by Barbara J. Culliton

*‘Most men,”” quoted Dr. Walter
Modell, “‘live lives of quiet despera-
tion.” Since the Food and Drug Admin-
istration never really lived, one can say
it has spent more than half a century
in a state of suspended desperation. . . .
The FDA is a noble conceptus that never
lived; a grand plan that never had a
chance.”

In an editorial entitled ‘“Requiem
for the FDA,” published in the January-
February issue of CLINICAL PHARMA-
coLoGY and THERAPEUTICS, Modell, a
long-time FDA critic, goes on to memo-
rialize the agency, proposing that Con-
gress bury it and create in its place an
undefined entity called the Federal
Drug Commission.

“That kind of stuff bugs me,” says
Dr. Charles C. Edwards, commissioner
of the Food and Drug Administration
since last December. The agency has
been castigated in the press, criticized
on Capitol Hill, assaulted and suborned
by turns by the drug industry it regu-
lates and denigrated from within its
own ranks. Often the criticism leveled
against it has been well founded. But
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Charting a new role

it does not necessarily contribute to a
more effective FDA.

“Our society cannot tolerate endless
conflict,” Commissioner Edwards de-
clared at his first meeting with 100 top
FDA staffers in January, “and neither
can this agency.”

The former Mayo Clinic surgeon,
who has been more administrator than
physician since he gave up practice
in 1961, approaches FpA with the heal-
ing attitude of a physician. “FDA’s in-
ternal and external conflicts have been
traumatic and there is a definite limit
to the amount of trauma any living
thing can endure. When that limit is
reached, either death occurs or the
trauma ceases. It then becomes neces-
sary for healing and the restoration of
strength and vigor.”

Clearly, Edwards has no intention of
presiding over the demise of what he
considers a keystone in the whole struc-
ture of national and public health. He
calls it “one of the most important
agencies in the Government,” and the
vigor with which he hopes to infuse
it represents less a restoration of earlier

for embattled FDA

Dr. Charles Edwards, the
Finch-Nixon appointee as
FDA commissioner, is
seeking a place at the

center of policy making
in HEW

glory than the establishment of an en-
tirely new kind of stance, more revelant
to the demands of today’s medical and
pharmacological problems.

Dr. Edwards comes to the FpA with
a background in medicine and in sci-
entific management, a combination that
drew Health, Education and Welfare
Secretary Robert H. Finch to him as
head of an agency that has toyed with.
then chewed up administrators like cats
do beetles. Finch expects the new FDA
chief to guide a reorganization of what
should be in fact, as well as in name,
the nation’s foremost consumer protec-
tor and has encouraged him in changing
top management.

It is a job Edwards has been growing
toward for almost a decade. From 1962
to 1967, he worked for the American
Medical Association, first as assistant
director for medical education and hos-
pitals, then as director of the division
of socioeconomic activities.

The attitudes that spelled trouble
for him at the medical association may
be just what suit him for his present
job. “Edwards’s liberal views,” says a
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former AMA colleague, “spelled a lim-
ited future for him at the AMA. This
is not to say he is a wild liberal—only
that he was too liberal for the AMA.
By the world’s standards, he’s a moder-
ate.” From the AmMaA, Edwards moved
to Booz, Allen and Hamilton, a big-
time management consulting firm that
frequently handles studies for the Gov-
ernment. He headed the Chicago-based
firm’s health and medical division and
headed studies ranging from revisions
of Medicare and Medicaid programs to
feasibility assessments for the develop-
ment of new medical schools.

Edwards’s experience in scientific
management, his associates contend,
certainly suits him to the challenge of
introducing efficiency to an agency that
can take upwards of two years to clear
a new drug and which can get tangled
in its own wires as it did recently over
the safety of flavor-enhancing mono-
sodium glutamate (SN: 10/4, p. 295).

But FpA has dimmed shining lights
before, and in the hot political waters
engulfing the agency. Edwards is un-
tested.

The fine line, for instance, between
amity and hostility to the drug industry
is one he still has to walk. Says C. Jo-
seph Stetler, president of the Phar-
maceutical Manufacturers Association,
which represents most of the major
drug houses in the United States, “Ed-
wards’s relations with the drug indus-
try are good.”

The industry has often been a thorn
in the FDA’s side. But within the indus-
try, there are heads wise enough to
see the merit of a stable and even ef-
fective drug-regulating agency.

“For purely proprietary reasons,”
says Stetler, “we would like to see him
straighten out the agency.” Both Ed-
wards and the PMA have indicated that
they would like to sit down together,
perhaps in the presence of a third,
neutral party, to discuss the terms of
their living arrangements. The new
commissioner is also on speaking terms
with organized medicine. Like the drug
industry, it has a stake in FDA’s deci-
sions and has not been loath to exert
its influence.

Present cordiality aside, Edwards is
not unaware of the conflicts looming
in his future. “Every day,” he says, “I
learn more about what a rock-em,
sock-em environment this is. You have
to be thick skinned.” And he has been
on the job only two months.

In political controversy, Edwards’s
relations with the brass at HEw, with
his immediate superior, Assistant Sec-
retary Roger O. Egeberg, and with
Finch will weigh heavily. The ties ap-
pear to be close. Edwards has been on
the list of men the Administration want-
ed almost from the beginning. And
whether he happened to be around
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when the FDA job came open or it was
opened for him is moot.

Edwards’s predecessor, Dr. Herb-
ert L. Ley Jr.,, was anything but close
to Secretary Finch, who at one time in-
tervened and then withdrew in a squab-
ble over Ley’s move to bar Panalba,
an $18-million-a-year combination anti-
biotic, from the market. Though in the
Panalba situation it was Finch who
stumbled, the controversy is sympto-
matic of the inability of the two men to
work together. Finch finally ousted Ley
after other embarrassing encounters in-
volving FDA’s handling of MsG and cy-
clamates (SN: 12/13, p. 552).

But as Edwards himself is quick to
point out, he is a Finch appointee and
has that in his favor. He believes his
views of FDA's future parallel, at least,
those of the Secretary. “I see FDA as
part of the total health care system in
this country,” says Edwards. “The
whole system is in trouble, not just the
FDA. I intend to work with HEW on this
issue, not sit on the sidelines. In this
regard, I would like to contribute to the
Nixon-Finch Administration.”

Sophisticated and personable, Ed-
wards appears not to hide his meaning
behind rhetoric. He has the look and
low-keyed manner of a man who wants
to get things done by working from a
power base within the establishment,
not by bombarding it from without.

In his intentions for FDA, he builds
on the base established by James L.
Goddard, who was top cop at FDA from
1966 until mid-1968. Edwards wants to
be more than cop.

Goddard came to FpA like a mission-
ary to a pagan land, preaching reform
with a gusto of an old-time Bible
thumper and putting the drug industry
on instant notice to shape up or face

drastic action. Edwards speaks with a
lowered voice.

Nevertheless, in the days ahead, Dr.
Edwards, who does not want to dwell
on FDA’s past failures, will confront a
host of issues inherited from earlier
inactivity.

Goddard, who conceded that Fpa
could not give the public even reason-
able guarantees that all drugs on the
market are either safe or effective (SN:
1/28/67, p. 91), enlisted the National
Academy of Sciences to evaluate the
efficacy of all drugs marketed between
1938 and 1962, the year the Kefauver-
Harris amendments, demanding efficacy
as well as safety of drugs, passed the
Congress. Getting the Academy to un-
dertake the job, Goddard reasoned, had
two advantages: it could marshal a
scientific staff large enough to study
the 2,800 compounds involved, and it
could speak with the voice of scientific
authority FpA could not muster.

The Academy findings have been in
for more than six months. Most of the
drugs it questioned remain on the mar-
ket. Panalba, for example, is still sold,
because its manufacturer, the Upjohn
Company of Kalamazoo, Mich., has
challenged in court FDA’s authority to
ban the drug without a hearing (SN:
7/26, p. 76). Others have yet to emerge
from the FDA papermill. In a move to
get things moving, Edwards intends to
publish in the FEDERAL REGISTER all of
the Academy’s findings, even before
they have been re-evaluated by FDA
scientists. This, he believes, will give
affected manufacturers early notice that
they will have to be ready with evi-
dence of efficacy if they are to elude loss
of license for particular compounds.

The controversy surrounding oral
contraceptives also faces Edwards
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Edwards and Rogers will discuss new scientific expertise within the FDA.
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Are You A
Srd-Grade
Reader?

A noted publisher in Chicago reports
there is a simple technique of rapid
reading which should enable you to in-
crease your reading speed and yet re-
tain much more. Most people do not
realize how much they could increase
their pleasure, success and income by
reading faster and more accurately.

According to this publisher, many
people, regardless of their present read-
ing skill, can use this simple technique
to improve their reading ability to a re-
markable degree. Whether reading
stories, books, technical matter, it be-
comes possible to read sentences at a
glance and entire pages in seconds with
this method.

To acquaint the readers of this pub-
lication with the easy-to-follow rules
for developing rapid reading skill, the
company has printed full details of its
interesting self-training method in a
new booklet, “How to Read Faster and
Retain More,” mailed free to anyone
who requests it. No obligation. Send
your name, address, and zip code to:
Reading, 835 Diversey, Dept. 540-012,
Chicago, 60614. A postcard will do. (Adv. )
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making mobiles by Guy Williams

$4.95 plus 25¢ Postage and handling.
10-Day Money-Back Guarantee
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251 W. 19th Street, New York, N.Y. 10011

Go treasure hunting on the
bottom! Fascinating fun &
sometimes profitable! Tie a
line to our 5-1b. Magnet—
drop it overboard in bay,
river, lake or ocean. Troll
it along  bottom — your
““treasure’” haul can be
outboard motors, anchors,
other metal valuables. 5-1b.
Magnet is war surplus—
Alnico V. Type—Gov’t cost
Lifts over 150 lbs.
$14.00 Ppd.

$8.75 Ppd.

Stock No. 70,571Q
3',-1b. MAGNET
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ROTATING MULTI-COlORED LIGHT

Dazzling colors stream end-
lessly from constantly ro-
tating  light. Facetted,
transparent globe has lou-
vered drum_ _inside with
red, green, blue & yellow
stars. Bulb heat rotates

drum which projects flick-
ering star points on walls,
ceilings, etc. while individ-
ual globe facets present
. constantly changing array
of brilliant colors. 934” star—approx. 12” high on bell-
shaped hase. Surprisingly light. Easily placed on table.
TV, fireplace—even top of Christmas tree or other display.
Stock No 71,000Q $6.00 Ppd.

MAIL COUPON FOR GIANT FREE CATALOG

148 Pages! More than
4,000 UNUSUAL BARGAINS!

Enormous variety of telescopes, micro-
scopes, binoculars, magnets, magnifiers,
photo components, lenses, prisms, optical
instruments, parts, Science Fair kits,
projects, and accessories. Write for Free

““Q.”” Edmund Scientific '(‘)o y
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¥ = Catalog .
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Address
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BATTERY POWERED GYROSCOPE

For the first time—have —
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gyro without bother of
constant string winding &
pulling, 5” diam. flying-
saucer shaped. Spins on its
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head, hanging from a
string, drives rocket car, B
races around ring ‘
you’ll be amazed at its
performance. Even flipping

switch to off is an experience—speeds up to a blur . . .
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Solve problems, teach logic,
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version of giant electronic
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multiplies, shifts, comple-
ments, carries, memorizes.
Colored plastic parts easily
assembled. 12" 316"
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sembly diagrams. 32-p. in-
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Stock No. 83 $ 5.98 Ppd.
ANALOG COMPUTER KiT
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. . . Edwards at FDA

Bugged by glib criticism of FDA.

squarely. Confronted by Senate hear-
ings (SN: 1/24, p. 93) and mutterings
from the British that birth control pills
increase the rate of heart disease, he
last month recalled the disbanded ad-
visory committee on obstetrics and gy-
necology and now plans to meet with
it every four to six weeks. “We are
particularly anxious to review the Brit-
ish data once we receive them,” he com-
ments, but neither he nor any other
responsible medical man can be ex-
pected to draw any precipitous conclu-
sions.

Cognizant of the fact that FDA is
not what it might be in all areas of
scientific expertise, another heritage
from the past, Edwards intends to place
more reliance on advisory panels. Al-
ready the agency has about 100, but
few are used as extensively or as well
as the panel reviewing contraceptives.
And even there, changes are in the
offing.“I plan to introduce a system of
rotation. No individual should serve for
more than five years,” Edwards says.
“and I intend to expand its membership
by about three and appoint a new
chairman.” The committee now has 14
members.

Since former chairman Dr. Louis
Hellman of New York’s Downstate
Medical Center took a position with
HEW, Dr. Roy Hertz of the Rockefel-
ler University was named temporary
chairman by the panel members. Dr.
Hertz is an outspoken critic of the pill.
warning that it may be linked to can-
cer. Edwards has no illusion that there
will routinely be new evidence every
couple of months, but he intends to rely
on outside opinion to help shoulder
the responsibility for FDA decisions.

Another inheritance is the safety of
food additives. Once dismissed as harm-
less, they are another priority issue at
the new FDA. Since MsG and cyclamates
were opened to question, the entire
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The trauma must come to an end.

GRAS (Generally Regarded As Safe) list
has come under suspicion. Already Ed-
wards has contracted with the Academy
to devise a methodology for their eval-
uation. And he has established an in-
house committee to advise him on
priorities governing which of them
should be examined first.

Another whole question is the gen-
eral level of scientific talent at FDA.
Rep. Paul Rogers (D-Fla.), second-
ranking Democrat on the House Sub-
committee on Public Health and Wel-
fare, has proposed the possible trans-
fer of FDA’s scientific responsibilities to
the prestigious National Institutes of
Health.

The idea does not sit well with the
new commissioner.

“That,” says Edwards, who plans to
discuss the proposal with Rogers as
soon as possible, “would destroy the
FDA. It must not be turned into noth-
ing more than a policeman. While we
have some weak scientific talent in this
agency, we also have some that is very
strong, and we plan to bring in more.”
What he seeks is a middle ground.
“While I would like to create an atmos-
phere for creativity and research here,”
he declares, “I do not think FDA can,
or should, be imbued with an academic
atmosphere like that at NIH.”

Among the new talent Edwards is
expected to bring in are Drs. James
Grant and Henry Simmons. Dr. Grant,
who is reported to be the man in line
for the job of deputy commissioner,
served on the staff of the recent White
House Conference on Nutrition (SN:
1/10, p. 37) and may be symbolic of
a new FDA direction.

In the past, the FDA has paid little at-
tention to the food industry. Edwards
intends to take that industry on now in
a move to guarantee safety and nutri-
tional quality of such processed foods as
imitation milk, as he now is empowered
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But conflict clearly lies ahead.

to do with drugs. The way was cleared
when Deputy Commissioner Winton B.
Rankin, whose tenure went back more
than 25 years to an earlier FDA, was
eased out with Ley. Dr. Simmons, who
trained at the Tufts-New England Med-
ical Center in Boston and is currently
with Edwards’s old firm, Booz, Allen
and Hamilton, is expected to be named
to the Bureau of Drugs which plans re-
search on new analytical techniques for
determining bioavailability of drugs.
Traditionally and legislatively, the
FDA’s role has been that of the police-
man of the snake oil days. Edwards’s
bent is to see the agency take a more
positive attitude, encouraging the de-
velopment of new drugs rather than
simply blocking the sale of unproven
or potentially hazardous ones, and tak-
ing its place in HEW as an equal to
other health-related agencies in the for-
mation of broad policy. Edwards, in
short, sees no reason why the new
FDA need resemble the old at all. He
envisions an agency that can flexibly

Decisions will be made without bias.

meet society’s demands. “We must be
able to shift and change the organiza-
tion to adjust to our needs,” he says.

The health care system in America
is in trouble. Malnutrition among the
poor often predisposes them to dis-
ease, yet they are the last to receive
medical attention. Concern with the
nutritional quality of food could serve
as a first step in alleviating some of
their medical problems. Affirms Ed-
wards, “In my judgment, it is time for
everyone to recognize that FDA is not
an isolated agency but a part of the
total health care system.”

Edwards does not believe that involv-
ing FDA in broader issues would, of it-
self, solve its existing problems in han-
dling its regulatory functions. But it
might well increase the agency’s stature,
its authority and its ability to attract
the kind of qualified scientist it needs
if it is either to meet its present com-
mitments or take on new ones. And
that, after two months on the job,
seems to be what he has in mind. m}
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Edwards confers with FDA counsel William Goodrich before House testimony,.
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