BioSpectium

ASIA EDITION

EU court thwarts AbbVie attempt to access data
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Singapore: European Medicines Agency (EMA) has been ordered by the General Court of the European Union not to
provide documents as part of two access-to-documents requests until a final ruling is given by the court. These interim rulings
were made as part of court cases brought by two pharmaceutical companies, AbbVie and InterMune.

The companies are challenging the agency's decisions to grant access to non-clinical and clinical information (including
clinical study reports) submitted by companies as part of marketing-authorization applications in accordance with its 2010
access-to-documents policy.

Pending the outcome of the final judgement on the main cases, the EMA will continue with its policy to grant access to
documents. Requests for access to documents similar to those contested by AbbVie and InterMune will be considered on a
case-by-case basis in the light of the court orders. Since November 2010, the agency has released over 1.9 million pages in
response to such requests. This is the first time that the policy has been legally challenged.

Since the two pharmaceutical companies filed these legal actions, the EMA has received more than 30 statements of support
from various stakeholders, including the European ombudsman, national competent authorities, members of the agency's
management board, members of the European Parliament, academic institutions, non-governmental organisations, citizens'
initiatives and scientific journals, some of whom have also applied to formally intervene in defence of the EMA at the court.

In 2012, the EMA started a process towards proactive publication of data from clinical trials supporting the authorization of
medicines once a marketing-authorization decision has been taken. The agency will continue the process of drafting its policy
on proactive publication of clinical-trial data and will publish today the final advice from the five advisory groups which were
set up to inform the agency on specific aspects of the policy.
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