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The European Commission published the EU Pharmaceutical 
Strategy in 2020, aiming to improve access to medicines 
and enhance innovation and affordability in the region. 
The publication comes at a time when the EU, owing to 
regulatory complexities (among other reasons), lags behind 
in incentivizing innovation. What proposals does the strategy 
introduce? How can the proposals put Europe at the forefront 
of medical innovation? And what should pharmaceutical 
companies be aware of with regard to these proposals?

Eveline Van Keymeulen, a partner in Latham’s Healthcare 
& Life Sciences practice, spoke with Sini Eskola, director 
of regulatory strategy at the European Federation of 
Pharmaceutical Industries and Associations (EFPIA), about 
these and other related topics in this interview.

Eveline: The European Commission’s Pharmaceutical 
Strategy includes a revision of a two-decade-old EU 
pharmaceutical legislation. Can you explain the origin 
and objectives of the proposals and tell us, in your view, 
why the strategy is so important for pharma companies 
worldwide?
Sini: More than five years ago, the Commission brought 
together Member States into an expert group called STAMP, 
for Safe and Timely Access to Medicines for Patients. It 
was not clear whether that group was preparing legislative 
revision, but in 2020, with the new Commission, the EU 
Pharmaceutical Strategy was published. Its key objectives are 
access, availability, affordability, and innovation, which are the 
elements the Commission will now prioritize when proposing 
legislative change.

We have never had a strategy for pharmaceuticals in the EU 
and it is therefore good to see health prioritized in European 

decision-making. The COVID-19 pandemic underlined the 
need for a better EU-wide strategy on how we manage access, 
availability, and affordability for European citizens. Without 
pharmaceutical innovation, the pandemic and the impact to the 
citizens would have been much worse. The strategy shows the 
direction in which the region wants to travel, with legislation 
(Medicinal Products Directive 2001/83 and Regulation 
726/2004) as the cornerstone. 

Unfortunately, Europe sits behind the US as the world’s 
leading driver of medical innovation. What are the 
reasons for this dwindling competitiveness of Europe, 
and how can the pharmaceutical strategy incentivize 
innovation in the region?
The way medical research and innovation is leaving Europe 
is a serious concern. Europe was in a leading position and 
now, in many different ways, is lagging behind — whether in 
the number of investments made or in the pace of regulatory 
approval processes.

From a regulatory perspective, it is the complexity of 
the decision-making that makes that process quite slow, 
partly explained by the fact that of course Europe is not one 
country. We would like to see processes more streamlined 
and duplication reduced to the minimum. Innovation drives 
access, so we have to support innovation to get more products 
to market faster and make them more broadly available to 
European patients.

A big positive of the strategy is its clear recognition of 
the need to support small and medium-sized enterprises and 
make that environment more viable. We need more cross-
fertilization of expertise between academia and business, which 
is an area where the US takes a win.
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The Commission has already given us some insights 
into the legislative proposals it is considering with 
respect to medicines in general and medicines for rare 
diseases and children. Could you briefly summarize what 
pharmaceutical companies should have on their radar, 
even if most of these proposals — in their final form — are 
not likely to materialize for a number of years?
For pharmaceutical companies, the key cornerstone for 
innovation has been incentives and IP, but we see a clear push 
for reduction of that, which is worrisome. The Commission 
has been smart because the number of years for which you can 
get incentives and data protection is largely untouched, but 
they come with more conditionality. For instance, you need to 
clearly demonstrate that a new product addresses an unmet 
medical need (UMN), though the criteria for that are unclear for 
the moment. EFPIA believes the criteria that the Commission 
suggested for UMN is unrealistically strict, because it would 
directly negatively impact the eligibility to expedited 
regulatory pathways (e.g., priority regulatory review, or PRIME, 
and accelerated assessment) and securing regulatory data 
protection (RDP), which covers a third of approved products as 
their last data protection. Would Europe be ready to send such 
signals to global investors and pharmaceutical companies, not 
to mention patients?

There are big pushes to also address sustainability through 
this legislation, which is important given the changes proposed to 
the environmental risk assessment of medicines and EFPIA has  
long been advocating for a lifecycle approach to it. 

And maybe the third thing to highlight is the way 
access to market is being completely rethought. This is also 
considered in conjunction with conditional RDP. We have seen 
the Commission would favor the option in which a market 
launch needs to take place within two years of marketing 
authorization application to receive RDP. This is in contrast 
to the industry’s proactive initiative put in place in spring 
2022 to require all EFPIA companies to file for pricing and 
reimbursement within two years from an approval, and 
demanding the reasons behind any delays are transparently 
reported afterwards, to determine whether they are market 
specific or caused by issues relating to national legislation or 
the marketing authorization holder. 

What is your general view on the current proposals? Do you 
think they will incentivize innovation in Europe? 
We are pleased that some of our regulatory priorities have 
been covered in the initial draft impact assessment, such as 
support to the enhanced expertise-driven decision-making. 
The Commission is also proposing to introduce PRIME as a key 
accelerated pathway in the legislation, which is good news, and 
move towards electronic product information, which is great 
for patients. Today, 25% of the pipeline consists of drug-device 
combination products, and there is a clear willingness to try 
to address that group of products more effectively to have an 
integrated pathway, which is also a positive.

We would say these proposals clearly move the needle and 
put Europe at the forefront of innovation, but they currently do 

not go far enough based on the documents we have seen from 
the Commission. So there is a risk of missing an opportunity to 
make Europe first in the world to attract and support medical 
innovation.

The Regulatory Scrutiny Board first rejected the 
Commission’s impact assessment on the potential changes 
to the pharmaceutical legislation. What do you think will 
be the impact of this red light?
We were originally expecting the Commission’s proposal for 
the revised legislation by December this year but in September 
the Regulatory Scrutiny Board rejected the Commission’s 
original impact assessment which caused some delay. As the 
Regulatory Scrutiny Board questioned the balance between 
innovation and affordability and access, there have been 
high-level political discussions to solve the way forward. As a 
lot of work has gone into this strategy and impact assessment 
of proposed policy changes by the Commission and others, 
we are however unlikely to see dramatic changes, especially 
with respect to the more regulatory-focused topics. The latest 
intelligence suggests that the Regulatory Scrutiny Board has 
now given its green light to the revised impact assessment 
and the Commission’s work is currently being finalized. The 
Commission’s proposal is now expected in the first quarter  
of 2023. 

Alongside these proposals, the EU Health Technology 
Assessment (HTA) Regulation was adopted earlier 
this year, creating a legislative framework to enable 
collaboration between Member States on health 
technology assessments. What opportunities and 
challenges does the life sciences industry face there?
The EU HTA Regulation was a disappointment and did not 
go as far as we would have liked. The commitment between 
Member States to share assessments and thereby help to speed 
access was not fully realized so it did not achieve its objectives, 
which is a pity. In many ways it is the product of the legislative 
process, involving different institutions and different Member 
States, so it is a compromise.

That said, there are quite some good things in that regulation 
that will enable more scientific collaboration between regulators 
and HTA bodies at an earlier stage. That collaboration has 
been supported by the innovative industry and will drive better 
evidence generation earlier in product development to achieve 
speedier assessment and access, so we need to work with industry 
and stakeholders to make sure it is a success.

Do you have any final views you would like to share  
with us?
I think one positive outcome of the COVID-19 pandemic was 
that it helped many citizens and patients to understand more 
about the regulatory and decision-making processes behind 
pharmaceuticals and vaccines. That creates an opportunity to 
engage with different stakeholders for a dialogue on patient needs 
and key areas for improvement. I look forward to having that 
dialogue in the coming years to really hear stakeholders’ views.
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