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Transparency in the field of pharmaceuticals is at an important juncture. 
Compliance with clinical trial registration and results reporting has been 
moderate, building the case for publicly releasing ‘clinical study reports’ 
(CSRs) and de-identified patient-level data. Transparency reached its 
high watermark this past April when the European Parliament voted 
overwhelmingly in favor of making registration and summary results 
reporting mandatory for all clinical trials irrespective of the outcome, as 
well as requiring companies to publicly release CSRs for any drug that is 
approved for market entry or withdrawn from review by the manufacturer.

Yet, on the ground, government regulators’ commitment to transparency 
has been wavering of late. In May, the European Medicines Agency (EMA) 
did an about-face on its previously stated plans of making CSRs proactively 
available. Then, in early June, following considerable pressure from 
advocacy groups such as AllTrials and the European Ombudsman, the 
EMA amended its draft policy, allowing researchers to “download, save and 
print the trial data for academic and non-commercial research purposes.”

As this article went to press, the EMA’s policy remained in flux. It is 
conceivable that data will be subject to redaction at companies’ discretion 
and that researchers will be compelled to sign contractual agreements 
that give drug companies the ability to sue for data misuse. In the US, 
meanwhile, the Food and Drug Administration (FDA) indicated in January 
2014 that clinical trial data sharing is “not a central focus of [the agency’s] 
core regulatory mission”1. Further, the FDA’s Transparency Initiative has 
languished since 2010: most of the draft proposals to make more drug 
information publicly available have not been implemented. 

What explains this regulatory retreat? I believe it boils down to the recent 
entrance of drug manufacturers and their allies into the data transparency 
arena. At least seven major pharmaceutical companies have taken steps 
toward making clinical trial data available since 2012, so regulators may 
think they don’t need to intervene. But while regulators sit idle, industry is 
setting the terms of ‘responsible’ data sharing to its advantage. 

There are broad similarities across companies regarding the terms of 
data sharing2. First, most companies favor ‘controlled access’, meaning 
that only approved requestors who meet certain criteria are granted access. 
Second, access is limited to a secure environment, precluding downloading 
and assembly with other data sets. Third, companies reserve the right to 
redact information a priori. Fourth, access may be limited by the feasibility 
of assembling data—for instance, when data are held by more than one 
entity or when trial data aren’t digitized. And fifth, only data connected to 
approved indications are on offer, which omits any existing studies involving 
off-label drug uses. These terms are codified in the data usage agreements 
that researchers must enter into with any drug company to gain data access.

In my view, there are fundamental reasons to be concerned about 
industry-led initiatives. To begin with, they do not adequately recognize 
that drug safety and effectiveness data are, at their core, a public good. 
Relying on private companies to mediate access is also a missed opportunity 
for regulators to engage outsiders—especially independent researchers, such 
as members of the Cochrane Collaboration, and perhaps even patients—in 
regulatory work. Regulators seem to have forgotten that modern food and 
drug regulation was founded on practices of publicity. In the US, for example, 
the founding father of the FDA, Harvey Wiley, and a team of chemists began 
publishing voluminous bulletins to expose and educate the public about 
food adulteration during the 1880s, 20 years before Congress passed the 

country’s first federal food and drug law. The purpose of this and other early 
transparency initiatives was partly to deter adulteration through disclosure. 
But they also served to engage outside groups in the project of regulation, 
developing standards of food and drug composition, manufacturing and 
testing to hold both manufacturers and regulators accountable. 

Regulation of drugs has long since shifted away from a model intending 
to prevent public ignorance to one in which safety and effectiveness are 
assessed on the public’s behalf, largely behind closed doors. However, 
the limitations of this model of regulation have become increasingly 
apparent. Due to resource constraints and the ever-growing amount of 
drug data, government regulators cannot do the job of regulation alone.
Others outside the regulatory institution need access to drug safety and 
effectiveness data—and that access will be significantly undermined if it 
is left to industry control.

The EMA, FDA and other regulatory agencies around the world need 
to facilitate scrutiny by independent researchers to better ensure the safety 
and effectiveness of drugs. At minimum, this should mean that CSRs, 
which government regulators hold for all approved drugs, should be 
readily available to independent researchers upon request. Where access to 
de-identified patient-level data is required to further interrogate the safety 
and effectiveness of a drug, regulators should be empowered to compel the 
company to make the data—typically held by companies but not always 
contained in CSRs—available for independent scrutiny.

Consider the example of RIAT, an effort by independent researchers 
to “restore invisible and abandoned trials.” Seeking to take advantage of 
a new access policy from GlaxoSmithKline (GSK), a RIAT team has been 
attempting to reconstruct ‘study 329’, a notorious efficacy trial involving 
the antidepressant Paxil (paroxetine) published in 2001 that some in the 
antidepressant field have argued warrants retraction on the grounds of 
selective data reporting. However, securing access to the clinical records 
from GSK has been far from straightforward. Despite the team’s willingness 
to protect patient privacy, access to the necessary patient-level data stalled 
for months3.

And therein lies the rub. Leaving companies or intermediaries to decide 
who gets access to the data and why seems likely to curb independent 
scrutiny, not to mention serendipitous discovery. Yet that is precisely what 
free scientific inquiry is predicated upon: replication and interrogation of 
one group’s findings by other independent researchers and exploring new 
scientific questions as they arise, perhaps in tandem with analysis of other 
data sets. How free will such inquiry be if it could trigger a lawsuit by the 
data-holding company for breach of the data use agreement? 

Governments, not private enterprises, are better situated to ensure that 
drug safety and effectiveness data are genuinely open to outside scrutiny 
from multiple perspectives and for multiple purposes. Failing that, 
transparency may become a specious concept, a tool of control rather than 
a source of knowledge.
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Government regulators must steward drug transparency 
Matthew Herder

The pharmaceutical industry has recently taken steps to make clinical trial data more accessible. But for there to be 
meaningful transparency, governments—not drug companies—should set the terms of disclosure.
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