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he Regulatory Affairs Pro-

fessional Society (RAPS),

an organization for regula-

tory affairs officers from
the chemical, pharmaceutical, and
medical device industries, sponsored
an educational seminar titled “Bio-
technology: The Regulatory Revolu-
tion” late last year. The seminar fo-
cused on regulatory issues facing
companies using gene splicing and
hybridoma technologies to produce
diagnostic and therapeutic products.
Speakers included representatives
from the legal profession, the bio-
technology industry, biotechnology
consultants, and the Food and Drug
Adminstration (FDA).

A. Ghignone (National Patent De-
velopment Corp.), the organizer of
the seminar, began with a brief over-
view of the industry. G. Karney, an
attorney and major contributor to the
recent OTA report on biotechnology,
then presented a detailed analysis of
government regulation of biotechnol-
ogy research and commercialization,
stressing that industry’s perception of
the regulatory climate will strongly
influence decisions about which bio-
technological products will reach the
marketplace. A vast array of federal
regulations (e.g. those promulgated
by FDA, EPA, USDA, and OSHA)
affect the industry. Karney recom-
mends voluntary industrial compli-
ance with the NIH Guidelines for
Recombinant DNA because the courts
could consider the guidelines a mini-
mum standard of practice. He suggest-
ed that exceeding the requirements
would be a better idea to strengthen
defense against inevitable product li-
ability suits.

B. Merchant (Office of Biologics,
FDA) explained FDA’s position on
monoclonal antibodies used for in vi-
tro diagnostic products and in vivo
diagnostics and therapeutics. Over 50
monoclonal antibody products have
been approved for marketing as in
vitro diagnostic reagents, and a com-
parable number are now in clinical
trials for use as parenteral products.
Merchant predicted that as many as
1000-2000 different monclonal anti-
bodies could become useful diagnos-
tic products, 100-200 may become
usetul for in vive diagnostic applica-
tions, and 10-100 monoclonals will
be incorporated into parenteral ther-
apeutic products. Currently, all com-
mercial monoclonal antibody prod-
ucts are of murine origin, but Mer-
chant pointed out that the eventual
use of human-human monoclonal
antibodies is almost certain. He em-
phasized that the FDA is acutely

aware of the evolving nature of cell
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fusion technology and the potential
diversity of its products. The FDA
also recognizes that the heteroge-
neous nature of the companies that
produce and market monoclonal
antibodies results in many different
levels of awareness of regulatory re-
quirements. The agency realizes that
the rapid evolution of this industry
has led to some confusion and in-
tends to continue its flexible stance
with regard to applying its regulatory
authority to the industry. For exam-
ple, he cited the “Points to Consider”
memoranda recently issued by the
agency. These memoranda will serve
as evolving and informal guidelines
in the regulation of monoclonal anti-
body and other products derived
from biotechnology.

D. Hill (Office of Biologics, FDA)
explained the newly published FDA
regulations for monoclonal antibod-
ies. The Office of Medical Devices will
regulate monoclonal antibody prod-
ucts intended for in wvitro diagnostic
use. The exceptions are monoclonal-
based diagnostics that are used in
conjunction with a FDA-licensed bio-
logic product; these will fall under
the jurisdiction of the Office of Bio-
logics, which will also regulate mono-
clonal antibody products intended
for in vivo diagnostic use. The FDA
recognizes that a monoclonal anti-
body may well have multiple applica-
tions, and that manufacture of mono-
clonals is still a “cottage industry;”
thus they will allow licensing of prod-
ucts made: by divided manufacture.
Hill also reported that FDA interest
in monoclonal production begins at
the ascites or tissue culture cell stage.

L. Millstein (Division of Drug Ad-
vertising and Labeling, FDA) ex-
pressed concern that many new bio-
technology companies are not famil-
iar with FDA regulations covering
advertising. He noted that there can
be a fine line between legitimate sci-
entific exchange and advertising, and
suggested the companies contact his
office for advice in this complicated
area.

Drawing on his 11 years of experi-
ence as a bureau director, H. Meyer,
currently director of the FDA’s Na-
tional Center for Drugs and Biolog-
ics, provided a historical perspective
on the evolution of both the FDA and
the biotechnology industry. Dr. Mey-
er expressed concern about the ability
of his agency to effectively regulate a
rapidly growing industrial sector
while the agency’s resources are not
growing, and suggested that organi-
zational change within the agency is
necessary for it to do its job well. He
cited the “IND-NDA rewrite” stan-
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dards for new drugs and biologicals
and the combining of the Bureau of
Drugs and the Bureau of Biologics as
two benefical reorganizations. He
noted that the changes will strength-
en both the agency’s science base and
its afhliations with other Health and
Human Services agencies such as
NIH. He also anticipates better com-
munication with the Centers for Dis-
ease Control in developing the epide-
miology activities at FDA. Dr. Meyer
stressed that the FDA is anxious to
increase its dialogue with the biomed-
ical and industrial communities.

Audio casettes of the entire semi-
nar are available from Audio Tran-
scripts Ltd., 601 Madison Street, Al-
exandria, VA 22314.

Michael Gross, Ph.D., is Director of
Regulatory Affairs for Triton Biosci-
ences Inc. (formerly Applied Biosci-
ences, Inc.), a subsidiary of Shell Oil
Co., 901 Grayson Street, Berkeley,
CA 94510.
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