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EDITORIAL

Clinical trials
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Authors’ right to access to all data obtained in their study

iomedical research is becoming
Bmore complex as a result of involve-

ment by individual investors, uni-
versities, commercial research units, and
industry. Financial conflicts of interest
have been the subject of many editorials
and most peer reviewed journals now
require any conflicts to be identified and
explained when authors submit manu-
scripts for publication. Clear statements
of industry sponsored research and
author participation in corporate activi-
ties are required for evaluation of a
manuscript. Full disclosure of financial
interests by authors is essential to retain
public trust in biomedical research, the
peer review process, and the integrity of
the authors and of the universities." We
already require that each author sign a
statement of his or her financial arrange-
ments with public, private, and industry
sources of support. These declarations
alert the editor, reviewer, and physician
reader to any potential bias in the
interpretation and presentation of the
data. Patients’ lives may depend on an
accurate and complete understanding of
how and why authors obtained facts
relating to therapies. Non-financial con-
flicts of interest between authors and
corporate sponsors are of equal concern
and require our attention. These include
the need for an open and candid
relationship between authors and the
policies of the sponsoring companies
with regard to academic freedom. Issues
of control and complete access to all
data, conduct of statistical studies and
analyses, manuscript preparation, and
decisions to publish are of increasing
importance and concern. Corporate

sponsors must not be allowed to influ-
ence publication, or indeed to prevent it,
especially when the data are not sup-
portive of their product. Authors, editors,
and industry sponsors are aware of these
matters and it is now time to address
them.' These issues have been addressed
in recent editorials in JAMA and the New
England Journal of Medicine. The editors of
JAMA, The New England Journal of Medi-
cine, Canadian Medical Association Journal,
Journal of the Danish Medical Association,
The Lancet, MEDLINE/Index Medicus,
New Zealand Medical Journal, Journal of the
Norwegian Medical Association, Dutch Jour-
nal of Medicine, Annals of Internal Medicine,
Medical Journal of Australia, and the
Western Journal of Medicine have all agreed
to require authors to disclose details of
their own and the sponsor’s role in the
study.’

Authors will be required to sign a
statement indicating that they accept
full responsibility for the conduct of the
study, had access to all the data, and had
the authority to publish it. An amend-
ment was made allowing the sponsor up
to 60 days to review a manuscript before
publication to allow for the filing of
additional patent protection, if neces-
sary. These policies will also be incorpo-
rated into the next revision of “Uniform
Requirements for Manuscripts Submit-
ted to Biomedical Journals”.’

We believe that neurology journals
should invoke the same philosophy and
implement the same procedures. We
firmly believe that manuscripts submit-
ted to our journals are the intellectual
property of the authors, not the study
sponsor. Academic freedom includes the
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right of authors to have access to all of
the data obtained in their study, to
review it, obtain statistical analyses
independently, and to publish their data
based on their own decisions and not
those of the financial sponsor."” We will
now require the principle author to
declare in writing that he or she will take
full responsibility for the data, the analy-
ses and interpretation, and the conduct
of the research: that he or she had full
access to all of the data: and that he or
she had the right to publish any and all
data, separate and apart from the atti-
tudes of the sponsor. Without these
written assurances, we will not consider
the paper for review. We believe that this
new policy will ensure not only greater
academic freedom, but also increased
credibility for data in our journals that
have been the product of academic and
corporate alliances.
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