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Access to data: EMA in key position
●● The European Medicines Agency
must fulfil its transparency obligations and resist industry pressure.

I

n June 2013, the European Medi
cines Agency (EMA) intended to
proactively publish on its website
almost all of the clinical data submit
ted, in line with standard procedure,
in support of applications for market
ing authorisations, and in particular
the data contained in clinical study
reports (1).
Industry opposition. In late
November 2013, the European Com
mission published a proposal for a
European directive on trade secrets (1).
To the delight of the association that
represents the European pharmaceuti
cal industry, the proposal covered
aspects of the clinical development of
drugs (1). And in early 2014, the
organisation representing the US phar
maceutical industry expressed its
opposition to the EMA’s intention to
release clinical data. In particular, it
asked the US government to take
action against the EMA’s proposal
within the framework of the free trade
agreement between the US and the EU
that was under negotiation (2).

The EMA’s U-turn. In mid-May
2014, despite the support for this pol
icy expressed by the European Parlia
ment and the Council of health min
isters during the procedures that led to
the adoption of the new European
Clinical Trials Regulation, the EMA
backtracked on its commitment to
transparency (3).
On the pretext of aligning its policy
with “the Commission’s clear message that
[the EMA] would also have to assure com
pliance with national and international
obligations (…) including (…) the TRIPS
[trade-related intellectual property
rights] Agreements and copyright laws”,
the EMA proposed that anyone
requesting access to clinical study
reports would first have to sign a con
fidentiality agreement (3,4). It also
proposed a procedure that would
enable pharmaceutical companies to
censor certain parts of clinical study
reports, and various measures that
would hinder the analysis of clinical
study reports: the data could only be
viewed on screen and could not be
downloaded or saved (3).

This is actually a misinterpretation
of one article of the World Trade
Organ
i zation’s TRIPS agreement,
intended to protect companies that
have produced clinical data from their
use by a competitor for the purposes
of obtaining marketing authorisation.
This article does not refer to the disclo
sure of clinical data to the public;
indeed, public health and safety con
cerns are an exception to the provi
sions protecting these data (5).
Transparency should not be sacrificed. Many civil society organisa
tions as well as the European Ombuds
man and the MEP appointed as the
rapporteur for the Clinical Trials Reg
ulation urged the EMA to fulfil its
transparency obligations (3,6).
In the face of this mobilisation, the
EMA published a final version of its
policy, with a few improvements, that
was implemented in January 2015 (7).
The requirement for researchers to
sign confidentiality agreements was
deleted, as was the definition of the
“information owner”, which referred
to pharmaceutical companies (a)(7,8).
Although researchers will be able to
download the files, once they have
identified themselves, the public will
only be able to view the documents on
screen, and will not be permitted to
“download, save, edit, photograph, print,
distribute or transfer” them (7).
Unfortunately, the EMA maintained
the procedure that enables pharma
ceutical companies to censor “any
information contained in the clinical
reports (…) where disclosure may under
mine the legitimate economic interest of the
applicant/MAH” (b)(7).
Several civil society organisations,
including the Medicines in Europe
Forum and the International Society
of Drug Bulletins, urged the EMA to
continue its efforts, in particular by
finally complying with the require
ment to establish a register of the
documents in its possession, as stipu
lated in the regulation on access to
administrative documents (Regulation
(EC)) No 1049/2001), adopted in
2001 (8).
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a- Researchers and the public must however “acknowl
edge that the Clinical Reports are protected by copyright
or other intellectual property rights (…)” (ref 7).
b- If the EMA disagrees with a company’s proposed
redactions, the EMA undertakes that, before publishing
the data, it will allow the company sufficient time to
“challenge the decision before the courts” (ref 7).
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