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The current system of reporting adverse drug reactions in the United
States is decentralized, haphazard, and purely voluntary. Physicians typi-
cally do not take the time to investigale and report adverse drug reactions
to the FDA or a drug company. Therefore, valuable data necessary for
self-correcting science are lost.

With current information technology, it would be possible to establish
a central data bank managed by a federal agency for all drugs approved by
the FDA. Physicians would have to be given an incentive or a mandate to
report adverse drug incidents. Only then would we be able to realize fully
the benefits of the data possibilities in drug evaluations.

Several years ago, the Japanese Ministry of Health and Welfare (MHW)
revised its Good Post-Marketing Surveillance Practice with a new reporting
system for adverse drug reactions. Immediately following drug approval,
medical representatives are responsible for visiting each institution using
the new drug periodically for six months to remind health care professionals
of their obligation to report adverse events. Under the new regulations,
physicians, dentists, and pharmacists as well as pharmaceutical companies
are all required to submit adverse drug reports to the MHW.*#

Mandating Disclosure

The recognition and acknowledgment of potential bias in scientific studies
are essential parts of healthy science, and requiring conflict disclosures is
another obvious area for reform. Increasingly, we are learning that having
a financial interest in the subject matter of one’s research can bias the
outcome. Catherine D. DeAngelis, editor of JAMA, noted that: “when’
an investigator has a financial interest in or funding by a company with
activities related to his or her research the research is: lower in quality,
more likely to favor the sponsor’s products, less likely to be published, and
more likely to have delayed publication.”* Thus, the disclosure of potential
conflicts of interest must be transparent.

# Ames Gross, “Regulatory Changes in Japan's Pharmaceutical Industiy,” Pacific Bridge
Medical (Nov. 1998) (available at http:/Avw ifichrid; dical blications/html
JapanNovg8.htm)

# Catherine D. DeAngelis, “Conflict of Interest and the Public Trust,” Journal of the American
Medical Assaciation 284, 0. 17 (2000): 2237-8.
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The journal Nature was the last of the prestige science journals to adopt
an author disclosure policy. In explaining the reasons for adopting the
policy, the editor of the journal wrote, “There is suggestive evidence in
the literature that publication practices in biomedical research have been
influenced by the commercial interests of authors.”* It is estimated that at
least 6o percent of the English-language medical journals have a conflict of
interest policy for contributors of original research.* Using Ulrich’s Period-
icals Director, [ conducted a survey of English-language psychiatry journals
that published drug studies and found 42 percent had conflict-oFinterest
(COI) policies.”

In addition to influencing authors, financial ties might also bias the
decisions of reviewers and editors. Some journals, therefore, extend their
COI policies to others involved in journal publications.

Two other areas where disclosure is deemed important in revealing
potential biases in medical science are in clinical guidelines and in rec-
ommendations of federal advisory committees. Many journals neglect to
disclose the financial i of biomedical scientists whose names are
listed on an expert panel signing off on the recommendations cited in the

guidelines.

Only in the past few years, however, has any attention been given to the
transp yoffi ial i of those participating in the devel
of clinical guidelines for preventative and therapeutic interventions. In
one study of 101 clinical guidelines published in six major medical journals
between 1979 and 1999, only 7 published guidelines disclosed the potential

COIs of the expert panel members.*

&

Philip Campbell, “Declaration of Financial Interests: Introducing a New Policy for Authors of
Research Papess in Nature and Nature Journals,” Nature 412, no. 6849 (2001): 751

Richard M. Glass and Mindy Schnetdcmun “ASurvey of Journal Conflict of Interest Policies,”
talk given at the | ional C fical Peer Revi d Scientific Publication,
Prague, Czoch Republic (Sept 18-20, 197).

Using the search terms “psychiatry and drugs,” “psychopharmacology,” “drugs and mental
illness," and * psychmxy and medication” in Ulrich’s Periodicals Directory when restricted
to descriptors “active,” iclscholarly,” “English language,” and “refereed journals,”
the search yielded forty-five journals of psychiatry. OF those, nineteen had conflict-ofinterest
policies.

George N. Papanikolaou etal., “Reporting of Conflicts of Interest in Guidelines of Preventive
and Therapeutic Interventions,” BMC Medical Research Methodology 1, no. 3 (2001) (available
at http://www.biomedcentral com/ig71-23884/3).
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Clinical guidelines are most ofien published under the auspices of pro-
fessional medical associations, government agencies, or health promotion
organizations such as the American Heart Association. These guidelines
play an integral role in the practice of medicine. Most physicians do not
have the time to undertake the type of comprehensive and critical review
of medical evidence that is expected of panels of experts. Ifa financial con-
flict of interest among medical researchers can bias the outcome of a study
(as recent research shows),” there is as much reason to believe it can also
bias the recommendations in a clinical guideline. In one study, University
of Toronto hers surveyed 192 medical experts who participated in
writing forty-four sets of guidelines for the treatment of asthma, coronary
artery disease, depression, high cholesterol, and pneumonia. One hundred
respondents indicated that nine out of ten had some type of relationship
with a drug manufacturer. About six out of ten had financial ties to compa-
nies whose drugs were either considered or recommended in the guidelines
they wrote. Of the forty-four guidelines, just one reported a potential COL

A 2001 study examined six influential medical journals that published
clinical guidelines from 1979-99. The journals were Annals of Internal
Medicine, British Medical Journal, NEJM, JAMA, Pediatric, and the Lancet.
Of the 115 guidelines that were published when the journal disclosure
policies were in effect, only seven guidelines disclosed potential COls.

The importance of protecting the integrity and public trust in scientific
and medical advisory committees has been widely discussed.” Yet, there
remains a lack of transparency of advisers with financial COls, despite the
fact that such disclosures have become standard procedure in the major
medical publications.”

Conclusion

It is impossible to remove science from its social context, Healthy science
depends on the funding it receives from the government, other nonprofit

* Bekelman, 454.
0 Sara Schroter et al., “Does the Type of Competing Interest Statement Affect Readers' Percep-
tions of the Credibility of Research? Randomised Trial,” British Medical Journal 328, no, 7442

_ (:009): 7423
51 Sheryl Gay Stolberg, “Study Says Clinical Guides Often Hide Ties of Doctors,” New York
Times, Feb. 6, 2002, sec.’A
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institutions, and for-profit institutions. But the health and integrity of sci-
ence must be protected from its capture by private interests. The indepen-
dence of academic science from its for-profit sponsors must be a national
goal shared by all professional societies, journals, academic institutions,
and government agencies. This chapter has discussed some of the chal-
lenges facing that goal and made recommendations designed to insulate
science from those tendencies of society that seek to exploit it for personal
gain or for interests other than those that support its role as a generator of
trustworthy and reliable knowledge.



