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by Henry E. Simmons, M.D., M.P.H.

It's one of the most significant issues in the prescription drug
area today: are “generic’ drugs equivalent to “brand” drugs?
Each side has its proponents. Some of the traditional views

of the brand-generic controversy are no longer accurate. In
this article, Henry E. Simmons, M.D., director of FDA’s
Bureau of Drugs, presents his views on this subject and tells
what FDA is doing to assure that all drugs are of the highest
quality. This story is based on a speech Dr. Simmons presented
before the California Council of Hospital Pharmacists in San

Diego September 30,1972,

G encric  equivalency is one
subject we’ve always been
very much concerned about at
FDA. I am constantly discouraged
at the quality of the dialogue in this
important arca—an area significant
not only because of the quality of
health care in this Nation, but also
because it is a basic cconomic issue
as well. The pronouncements made
by members of the various camps
arc often biased and, occasionally,
frankly and intentionally mislead-
ing or exaggerated.

The generic-brand issuc presents
us at FDA with a unique oppor-
tunity as well as a major respon-
sibility.

As the world’s Jargest repository
of original and frequently unpub-
lished information on drugs. we are
in a unique position to be able to
examine both sides objectively. Un-
like either side in this issue, we
achieve no financial gain regardless
of which camp carrics the day.

With our responsibility for the
public welfare, we and the public
*Josc™ if the American patient docs
not receive drugs of uniformly high
quality. We and the public “win”
only if both generic and brand
manufacturers consistently produce
a quality product.

This then is the Government's
role in the public interest: to do
cverything within its power to as-
surc that all drugs—generic and
brand, made by big and small

manufacturers—are both safe and
cffective. honestly labeled, and of
the quality necessary to produce the
intended effect. We must maintain
a surveillance system which will as-
surc that this quality continues once
it is attained. Should quality be
found wanting. appropriate steps
must be taken fo correct the situa-
tion or stop production. We must
also assure that physicians are pro-
vided sufficient information on

drugs so that the wisest therapeutic.

decisions can be made on behalf of
the American people.

We recognize our responsibility
and accept it. We are aware that the
job cannot be done if manufacturers
do not also recognize and accept
their responsibility. Fortunately, in
general, drug manufacturers, large
and small. generic and brand, have
accepted their responsibility and are
taking appropriate steps to fulfill it,

Given our responsibility, how do
we meet it? What are the programs
and resources of the Federal Gov-
ernment, specifically the Food and
Drug Administration that are ad-
dressed to this area? To understand
this, let me cxamine some facts
about the rapidly changing and
growing FDA. ;

FDA today is an agency of more
than 6.000 people with a budget of
over $150 miltion, FDA's drug re-
sponsibilities are vested in the
Bureau of Drugs. which has about
1,000 people backed by a field force

of about 400 inspectors.

The Bureau of Drugs is a highly
technical bureau with approxi-
matcly 120 physicians, 100 micro-
biologists, SO pharmacists and
pharmacologists, and 50 chemists,
plus statisticians, epidemiologists,
and other professional personnel.

No new drug can be marketed
in this country until teams of phy-
sicians, pharmacists, chemists, and
statisticians from the Bureau of
Drugs have completed a thorough
assessment of it. Any firm wanting
to place 2 new drug on the market
not only must first develop data to
show that it is safe and effective,
but also must demonstrate to FDA’s
satisfaction that adequate, controls
have been provided to assure proper
identification, quality, purity, and
strength of the new drug.

In this context the New Drug
Application must include a list of
all the components; a statement
of the composition of the new
drug dosage form; a description
of the facilities and personnel in-
volved in the manufacture of the
drug, which is verified by factory
inspection; acceptance  specifica-
tions and test methods for the raw
materials and new drug substance to
assure uniformity from batch to
batch: a description of . the mafiu-
facturing process for the final
dosage form, which includes manu-
facturing process, packaging, and
labeling; a description of the analy-
tical controls, specifications, and-
test procedures for the drug; and
stability studies to assure continued
quality for the time it will be in a
retail outlet before being used by
the consumer. All of these data are
carcfully reviewed, and approval is
given only after all the. require-
ments are satisfied.

Whenever  other - manufacturers
want to place chemically equivalent
drug products on the market, they
must submit for FDA approval
adequate data to demonstrate the
cquivalency of the product. Tt then
goes through the same review, All



