EDITORS’ OPINION

Over the past few years, the European Medicines Agency
(EMA) and national drug regulatory agencies have added
new ways to provide early market access for certain drugs:
accelerated assessment, conditional marketing authorisa-
tion, approval under exceptional circumstances, and com-
passionate use programmes such as France’s Temporary
Authorisation for Use (ATU) scheme (1,2).

The European Priority Medicines (Prime) scheme was
launched in 2016. It aims to enhance cooperation between
the EMA and pharmaceutical companies, as well as health
technology assessment bodies (such as the French Nation-
al Authority for Health (HAS)), in order to accelerate the
market introduction of certain drugs (2,3). Betibeglogene
autotemcel is one of the first drugs to have obtained Euro-
pean marketing authorisation through the Prime scheme
(see opposite).

Access to early approval that strengthens agency-industry
ties. Drugs are eligible for the Prime scheme from an early
stage of development if the pharmaceutical company pro-
vides evidence that they may constitute a major therapeu-
tic advance for patients with unmet medical needs (2,3).

The scheme gives the company access to support from
a multidisciplinary group of specialists from various EMA
scientific committees or working parties. The objective of
this group is to periodically provide the company with advice
on regulatory and administrative issues so that marketing
authorisation can be granted earlier. They involve other
organisations if necessary, such as health technology assess-
ment bodies, to prevent conflicting decisions regarding
marketing authorisation and reimbursement (2). There is
no charge for requesting access to the scheme, but fees are
generally charged for EMA advice (with some exceptions,
including for public-sector or private non-profit research
organisations or universities) (4,5).

Early marketing authorisation = minimal and often incom-
plete evaluation. Early marketing authorisation often means
that the drug’s evaluation was based on very limited and
typically non-comparative clinical data, using surrogate
endpoints that do not necessarily reflect clinical outcomes.
This leaves many uncertainties, in particular concerning the
drug’s adverse effects, because it was evaluated in a small
group of highly-selected patients (1).

Early marketing authorisations place great emphasis on
post-marketing evaluation. But experience shows that
pharmaceutical companies rarely honour their commitments
to conduct post-authorisation studies, and that these stud-
ies provide a lower level of evidence than double-blind ran-
domised comparative clinical trials conducted before mar-
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The European Priority Medicines (“Prime”) scheme cements
industry influence over early marketing authorisation

keting authorisation is obtained. Decisions on whether to
withdraw a previously authorised drug from the market, or
withdraw reimbursement, are politically awkward and take
a long time, sometimes years, during which time patients
continue to be exposed to the drug. These decisions are
likely to be even more difficult when agencies have partici-
pated in the drug’s development (1,2,6). Patients’ interests
are often best served by continuing the drug’s evaluation
to obtain more robust data, including enrolment of a more
diverse sample of target patients, rather than by rushing
the drug onto the market.

For example, despite the apparent benefits of betibeglo-
gene autotemcel, its still-partial assessment makes contin-
ued evaluation crucial, yet it could be hindered by the fact
that marketing authorisation has been granted.

In practice A scheme that gives drug companies even
more influence over EMA decisions. The EMA has been
providing “scientific advice” to pharmaceutical companies
for a fee since 2005. The Prime scheme further cements a
well-known practice that can lead to regulatory capture (7).
Early cooperation between drug companies, the EMA and
national health technology assessment bodies is one more
mechanism that strengthens the pharmaceutical industry’s
influence over these agencies’ decisions. Do these agencies
have the necessary detachment to conduct impartial evalu-
ations? This cooperation also compromises the role of
national health technology assessment bodies as a “watch-
dog”. This scheme further destabilises the power balance
between the pharmaceutical industry and agencies, bene-
fiting industry at the expense of patients.
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