
582 volume 31   NumBeR 7   JulY 2013   nature biotechnology

parties have agreed to the plan, the company will 
release the necessary data.

Despite GlaxoSmithKline’s and Roche’s uni-
lateral commitments, Bergström says EFPIA’s 
members are not at odds. “Every [third party] 
researcher who asks a legitimate question should 
be able to get data on request. But we mustn’t 
undermine the drug development system; we 
mustn’t undermine the medical literature. There 
has to be some control; I’m not prepared to have 
people going on fishing expeditions that could 
undermine public health,” he said.

At issue currently are historical marketing 
applications, in many cases submitted before 
EMA reversed its policy in 2010. Post-2010 
companies have been looking more closely at 
what they write in their applications, according 
to Bergström. But although it may be that this 
reduces concerns about commercial confiden-
tiality in future, the pressure is building for the 
release of CSRs for prescribed drugs now on the 
market. In collaboration with the British Medical 
Journal, Doshi and others have launched a new 
campaign, ‘Restoring invisible and abandoned 
trials’, calling for all unpublished and misre-
ported trials to be published or corrected. If 
companies do not comply within the next 12 
months the campaigners say they will publish 
confidential records they have obtained.
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freedom of information request for access to 
the Esbriet files, InterMune wrote to the agency 
on October 8, 2012, setting out its objections to 
disclosure and providing an edited version of the 
documents, which it said could be disclosed to 
Boehringer Ingelheim.

The company also identified data not in the 
public domain that it considered confiden-
tial and potentially of value to a competitor, 
explaining why disclosure would harm its com-
mercial interests. Despite this the EMA said it 
would go ahead and release the full file.

The EFPIA says that although it supports 
EMA’s decision to publish CSRs, there is 
“potential for significant harm” to com-
mercial interests of its members if trans-
parency is approached in an indiscriminate 
way. There should not be a broad-brush 
approach to commercial confidentiality. “It 
has to be [done] on a case-by-case basis,” says 
Sabine Atzor, head of EU regulatory affairs at 
Roche. While the EMA awaits legal clarifica-
tion from the EU General Court, the issue 
of commercial confidentiality is poised to 
disrupt the consultation process the agency 
has set up to formulate its new transpar-
ency rules. Although ostensibly this is pro-
ceeding according to timetable, the Clinical 
Trial Advisory Group on Legal Aspects, set 
up to advise the EMA on what constitutes  

commercially confidential information, has 
failed to reach a consensus.

The EMA published the advice it received 
on commercial confidentiality from this group, 
and the four other groups set up to advise on 
other aspects of the new transparency regime 
on April 30. Based on this, EMA is drawing up 
a policy that will be open for public comment 
from July to September, with the final policy 
due to be published on November 30.

While this process has been churning on, 
London-based GlaxoSmithKline and Basel-
based Roche made individual commitments to 
data transparency in February. Both have been 
heavily criticised for lack of disclosure and the 
two promised access to anonymized patient data 
held in corporate data stores to scientists who 
satisfy independent expert bodies (set up by the 
two companies) of the validity of their proposed 
research. Data will be edited to protect patient 
confidentiality and commercial interests.

Roche also acknowledged the specific public 
interest in transparency of data relating to its 
anti-viral drug Tamiflu (oseltamivir phosphate), 
the cause célèbre of the open clinical data move-
ment. In addition to releasing more Tamiflu trial 
data, Roche said it is setting up an independent 
group of scientists to “identify any unanswered 
questions” about the neuraminidase inhibitor 
and agree on a statistical analysis plan. Once the 
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INDIA
A vaccine developed by an Indo-US collaboration 
promises cheap homegrown protection against 

rotavirus, the leading cause of death in most developing 
countries. Rotavac, developed against a rotavirus strain prevalent 
in India, shows an ef�cacy comparable to that of the two licensed 
vaccines from GlaxoSmithKline and Merck. Hyderabad-based 
Bharat Biotech is ready to offer Rotavac at $1 per dose.

INDONESIA
The National Genetically Modi�ed 
Product Biosafety Commission 

approves the �rst genetically modi�ed 
sugarcane. The drought-resistant sugarcane 
was developed by the PT Perkebunan 
Nusantara, the Indonesian Sugarcane 
Plantation Research Center (P3GI), and 
scientists from the State University of 
Jember in East Java. It is expected to be 
planted next year.

NAMIBIA
The Ministry of Agriculture, Water and Forestry 
opens a laboratory to detect genetically modi�ed 

organisms in seeds, crops and food. The facility will screen 
products to ensure traceability, to assure product 
segregation and to comply with import legislation. The 
laboratory encompasses four areas, nutrition, soil, biotech 
and tests for local product development.

BRAZIL
The São Paulo Research 
Foundation will award $370 

million over an 11-year period to 17 
Brazilian Research, Innovation and 
Dissemination Centers. The centers 
must actively seek opportunities to 
contribute to innovation through 
effective tech transfer. The host 
institutions for the centers will also 
provide $310 million over the 11-year 
period. Centers conducting life 
sciences research include the Brazilian 
Research Institute for Neuroscience 
and Neurotechnology, the Center for 
Research on In�ammatory Diseases, 
and the Center for Research and 
Innovation in Biodiversity and Drug 
Discovery.
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FRANCE
The government's Fonds National 
d'Amorçage and the not-for-pro�t 

AFM-Telethon launches a €50 ($64.2)-million seed 
fund to invest in biotherapeutics for rare diseases. 
The new fund managed by CDC Enterprises plans 
to invest €3–10 ($3.9–$12.8) million each in 12–15 
companies. The majority of the investments will be 
in French companies. 
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