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By Tania Rabesandratana, in Milan, Italy

E
urope’s transparency advocates are 

hoping for a new victory in the battle 

for the public’s right to scrutinize the 

data behind regulatory decisions. Last 

year, the European Medicines Agency 

(EMA) in London changed its rules to 

make public the massive amounts of clinical 

trial data that it receives as part of marketing 

applications. The move will allow anyone to 

see the evidence underpinning EMA’s deci-

sions to allow (or reject) medicinal products 

on the European market. 

Now, a sister agency 

in Parma, Italy, says it 

will follow EMA’s exam-

ple. The European Food 

Safety Authority (EFSA) 

plans to make public 

the data it uses to assess 

whether products such 

as pesticides, food ad-

ditives, and genetically 

modified (GM) crops are 

safe to use, eat, or grow. 

“We want to make our 

data as open as possible 

and make it reusable,” 

EFSA Executive Director 

Bernhard Url pledged on 

14 October at the open-

ing session of EFSA’s 

second scientific confer-

ence here. Industry, how-

ever, worries that the openness—which will 

extend to detailed industry reports—could 

threaten trade secrets, and some say it could 

stir unwarranted concerns.

EFSA itself cannot decide whether a prod-

uct should be sold in the European Union, 

but it produces “opinions,” written by panels 

of scientists, that form the basis of such de-

cisions by the European Commission. EFSA 

opinions rely partly on company-sponsored 

studies that sometimes aren’t published; 

even when they are, the raw data usually are 

not, making it harder for watchdogs to ex-

amine and critique a study. 

Groups like the Corporate Europe Ob-

servatory, which seeks to expose undue in-

dustry lobbying, and the Pesticide Action 

Network Europe (PAN Europe) have pres-

sured EFSA to publish the content of all ap-

plications submitted by manufacturers, in 

a usable format, just as EMA is preparing 

to do. (Pesticides and GM foods are among 

their targets.) “There is no reason for EFSA 

not to follow EMA’s footsteps,” says Martin 

Dermine, honey bee project coordinator at 

PAN Europe.

EFSA will begin doing so next year, shar-

ing data submitted by E.U. member states—a 

“treasure trove” that includes information 

on antimicrobial resistance, food consump-

tion, and pesticide residues, Url tells Science. 

But it will take several years before EFSA 

starts sharing company data filed as part of 

the product risk assessments.

Dermine is unhappy about the slow pace. 

The data and studies that EFSA deals with 

are easier to share than clinical trials, he says, 

because they usually don’t include sensitive 

patient information. Dermine is concerned 

that EFSA’s pledges to make openness “intel-

ligent” or “useful” may mean that there will 

be limits to what will be released. 

EFSA’s scientific adviser Hubert Deluyker 

acknowledges that his agency is facing re-

sistance from industry. Companies say com-

petitors might run with their trade secrets. 

Another worry is that consumers or activists 

could zoom in on scientific details that may 

seem scary but are of little importance. “In-

dustry needs to know in advance whether, 

how, and when data submitted to public au-

thorities will be disclosed to third parties,” 

says a spokesperson for EuropaBio, a lobby 

group for the biotech industry. Although 

Europa Bio supports the drive toward open-

ness, the spokesperson says, EFSA should 

first focus on better explaining its work to 

the public, and “on better protecting infor-

mation provided by applicants from misuse.”

EMA’s experiences so far suggest that in-

dustry will adapt. Some drug companies 

are still dragging their feet, EMA’s Senior 

Medical Officer Hans-Georg Eichler told last 

week’s meeting, but most executives have 

now “understood that the train has left the 

station.” EMA moved from “acrimonious” 

discussions with companies that refused 

to share clinical trial reports in the name 

of commercial confidentiality to discussing 

which elements in these reports can be con-

fidential. “It started as a nasty story but may 

have a very happy end,” Eichler says. “All the 

research enterprise will 

become more efficient if 

[researchers] can learn 

from the mistakes their 

predecessors have made.”

Jean-Louis Bresson, 

a nutrition researcher 

at Paris Descartes Uni-

versity, says there is a 

risk that releasing raw 

data will cause mis-

understandings, health 

scares, and rumors—but 

EFSA “cannot not do 

it.” Bresson, who sits on 

EFSA’s Dietetic Products, 

Nutrition and Allergies 

panel, says patients and 

consumers have “the 

right to know.”

But transparency 

alone is not enough to 

improve regulation, says Axel Decourtye, an 

ecotoxicologist at France’s National Insti-

tute for Agricultural Research whose stud-

ies on the effects of neonicotinoid pesticides 

on honey bees contributed to a partial ban 

on three such compounds in the European 

Union (Science, 20 April 2012, p. 348). EFSA 

also needs to collect the right data, he says. 

Neonicotinoids were approved based partly 

on studies that looked at the effect of a sin-

gle pesticide dose on adult bees,  Decourtye 

says; the studies should also have included 

information about chronic effects at low 

doses and effects on larvae. “Transparency 

is all very well,” Decourtye says, “but we 

need to make sure that the data is relevant 

in the first place.” ■
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Food samples are tested for horse meat at a lab in Germany. The European Food Safety Authority 

plans to begin sharing data submitted by E.U. countries next year. 
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