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Regulatory agencies such as Health Can
ada and the US Food and Drug Adminis
tration (FDA) have to date treated sub

missions of clinical trial data as confidential 
business information. Even for substances for 
which trials have been published, regulatory 
agencies possess substantial unpublished data 
that are not accessible to researchers, clinicians or 
patients. The recently passed Protecting Canadi
ans from Unsafe Drugs Act (Vanessa’s Law) 
allows Canada’s minister of health to disclose 
confidential business data, but only under certain 
circumstances and only to certain individuals. We 
argue that regulatory agencies can and should 
make all clinical trial data publicly available.

People who participate in clinical trials or 
other types of studies might reasonably assume 
that their participation, which involves potential 
harms, contributes to scientific knowledge. But 
clinical studies can add to the medical know
ledge base only when their methods and findings 
are publicly available. Making clinical trial data 
publicly available helps to protect participants in 
future studies, as well as people who might 
receive approved treatments as part of their care. 
Conversely, suppressing clinical trial data is 
wasteful and may expose patients to unnecessary 
risk or to ineffective treatments.1

The Declaration of Helsinki states that 
researchers have a “duty” to make study results 
publicly available.2 The evidencebased medi
cine movement has long advocated this posi
tion.3 The potential of datasharing to improve 
patient care and advance medical science has 
been endorsed by the World Health Organiza
tion, the US Institute of Medicine, Pharmaceuti
cal Research and Manufacturers of America and 

the European Federation of Pharmaceutical 
Industries and Associations. 

Yet, although regulatory agencies possess vast 
amounts of clinical trial data, they frequently 
decline requests for these data. The most common 
reason for refusal by Health Canada is that the 
request is for a third party’s “confidential business 
information” (the third party often being a phar
maceutical company when clinical trial data are 
requested).4 Canadian law, however, allows 
Health Canada to disclose clinical trial data, and 
disclosure is also consistent with international 
treaties, including the North American Free Trade 
Agreement.4 Court rulings in the United States 
have favoured disclosure in the public interest and 
have also supported nondisclosure where a public 
benefit of disclosure was not clearly demonstrated 
(e.g., information about a medication that was 
abandoned before being marketed).5

Not all regulatory data need be released. 
Pharmaceutical companies should be able to 
submit technical manufacturing information to 
regulators without worrying about it falling into 
the hands of competitors. The public may benefit 
indirectly from the protection of such secrets if it 
promotes innovation. However, the public would 
benefit from the disclosure of clinical trial infor
mation that routinely exists in regulators’ hold
ings, including clinical study reports, case report 
forms, electronic data related to individual par
ticipants, study protocols, statistical analysis 
plans, manuals of procedures, investigators’ bro
chures and correspondence.

There is evidence that disclosure of previ
ously submitted clinical trial data can change 
practice. Agomelatine appeared to be an effec
tive treatment for depression until publication of 
a systematic review that included previously 
unpublished studies submitted to the European 
Medicines Agency.6 Similarly, systematic 
reviews had overstated oseltamivir’s favourable 
risk–benefit ratio before a fouryear campaign 
that brought to light data from clinical study 
reports and regulatory comments that are now in 
the public domain.7 The US Agency for Health
care Research and Quality now recommends 
routine searches of the European Medicines 
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• North American regulatory agencies possess vast amounts of clinical 
trial data but treat them as confidential business information.

• Adoption by Health Canada and the US Food and Drug Administration 
of a new approach to the disclosure of clinical trial data would be 
consistent with these agencies’ advertised shift toward greater openness.

• Clinical trial data should be fully disclosed in the interest of public 
health and safety, as called for by international bodies and movements.

Key points



Commentary

 CMAJ, February 2, 2016, 188(2) 97

Agency for clinical study reports and other regu
latory agency databases for information on medi
cine approval.8

One regulator has already made important 
progress in the area of data disclosure and can 
serve as a model for others. After a campaign by 
researchers to obtain clinical trial data for anti
obesity medications, the European Medicines 
Agency changed its approach to disclosure.9 The 
policy now recognizes the importance of trans
parency: “Access to clinical data will allow third 
parties to verify the original analysis and conclu
sions, to conduct further analyses, and to exam
ine the regulatory authority’s positions and chal
lenge them where appropriate.”10

The new European Medicines Agency policy 
also recognizes some potential challenges with 
disclosure. Regulators can possess millions of 
pages of information about a single medication. 
Finding and deidentifying useful data can be 
resource intensive. Furthermore, disclosure to a 
third party such as a researcher or clinician does 
not guarantee that the information will become 
publicly available. Individuals or organizations 
(including competing pharmaceutical companies) 
that are granted access to data by regulatory 
agencies on an exclusive basis may intentionally 
or unintentionally misreport the information they 
receive, which may in turn compromise patient 
care. Companies that submit information to regu
lators may take additional steps to prevent it from 
being disclosed, including litigation. The costs of 
these manoeuvres will ultimately be borne by the 
public, through higher drug costs. If regulatory 
agencies publicly post all freedomofinformation 
requests they receive, as several already do, the 
information will be more easily accessible to 
others. Once clinical trial data are made avail
able, all parties will have easy access to the same 
information, and original findings can be inde
pendently verified or challenged.

However, concerns over nonpublication are 
neither new nor unique to the sharing of detailed 
clinical trial data. These problems are common 
to all forms of research, including the original 
reporting of clinical trials.

Adoption of a new approach by Health Can
ada and the FDA to the disclosure of clinical trial 
data would be consistent with the advertised 
shift of both these agencies toward greater open
ness. The Government of Canada says it “is 
working with the national and international open 
government community to create greater trans
parency and accountability, increase citizen 
engagement, and drive innovation and economic 
opportunities through Open Data, Open Informa
tion, and Open Dialogue.”11 The FDA launched 
its own “Transparency Initiative” in 2009 as an 

“agencywide effort to open the doors of the 
agency and promote innovation, in a manner 
compatible with the agency goal of appropriately 
protecting confidential information.”12

Despite these public endorsements of trans
parency, Health Canada and the FDA are out of 
step with the global movement advocating trans
parency of clinical trial data. Failing to disclose 
clinical trial data publicly supports unethical 
research conduct.3 Any legal hurdles to disclo
sure that might exist — if any truly do exist — 
are outdated and must be removed or bypassed. 
The onus is now on Health Canada and the FDA 
to either justify their ongoing secrecy with 
regard to clinical trial data or join the transpar
ency movement by supporting maximal public 
access to clinical trial data.
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