, the EU regulators said they 
would continue to work on the implementation 
of the ICH Q12 within the existing EU legal 
framework. The explanatory note also points 
out that despite some conceptual differences 
between ICH Q12 and the EU framework, there is 
also considerable common ground. In fact, some 
tools and concepts in ICH Q12 tools can already 
be applied by industry by following the current EU 
variations framework.

US Approach To ICH Q12
Different ICH members are making use of the 
flexible approach provided in ICH Q12 to support 
its implementation. In the US, the Food and 
Drug Administration recently announced that 
in May this year it would be issuing guidance to 
implement ICH Q12 that would, among other 
things, translate ICH post-approval change 
classification categories to FDA supplement 
categories and address how to file established 
conditions. (Also see “FDA Readies ICH Q12 
Implementation Guidance, Learns Lessons From 
Pilot” - Pink Sheet, 5 Mar, 2020.)

Last year, the FDA had launched a pilot to gain 
practical experience in assessing proposed 
established conditions and to ensure that 
assessment decisions do not negatively 

impact user fee time frames. (Also see “FDA 
Launches Pilot To Gain Practical Experience With 
‘Established Conditions’ In Quality Assessments” - 
Pink Sheet, 15 Feb, 2019.)

ICH Q12’s Controversial Journey
The ICH Q12 was finalized last year, but its journey 
to finalization has not been an easy one. The draft 
version of the guideline was strongly criticized by 
the EU and US pharmaceutical industry earlier this 
year due to concerns about its incompatibility with 
the established legal framework in certain ICH 
regions, including the EU.

The industry had complained that the lack 
of a global framework for core concepts like 
“established conditions” and “product lifecycle 
management” could result in different regional 
regulatory interpretations, thus posing a risk of 
divergence across countries. (Also see “Lack Of 
Harmonization In ICH Q12 Draft Guideline Draws 
Fire In US” - Pink Sheet, 11 Apr, 2019.)  (Also see 
“EU Pharma Slams ICH Proposal For Selective 
Adoption Of Quality Guideline” - Pink Sheet, 9 Jan, 
2019.) EU authorities had also expressed concern 
about the guideline’s impact on variation fees 
as ICH Q12 foresees a substantial reduction in 
variation-related workload.

However, a resolution was found and the 
guideline was finalized in November 2019, clearing 
the decks for the guideline’s implementation by 
ICH members. (Also see “Differences Put Aside As 
ICH Finalizes Guide On Post Approval Changes” - 
Pink Sheet, 2 Dec, 2019.)
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EMA Unveils Revamped Human Medicines Unit
Old Hands To Head Up New Task Forces

Executive Summary
Europe’s top drugs regulator has reorganized its 
operations to tackle what it calls “fundamental 
changes” brought by new legislative initiatives, 
digital technologies, global trends in science, and 
staff losses due to Brexit. More changes are to be 
implemented during the course of 2020 in a bid 
to optimize the agency’s regulatory and scientific 
output.

 

The European Medicines Agency has implemented 
its new organizational structure, including a fully 
integrated human medicines division, a move that 
was first announced at the end of last year as part 
of a “future-proofing” exercise that the agency 
hopes will keep up the quality of its services to 
stakeholders.

Spurred by the loss of staff following its relocation 
to Amsterdam, as well as the need to tackle 
new challenges in science and technology and a 
growing regulatory workload, the restructuring 
includes the creation of four new “mission-critical” 
task forces in key areas. (Also see “European 
Medicines Agency Restructures To Tackle New 
Challenges” - Pink Sheet, 23 Dec, 2019.)

EMA executive director Guido Rasi said the 
changes would “strengthen our ability to carry 
out important new activities together with our 
partners in the European medicines regulatory 
network and tackle the important opportunities 
and challenges that lie ahead, such as analysis of 
healthcare data, digitalization and new scientific 
methods and technologies.”

They would also “ensure that we are geared up 
for the future with more efficient processes firmly 

rooted in data and digital technology to keep pace 
with rapid advances in science,” Rasi added.

The changes being made relate only to the EMA’s 
internal organization, and the functioning of its 
processes and scientific committees will not be 
affected, the agency noted.

New Human Medicines Division
The EMA’s human medicines division oversees 
products throughout their lifecycle, and its 
functions include providing guidance and advice 
during medicine development, the marketing 
authorization process, and post-approval safety 
monitoring. It also acts as the secretariat for the 
agency’s various committees and working parties.

Now integrating all human medicines operations, 
the revamped division is headed by Alexis Nolte, 
a French biochemist with a masters in regulatory 
affairs and pharmaceutical legislation. He has 
been with the agency since 1999, most recently 
as head of information management and adviser 
for human medicines. Before joining the EMA he 
worked as a post-doctoral research scientist at the 
Institut Pasteur in Paris and as a consultant to the 
World Health Organization.

Working closely with Nolte will be Enrica Alteri, 
who has been appointed adviser on human 
medicines, and Spiridon Vamvakas, who becomes 
scientific adviser on human medicines.

The division has three departments: scientific 
evidence generation (headed by Michael 
Berntgen), quality and safety of medicines 
(Evdokia Korakianiti) and committees and quality 
assurance (Radhouane Cherif). The structure 
of the veterinary medicines division under Ivo 
Claasen remains unchanged.
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Four Task Forces For ‘Transformational 
Change’
The task forces will support the EMA’s human and 
veterinary divisions by bringing together expertise 
and driving “transformational change” in four 
high-priority areas, the EMA said. The new entities 
are all headed by seasoned EMA veterans.

The Digital Business Transformation task force 
will be responsible for implementing complex, 
digital change initiatives that affect the strategy of 
the EMA, its structure and operations in relation 
to the EU regulatory network and its partners 
and stakeholders. Led by Zaide Frias, its role will 
include adapting EMA operations to fundamental 
changes brought by new legislative initiatives, 
digital technologies and global trends.

The Data Analytics and Methods task force, 
headed by Peter Arlett, will be responsible for 
building up capacity within the agency and across 
the network, to “deliver robust evidence for 
benefit-risk decision-making,” the agency said. 
This will be done by offering expert scientific 
advice on products under development, 
strengthened support for marketing authorization 
assessments, and expert methods advice and data 
analysis for marketed drugs.

Anthony Humphreys will take the reins of the 
Regulatory Science and Innovation task force, 
which has responsibility for continuous “future-
proofing” of the agency and the network. It will do 
this, the agency says, by “addressing key scientific 
and technological trends and their translation 
through the development of EMA’s regulatory 
science strategy, planning and governance.” It will 
also aim to provide an enhanced first-point-of-
contact service to drug developers, in particular 
small and medium-sized enterprises and those in 
academia.

The Clinical Studies and Manufacturing task force 
under Fergus Sweeney will be responsible for 
developing and guiding the EMA’s strategy at EU 
and global level to support clinical studies and 
manufacturing.

More Ahead
And there is more to come this year. The agency 
said further reviews and operational changes 
would be introduced during the course of 2020, 
“with the aim of continually improving the quality 
of EMA’s regulatory and scientific output and level 
of service for its stakeholders.”
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