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Therefore, healthcare institutes that evaluate infection-control
products (and organizations that publish infection-control
guidelines) have, in my opinion, a fiduciary responsibility,
once they claim to employ Consumers Union’s model, to
have no working relationships'® or financial associations with
manufacturers of infection-control products, except, possibly,
those that are infeasible to eliminate and, to be sure, explicitly
and forthrightly disclosed. (An example of such a disclosure
might be to publish in its text as a footnote that the published
evaluation of medical devices was developed and performed
working and in collaboration with manufacturers, who pro-
vided their devices as free samples due to their high price.)

Further, because working relationships™ or financial as-
sociations with manufacturers are not universally defined
terms (see: box article on p. 18), healthcare institutes and in-
fection-control organizations having neither with manufactur-
ers of infection-control products (except those that are infeasi-
ble to eliminate and fully disclosed) would prevent confusion
and misunderstanding. Such a prohibition would also all but
prevent unscrupulous, mighty manufacturers (with predilec-
tions for litigation) from exerting unfair control and securing
improper and undisclosed deference for themselves and their
products —a scenario that could result in a loss of objectivity,
skewed ratings, and an evaluation’s or infection-control
guideline’s overstatement of a product’s safety and effective-
ness.?® (Whether institutes and organizations that evaluate the
performance of medical devices are adequately covered by
liability insurance to protect themselves against a lawsuit ini-
tiated by a disgruntled manufacturer is unclear, although an
important consideration.)

RECOMMENDATIONS AND CONCLUSIONS: THE EFFORTS OF
institutes and organizations entrusted to provide independent
recommendations and evaluations of the safety and effective-
ness of medical devices and infection-control products are to
be enthusiastically respected and supported. To enhance the
deliverance of their stated missions, however, it is recom-
mended that these institutes and organizations, among other
considerations, adopt stricter conflict-of-interest policies that
require a stronger, more bona fide commitment to patient
safety and independence from manufacturers.?® The endorse-
ment or mere mention of a product in an evaluation or infec-
tion-control guideline can be a powerful marketing tool
expected to benefit financially its manufacturer. More rigor-
ously management and transparency of the interactions and
working relationships'® between manufacturers and both
these institutes and organizations, therefore, are recom-
mended, to prevent “self-serving bias® and improper com-
mercial influence of a product evaluation or guideline.* 718
The elimination of every potential conflict of interest is
ideal, and not accepting gifts or free product samples from
manufacturers to perform an evaluation is an important prohi-
bition. But, as previously acknowledged, this policy may not
always be feasible. For example, some medical devices may
be prohibitively expensive to purchase for an evaluation.

Similarly, some manufacturers employ healthcare experts
whose knowledge is indispensible and whose cooperation
with an institute or healthcare organization is important to
ensure the accuracy and validity of its evaluation or infection-
control guideline, respectively. To preclude these experts
from working with these institutes and organizations would
be myopic and a public disservice.

Indeed, financial associations and working relationships
with manufacturers do not preclude the advancement of
knowledge and scientific integrity, provided, as part of a com-
mitment to and adoption of stricter conflicts of interest poli-
cies, such types of interactions—for example, institutes ac-
cepting free samples of medical devices from several compet-
ing manufacturers for an evaluation, or infection-control or-
ganizations receiving funding from manufacturers through
educational grants, gifts, or advertisements—are more rigor-
ously managed and fully disclosed in the text of the published
evaluation or guideline (for example, as a footnote or, if in-
sufficient space is available, on an appropriate website).62°

Finally, to avoid confusion and misunderstanding, health-
care institutes and infection-control organizations are encour-
aged to clarify and publish their respective definitions of a
conflict of interest and working relationships or financial as-
sociations with manufacturers, explaining which specific
practices are expressly permitted and prohibited. These are
important times. The public is counting on our commitment to
fairness, objectivity, and doing what is right. ® Continued
next month. Article by: Lawrence F. Muscarella Ph.D.

v The REFERENCES to this article are available at:

http://www.myendosite.com/htmlsite/2008/refs091008.pdf
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