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How to Ensure Our Readers’ Trust: The Proper Attribution of
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NE OF THE GREATEST ASSETS MEDICINE POS-

sesses is the public’s trust. Similarly, a critical

asset a medical journal must maintain is the trust
of its readers. The peer-reviewed journals strive to provide
accurate and unbiased information that forms the basis for
how medicine is practiced. The recent controversy in
which the pharmaceutical giant Merck allegedly concealed
the true authorship of articles, hiring outside consultants
or ghost writers and naming prestigious authorities as guest
authors,"* prompts us to review and restate our standards
for the proper attribution of authors and contributors.

The answer, we believe, is transparency in the medical
literature. This is an ethical responsibility that extends to
authorship, because not only is authorship integral to
establishing credit, but it also assures accountability and
responsibility.” Unfortunately, authors listed in the byline
do not always fulfill the criteria for authorship. Conversely,
there may be others who are responsible for the informa-
tion generated, but are not being acknowledged properly
for their role in the preparation of the manuscript.*~" Let’s
dissect the confusion, the debate, and the deception.

An author, as presently defined by the International
Committee of Medical Journal Editors (ICMJE), is some-
one who has made “substantive intellectual contributions
to the reported study, including the conception and design,
or acquisition of data, or analysis and interpretation of
data” and “drafting the article or revising the intellectual
content.” Each author should have “participated suffi-
ciently in the work to take public responsibility for
appropriate portions of the content.”® As important as the
collection of data or general supervision of the research
group are, these activities alone do not justify authorship.
Journals are increasingly requiring that one author (“guar-
antor”) be identified as the participant who takes respon-
sibility for the integrity of the work as a whole, from
inception to published article.

In the social sciences, author implies that you wrote the
article; in medical and many other science journals,
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however, author means that you made a substantial intel-
lectual contribution to the manuscript (with the actual
writing considered something of a technical exercise). As
the complexity of scientific trials has increased, the ac-
cepted principles of authorship have become more difficult
for participants to understand. Accordingly, Rennie and
associates suggested a complementary model that would
elicit the actual responsibility of each author in the study.’
This attribution of responsibility complements but does
not replace the ICMJE criteria for defining the criteria of
authorship. The ICMJE more recently stipulated that
additional valued contributors who do not meet the
criteria for authorship should be listed in an acknowledg-
ment section. Examples of those who might be acknowl-
edged include a person who provided purely technical
rather than conceptual help with study design, data col-
lection, data analysis, or with manuscript preparation.
With authors and contributors clearly defined and appro-
priately cited in the article, no place exists for interested
nonauthors or noncontributors.

Statisticians frequently meet the requirement for
authorship based on the ICMJE criteria, yet fail to be
listed.® This diminishes the accountability of the listed
authors and contributors. The ICMJE does not give
explicit instruction on the role of statisticians, although
they are clearly involved in data analysis (or study
design) and contribute to the manuscript. Particularly in
randomized and multicenter trials, which are often
complex and generate large data sets, statisticians are
key interpreters of the research and therefore may
warrant authorship.”!® Omission of the study’s or
project’s statistician(s), as either an author or contrib-
utor, deprives readers of being informed the role of a
responsible participant in the research.

Guest authorship is authorship based on an expectation
that inclusion of a particular, usually prestigious, name will
improve the chances that the study will be published or
will increase the perceived status of the publication,
although the author in question does not meet the criteria
for authorship.'! Gift (Honorary, Invited Guest) author-
ship is authorship based solely on the basis of a tenuous
affiliation with a study, for example bestowing “author-
ship” on the basis of an individual’s position as head of a
department, or as a favor to a colleague or mentor to whom
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one feel indebted, or in an attempt to make the manuscript
appear to be more academic.'?

Ghost authorship by a medical writer is more com-
plex. Ghost authorship occurs when an individual who
contributed substantially to a manuscript is not named
in the byline or acknowledgments. A common example
of ghost authorship is the undisclosed contributions of
medical writers to the draft of a manuscript. Pharma-
ceutical companies, academic institutions, and even
journals differ in their sanctioning of this so-called
medical writer syndrome.'®> The ICMJE guidelines as
well as other guidelines from pharmaceutical company
and medical writers groups emphasize the need to
acknowledge the role of medical writers as either au-
thors or as contributors.'*'7 It may be argued that the
act of drafting a manuscript always involves an element
of interpretation, yet the medical writer is not in a
position to fulfill another important principle of author-
ship, that is, to take public responsibility for the study.
Some so-called made-to-order drug studies conducted by
contract research organizations analyze data in-house
and have professional writers pen the manuscripts (be-
cause the physicians are practitioners who have not
previously written scientific manuscripts); occasionally,
an academic is asked to serve as the author of those
manuscripts. The resulting articles affect the conclu-
sions found in the medical literature and at times are
used in promoting drugs or devices to doctors.'® This
double iteration of the guest-ghost authorship is an
increasing practice called the nonwriting author-nonau-
thor writer syndrome, which is frequently used in drug
trial reports, editorials, and review articles.!” Medical
writers may be instructed to insert biased phrases or
selected information favorable to the company prod-
uct.'” The nonwriting author (guest) may or may not be
involved in the research at all, but is selected to
enhance the prestige of the manuscript.'>?°

In less complex studies published in past decades, reports
were written by a study’s principal investigator." In reality,
many good scientists are mediocre writers or communicators.
To cope with the challenges of the complex multicenter
studies now conducted, medical writers often are used to
produce a clearer and more readable manuscript. This
process can benefit the scientific community when used
responsibly.!?"!® Professional medical writers often are
involved in either writing protocols or in preparing
manuscripts for publication, but the writers should work
under appropriate direction of the academics rather
than at the direction of industry.'*! A concern with a
ghost-authored article is that the readers are deceived
into assuming that the manuscript was written by an
unbiased academic source instead of by a possible
marketing-related source. Not listing the so-called
ghosts limits desired transparency, especially with regard to
disguising possible conflicts of interest or bias, and it under-
mines the scientific integrity of medical journals. Phar-
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maceutical companies fund most clinical trials and control
an immense quantity of research data. Because a substan-
tial percentage of medical journal articles are ghost-
managed, this allows the pharmaceutical industry to exert
considerable influence (bias) on the medical literature,
converting research into a vehicle for marketing, some-
times in innovative ways.g’lg’21

The frequency of these various authorship indiscretions
is difficult to determine and to detect; most articles that
have been identified as ghostwritten were revealed as such
only by investigative work after publication.?”* A high
percentage of medical writers attest to ghost writing
without proper attribution,?” and 11% of younger scientists
reported inappropriately assigning author credit at least
once in the last three years.”® A survey by Flanagin and
associates of three major journals in medicine revealed that
19% of articles had evidence of honorary authors, 11% had
evidence of ghost authors, and 2% had evidence of both.
The prevalence of articles with honorary authors was
greater among review articles than research articles.”’
Among National Institutes of Health investigators, 15%
reported altering the design or interpretation of research at
the request of the sponsor and 10% admitted to inappro-
priate assignment of guest or gift authorship.”® Some
medical schools are willing to enter into agreements that
permit the sponsors to draft the manuscript and also to
limit the academic investigator’s ability to revise it.”®

ICMJE authorship criteria in fact are widely misun-
derstood and, because 62% of a sample of 66 British
academics disagree with at least one aspect of the
perceived strict ICMJE criteria,* this topic seems both
complex and evolving. Each journal presently may differ
in its definition of author vs contributor (and the ICMJE
and most journals do not define the terms definitively).
There is clear misuse of medical writers, guest authors,
and honorary authors, and although it is easy to criticize
sponsors and ghost writers, researchers have permitted
these irregularities.

In the wake of the Merck-Vioxx controversy, we en-
dorse the 11-point agenda recommended by the JAMA
editors.! Consistent with that, we will strive toward the
following related policies for our own journals to achieve
more transparency and more comprehensively to disclose
all the major individuals who participated in the research
and the manuscript preparation. These actions are in
accordance with ICMJE, the medical writers associations,
and the pharmaceutical company guidelines:

1. Academics should attest in the cover letter that they
control the wording of the final manuscript, and
sponsors should provide the guarantor of the manu-
script all the study data.

2. All involved in the manuscript or study should be
cited clearly, either as authors in the byline or as
contributors in the acknowledgment section, along
with their affiliations and financial disclosures.
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3. Authors should fulfill the specific criteria of the
ICMJE; the order of the authors should follow
ethical principles. All contributors who do not
meet the criteria for authorship should be listed in
an acknowledgments section. Examples of those
who may be acknowledged include: individuals
who contributed cases, purely technical help, or
medical writing assistance; or a department chair
who provides financial support or other support.
Other investigators may be listed, including their
specific role in the study (participating investiga-
tor, scientific advisor, data monitor). All persons
listed as contributors must give written permission
to be acknowledged because the listing suggests an
endorsement of the data or its interpretation.

4. Statisticians frequently reach the level of author-
ship but at the minimum should be listed as
contributors.

5. Guest authors and gift (honorary) authors who have
not actually been involved in the design, conduct, or
supervision of the research will not be included as
authors or contributors.

6. Pharmaceutical companies should submit their own
studies with their own company authors and with the
appropriate disclosure, rather than employing the
deception of guest authorship; the manuscript will be
subjected to scrutiny as are all manuscripts.

7. Although we encourage researchers to write their
own manuscripts, when it is absolutely necessary to
have the assistance of a medical writer, the medical
writer should be under the direction of the academic
participants rather than industry-controlled and
should be acknowledged as either an author or as a
contributor, along with their specific role in the
manuscript, their affiliation, and their financial
disclosure.

THE AUTHORS INDICATE NO FINANCIAL SUPPORT OR FINANCIAL CONFLICT OF INTEREST. ALL OF THE AUTHORS WERE

involved in design and conduct of study; data collection; analysis and interpretation of data; and preparation and review of the manuscript.
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