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Did you know that currently 29% of the AACC's
membership comes from industry, including those
members who work in Medical and Scientific Af-
fairs (MSA)3 (1)? We work in the MSA departments
of our respective companies and are often asked
what we do and why we chose this career option.
The answers to these questions vary, but here are
some of our insights into this career path.
Working in MSA affords us the opportunity to

work collaboratively with members of the labora-
tory medicine community to improve the practice
of laboratory medicine through sponsored re-
search, education, key opinion leader develop-
ment, and scientific exchange. MSA personnel
serve as an important communication channel be-
tween the community and a company's research
and development team and sales and marketing
functions. We are called upon to provide input into
new product requirements, and this knowledge is
built from the interactions with our academic and
clinical colleagues. We are also part of teams that
collaborate with key opinion leaders on improving
existing assay performance, the understanding of
new roles for existing assays, and the discovery of
new biomarkers. In the aggregate, we work to ad-
vance the field.
However, there are some differences between

us and our academic and clinical colleagues. While
we may not be directly involved in patient care, we

are still focused on providing the best care to pa-
tients through the products our companies sell.
Sometimes the standard of care involves the “off-
label” use of legally marketed in vitro diagnostics
tests. Regulatory agencies, including the US Food
and Drug Administration (FDA), recognize this fact
and require that manufacturers instruct certain
scientific personnel (who frequently have titles like
Scientific Affairs, Medical Affairs, and Medical Sci-
ence Liaisons) to engage in scientific exchange that
is fair, balanced, and grounded when it comes to
such situations. Under almost all circumstances,
such exchange must be initiated by our custom-
ers. Proactive dissemination of off-label use mate-
rials may be viewed as promotional. While we can
present the results from interesting studies and
discoveries to our customers that have been pub-
lished in the peer-reviewed literature, we cannot
discuss how these discoveries may apply to the
products our companies sell, if these products
have not been cleared by the FDA for the intended
use described in the research. We can discuss any
claims that have been cleared or approved by the
FDA, but discussions that deviate from the in-
tended use of a product must be initiated by the
customer. This is often a limitation that our clinical
and academic colleagues do not appreciate.
It is perhapsworth noting that industry scientists

may freely discuss “research use only” products so
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long as such discussions are in an appropriate re-
search (i.e., not diagnostic) context. Such products
are likely to be novel or new to market, may have
unknown or unproven clinical utility, and must be
used in a research setting (2).
We work in a regulated environment. While clin-

ical laboratories are regulated by, e.g., CLIA, the
College of American Pathology, and the Joint Com-
mission, the medical device industry in the US is
regulated by the FDA. The Medical Device Amend-
ments of 1976 to the Food, Drug, and Cosmetic Act
of 1938 require thatmedical devicemanufacturers
seek premarket notification or premarket approval
from the FDAbefore a newdevice enters interstate
commerce to ensure its safety and efficacy. Medi-
cal device manufacturers must ensure that all de-
vice promotion, including speech, is consistent
with their products' labeling, thus restricting off-
label use discussions to the aforementioned scien-
tific exchange. Interestingly, however, recent court
cases (and a letter from Congress to the Secretary
of the Department of Health and Human Services)

have begun to challenge this requirement, and
truthful and nonmisleading discussions about off-
label use are being protected by the First Amend-
ment (3).
In closing, we would like to provide some tips on

how to work with members of corporate MSA
teams. When engaging with us on topics that are
off-label, formulate direct and probing questions,
so we can share what we know. Share your study
ideaswith us; we are happy to see if our companies
can support investigator-initiated scientific stud-
ies. Come to us with concerns you have with our
products, we will try to get you answers. Members
of MSA work for diagnostic companies and instru-
ment manufacturers, and scientific exchange,
good science, and patient care are points of focus.
A career in MSA is a rewarding one. We have the

opportunity to interact with a diverse customer
base. We are involved in the science (and the busi-
ness) of medical devices. Collectively, we will con-
tinue to advance the practice of laboratory
medicine.
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