
New Drugs: Is Government

Supervision Adequate?
MORTON MINTZ

"rriHE MORE we have examined the
•*• handling of the new drugs by

the Food and Drug Administration,"
Hubert H. Humphrey told the Senate
last October, "the more we have
been surprised, shocked and disap-
pointed . . . Often, testing has been
going on in a manner which should
have sent shivers down the spine of
the medical profession . . . drugs in-
tended for use by victims of chronic
disease—day after day, year after year
—were released by FDA even before—I
repeat—before—chronic toxicity tests
had been completed on animals . . .
shocking reports of injuries and
deaths to test patients, as received by
drug companies, have often gone un-
reported to FDA, or have been down-
graded by skillfully contrived half-
truths, or have been reported accu-
rately to FDA, but virtually ignored. . .
Drugs have been approved which FDA
now admits should never have been
approved. Drugs have been kept on
the market long after FDA admits they
should have been eliminated . . ."

Senator Humphrey made these dis-
closures on October 3, 1962, just as
the Kefauver-Harris drug-reform bill
was being enacted into law. Many
of its provisions, such as the require-
ment that experimental drugs be
properly tested on animals before
being tested on human beings, go a
long way toward correcting the drug
abuses that have been making head-
lines since Senator Kefauver began

his investigation of the drug industry
three years ago. Under the new law,
the Secretary of Health, Education
and Welfare (HEW) can order a drug
off the market instantly if there is
evidence that it is an imminent
hazard to the public health; drug
companies must list the side effects of
their products in their advertising;
and a new drug must be proved "ef-
fective" as well as safe before it can
be marketed. Furthermore, physi-
cians must obtain the consent of
patients before giving them experi-
mental drugs, unless this is deemed
not feasible or not in the patient's
interest.

The FDA, moreover, has been given
greater powers for factory inspection
and quality control. In addition,
tighter regulations for human testing
proposed last summer by Anthony J.
Celebrezze, the new Secretary of HEW,
went into effect this February. These
require that the FDA must be notified
of all clinical (human) trials of new
drugs, and that the FDA must be kept
fully informed of what happens dur-
ing testing. The clinical testing must
be properly planned and executed
by qualified investigators, and again
must be based on adequate animal
studies.

~T>UT THE EFFECTIVENESS of t h e n e w

••-* law and of the regulations de-
pends greatly on the organiza-
tion that exists to administer them.

Senator Humphrey, the only licensed
pharmacist in Congress, is beginning
hearings on the FDA this month, but
the Senate Majority Whip has al-
ready gathered enough evidence in
the preliminary investigation by his
Government Reorganization subcom-
mittee to cast grave doubts on the
agency's use of the power it alreailv
had, let alone its ability to exercise
more. And Senator Everett M. Dirk-
sen, far from being encouraged,
found in the belatetl issuance of the
newHF.w regulations "an unparalleled
example of bureaucratic inertia.'
The fact is that the FDA could have
issued them at any time since 1938.

That year marked the passage o'
the first significant drug-safety leg
islation since the FDA was established
fifty-six years ago. It resulted from
the disastrous carelessness of a manu-
facturer who the year before had
marketed sulfanilamide in liquid
form, using an automobile antifreeze
as the solvent. More than a hundred
people died. The 1938 law prohib-
ited the sale of any new drug unless
the FDA allowed an application for it
to become effective. The FDA'S deci-
sion was to be based on its evaluation
of the animal and clinical testing
reported by the manufacturer in his
application. It was ruled that human
testing was to be under the direction
of an expert "qualified by scien-
tific training and experience to in-
vestigate the safety of drugs." The
FDA, however, has never set standards
for an "expert," on the debatable
ground that to do so would interfere
in the practice of medicine. Even if
this premise could not be challenged,
the fact is that clinical testing is
sometimes performed by research
scientists who are not physicians. The
new HEW regulations, moreover, set
higher standards for the initial clini-
cal tests than for those which follow,
and their adoption by the FDA would
seem to imply that the FDA agrees
that it had some rights to set stand-
ards without interfering in the prac-
tice of medicine. Though FDA Com-
missioner George P. Larrick has
complained that he could not find a
consensus on the definition of an
"expert," he has never asked profes-
sional or industry groups to help
him obtain agreement and arrive at
workable definitions. Nor did the
FDA regulate or require reports on
drug testing on humans.
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The FDA was concerned only with
the testing done on drugs for which
marketing applications were filed.
Currently, the agency receives an
average of 375 new-drug applications
a year, but manufacturers have been
testing four to five times as many
without reporting them. In 1959
alone, manufacturers tested 1,900
new drugs on humans. Since the Sec-
ond World War the drug industry
has expanded tremendously, and
ninety per cent of today's prescrip-
tions are for drugs that were un-
available twenty years ago. Mean-
while, qualified investigators are in
increasingly short supply, and some
manufacturers have decided that the
mere possession of an M.D. or Ph.D.
degree in basic medical science is suf-
ficient for clinical testing. "Nobody
knows," Humphrey told the Senate,
"how many thousands of drugs have
been tested, have caused harm, have
been shelved, and never reported,
never discussed . . . the most danger-
ous part of the iceberg has lain
below the surface."

Of Mice and Men
Though the new regulations finally
require that the FDA be informed
hereafter on all clinical testing while
it is in progress, its past performance
in evaluating the relatively few med-
ical-research reports it did get has
not been reassuring. Even less reas-
suring has been its anaesthetized re-
sponse to various cries of alarm.

"We firmly deny," Commissioner
Larrick told Senator Kefauver's sub-
committee in June, 1960, "that new-
drug applications have been allowed
to become effective on the basis of
inadequate laboratory and clinical
investigation work." The sixty-one-
year-old commissioner has been with
the FDA for forty years. In 1955, a
year after he became head of the
agency, a Citizens Advisory Commit-
tee had found cause to urge the FDA
to develop better methods for evalu-
ating new drugs. In June, 1960, Dr.
Barbara Moulton, a former FDA
medical officer, testified before the
Kefauver subcommittee that the situ-
ation was "extremely dangerous"; in
October of the same year she pre-
sented extensive evidence to docu-
ment her charge, and in September
a special committee of the National
Academy of Sciences National Re-
search Council called for remedial

action "with the least possible delay."
In July, 1961, Dr. Louis Lasagna

of Johns Hopkins University gave the
Kefauver subcommittee some insight
into the quality of animal testing
that sometimes preceded the clinical
testing: "I have been approached to
start human testing of a drug," he
said, "with the only information
available being the amount of drug
necessary to kill fifty per cent of mice
receiving the drug in one intravenous
dose."

There were warnings from the
agency itself. In October, 1961, an
FDA statistician, drawing on thirteen
years' experience, said in a paper
presented at a conference of FDA'S top
officials: ". . . the low quality of re-
search data in NDA'S [new-drug ap-
plications] is general and not iso-
lated . . . Unfortunately for the med-
ical officers, they must within short
periods of time make decisions one
way or another . . . they are forced to
gamble; the information which they
need to reduce almost to zero the
risks of an incorrect decision too
often is unavailable to them, be-
cause of weaknesses in research meth-
ods . . ."

T ) U T SUCH CRITICISM had little real
-*-* impact on the FDA hierarchy or
their superiors in HEW—until the
scandal about the thalidomide sleep-
ing pill. A number of details in that
story, as brought out by Senator
Humphrey's subcommittee, amply il-
lustrate the shortcomings of FDA'S
head-in-the-sand posture about drug
testing.

Smith, Kline 8c French Laborato-
ries of Philadelphia tested thalido-
mide in 1956-1957, without any re-
ported deformities resulting among
875 patients. Not having required
that it be informed, the FDA knew
nothing of this until March, 1962.
In September, 1960, the William S.
Merrell Co. of Cincinnati filed an
application to market the sedative.
It came out later that Merrell and
three other subsidiaries of Richard-
son-Merrell, Inc., ultimately distrib-
uted 2.5 million thalidomide tablets
to 1,267 physicians for "experimen-
tal" use.

About a month after Merrell
had first applied to the FDA, it
issued to its sales force a manual on
how to present physicians with its
clinical-testing program for Kevadon,

its brand name for thalidomide.
"You can assure your doctors that
they need not report results if they
don't want to," the manual stated,
"but that we, naturally, would like
to know of their results. Be sure to
tell them that we may send them
report forms or reminder letters, but
these are strictly reminders and they
need not reply . . . Let them know
the basic clinical research on Keva-
don has been done.

"Don't get involved by selling a
basic clinical research program in-
stead of Kevadon," the manual con-
tinued. "Appeal to the doctor's ego
—we think he is important enough
to be selected as one of the first to
use Kevadon in that section of the
country ... Don't forget that you are a
salesman, a professional salesman."

Perhaps such an approach to test-
ing helps explain why the former
chief medical director of the Veter-
ans Administration, Dr. William S.
Middleton, has found that "the des-
ultory returns from over 1,200 physi-
cians . . . could have no scientific
significance or validity. Yet," he add-
ed, "this formula for deriving new
drug introduction and acceptance
has obtained for many years." When
the FDA finally investigated last
summer, it discovered that only
276 of the 1,267 physicians had
reported to Merrell in writing
on their clinical trials, and further,
that at least one-fifth had not signed
the statement of investigative qualifi-
cations that FDA regulations required
the manufacturers to obtain.

ON NOVEMBER 29, 1961, a year after
the company had filled its appli-

cation with the FDA, Merrell learned
from West Germany that thalido-
mide had been associated with birth
deformities. The next morning it
notified Dr. Frances O. Kelsey of the
FDA, who had been withholding ap-
proval of the drug. At that point,
Commissioner Larrick could have is-
sued a public warning—the very
course recommended by Dr. Herman
I. Chinn, our deputy scientific at-
tache in Bonn, in a dispatch relayed
to the FDA and HEW in January, 1962.
Larrick, however, chose to let the
company handle the matter.

Why the FDA didn't undertake an
immediate effort then to retrieve the
drug puzzled Senator Jacob K. Javits
(R., New York), among others. He
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asked Commissioner Larrick, during
the preliminary investigation by
Humphrey's subcommittee, what
happened when Dr. Kelsey got the
information.

JAVITS: "Then did you just talk to
the company in general?"

LARRICK: "It was not conclusively
proved at that stage."

JAVITS: "When was it?"
LARRICK: "There was strong cir-

cumstantial—there would be people
who would give you an argument
about it now . . . who would say that
the problem here has been exag-
gerated."

Larrick admitted that the FDA
could accomplish the retrieval of
drugs more effectively than any com-
pany, but added that he was "not
quarreling" with what Merrell did.

What Merrell did, according to
its own report cited by Hum-
phrey's subcommittee, was send a
warning letter in early December,
1961, to its "active" thalidomide in-
vestigators, although the FDA was un-
aware that they represented only
one-tenth of the physicians who had
received the experimental tablets.
Three months later, Merrell and its
affiliates finally wrote all of them ask-
ing them to destroy or return the
remaining supplies. "At the time,"
Commissioner Larrick said later, "I
thought that was sufficient."

That it was not sufficient has be-
come by now a familiar story. After
reports published in mid-July of Dr.
Kelsey's achievement in blocking the
application of thalidomide, the FDA
embarked on a crash program to
ferret out the unsuspected numbers
of tablets that had got into the
hands of the public. A month later,
the FDA, finding that substantial
quantities were still at large, had to
plead with the public to clean out
medicine chests and flush all un-
identified pills down the toilet. Near-
ly twenty-one thousand persons in
this country had obtained thalido-
mide from both foreign and domestic
sources, and at least nine women
who took it during pregnancy bore
babies without arms and legs.

Drugs on the Market
Recently the FDA has decided that
it does have a quarrel with Merrell,
and it has asked the company to
show cause why its method of dis-
tributing the thalidomide tablets

should not be referred to the Justice
Department for possible legal action.
Thalidomide, at least, was never al-
lowed to go on the market. Other
drugs that had to be recalled were.
One was Marsilid, and in its case the
FDA displayed what can be called re-
markable patience in dealing with its
manufacturer, Hoffmann-La Roche
of Nutley, New Jersey. Marsilid was
first approved in 1955 for use, with
limitations, in treating critical cases
of tuberculosis. Later it was found
to have effect as a psychic energizer,
or "happiness pill," and the com-
pany applied for a supplemental new-
drug application for its use in
treating mental depression. But Mar-
silid also was associated with 246
known cases of hepatitis (liver dam-
age), fifty-three of which resulted in
death. At least 400,000 patients used
it. Hoffmann-La Roche, it would
seem from the account given Hum-
phrey's subcommittee by the FDA, was
rather casual in reporting some of
the hazards of Marsilid. Although it
received the first reports of deaths
and injuries in connection with the
drug in September, 1957, it did not
mention liver damage to the FDA un-
til half a year later, in February, 1958,
when it asked permission to change
the label. By the end of 1958, the
adverse reports on a variety of side
effects were mounting and the drug
company asked for another supple-
mentary new-drug application under
which a brochure listing new restric-
tions on its use would accompany
the drug. The FDA, in turn, suggested
a strong warning to be printed in
bold type on the label.

The strong warning was not put
on, however, and during the next
year the company continued to mar-
ket the drug. Nonetheless, the FDA
approved the supplemental new-drug
application in January, 1960. Seven
months later, it renewed its request
for the stricter warning label. Final-
ly, in September, 1960, its request
was complied with, but the sale of
Marsilid under a proper warning
label was short-lived. It was with-
drawn from the market the next Jan-
uary, because, as the FDA put it,
"drugs with similar therapeutic use-
fulness but with greater safety were
available."

But these drugs had been avail-
able and marketed since 1959. More-
over, the five Veterans Administra-

tion hospitals that had tested
Marsilid had discarded it much
earlier, between December, 1958,
and June, 1960, because of reports
of "severe liver damage," "excessive
toxicity" and—in a hospital system
with more psychiatric patients than
any other in the world—"limited
usefulness."

Why did the FDA permit Marsilid
to remain on sale until 1961? Lar-
rick's explanation is that it was re-
garded as valuable in "near death-
bed cases," but this was true only
initially when it was used to treat
tuberculosis, not mental depression.

Larrick has said that he is "proud"
of the FDA'S handling of Marsilid.
Dr. Moulton, on the other hand,
seemed prouder of the press when
she testified about an earlier request
to change the label. Marsilid's haz-
ards, she said, "were well known in
the Bureau of Medicine long before
the newspapers began to carry re-
ports on the subject. When this oc-
curred there was prompt if not en-
tirely effective action by FDA to revise
the labeling. Prior to the newspaper
publicity, however, we raised our
voices in vain."

A NOTHER DRUG that had to be with-
-̂ *- drawn from the market was
MER/29, a Merrell product intended
to reduce the amount of cholesterol
in the blood, although the role of
cholesterol in heart disease is con-
troversial. Senator Humphrey has
called the FDA'S handling of the ap-
plication for this drug "shocking . . .
a sharp indictment of the FDA itself—
its laxity, its tardiness in seeking to
remove the drug from the market, its
failure to protect the public interest."

The new-drug application for MF.R-
/29 was filed in July, 1959, and was
assigned to a thirty-two-year-old FDA
physician who had only recently
completed his residency in internal
medicine. He was promptly con-
tacted by Merrell's F. Joseph Mur-
ray. "The company was extremely
anxious to get the drug on the mar-
ket," the young man recalled. How-
ever, the report of the FDA pharma-
cologists on MER/29 was unfavorable.
And, the physician said, he was
aware that scientists at the National
Institutes of Health were concerned
about MER/29'S effects. (Later, their
research showed that in block-
ing the formation of cholesterol,

48 THE REPORTER

PRODUCED 2004 BY UNZ.ORG
ELECTRONIC REPRODUCTION PROHIBITED



MER/29 largely defeated its purpose
by causing an abnormal accumula-
tion in the blood vessels of a related
fatty substance, desmosterol.) The
FDA physician felt that MER/29 might
be helpful in dealing with arterio-
sclerosis. Nonetheless, he repeatedly
held back approval by judging
the application incomplete because it
failed "to report clinical studies in
full details." But twenty-two days
after he again made such a judg-
ment, on April 19, 1960, FDA'S
young medical officer let MER/29 be
marketed—before, according to Sena-
tor Humphrey, the "full details"
were in, and even though he re-
garded its value as "theoretical." The
new drug went on sale, not because
its effectiveness against heart disease
and arteriosclerosis had been estab-
lished but "solely on the evidence
of safety."

By September, I960, the FDA had
so many disturbing reports about the
effects of the drug—cataracts, bald-
ness, changes in hair and skin color-
that it asked Merrell to submit a
supplemental NDA and to revise the
label to warn against use of MER/29
in women of child-bearing age.
Meanwhile the adverse reports con-
tinued to pour in. On November 16,
1961, FDA scientists recommended
that the drug be withdrawn, but the
FDA administrators did not suspend
the application. For a total of two
years the Merrell product, heavily
advertised in medical journals, was
profitably sold as a prescription drug
and taken by more than 300,000 per-
sons. Then in March, 1962, by sheer
accident, the FDA learned, as it re-
ported to Humphrey's subcommit-
tee, that reassuring data in the NDA
from tests on monkeys "had been
falsified." (The FDA investigation of
this has been followed up by a Fed-
eral grand jury.) In April, Merrell
recalled the drug. In May, Larrick
cited clinical evidence showing "that
the drug was unsafe," and suspended
the application. In August, the FDA
admitted that the decision to allow
marketing had been a mistake.

That decision was made two
months before Larrick had told the
Kefauver subcommittee that it "is
extremely improbable" that falsified
data would not arouse the FDA'S sus-
picion, and "categorically" denied
that the review of new-drug applica-
tions "may in some instances have

been superficial." The criterion for
release of a drug, he said, is whether
"the good in saving lives and alle-
viating suffering clearly outweighs
the hazards."

By a curious aspect of the FDA'S
decision-making machinery, approv-
al of a new-drug application
can be given by a medical officer "on
his own initiative, without review by
any of his colleagues," according to
Dr. Moulton. And as Commissioner
Larrick has testified, the medical offi-
cer's decision "represents an institu-
tional decision that the drug is safe
for use under the conditions and in
the dosages prescribed in the label-
ing." But when a medical officer be-
lieved a drug to be unsafe and
wanted to deny its approval, the
situation was different. According to
Dr. Moulton, he had to have "the
unanimous support of the Chief of
the New Drug Division, the Director
of the Bureau of Medicine, the Com-
missioner, and usually also the Di-
rector of the Bureau of Enforcement
and the General Counsel's office."

A-J-,

The agency statistician described
an FDA physician's plight quite
well in the internal report already
cited. "The medical officer," he
said, "is in an untenable position
because if he were to adopt the view
that an application were incomplete
unless the research supporting it
were properly conducted, he would
pass few applications. But this would
result in a major shift in FDA policy,
and have a far-reaching effect on a
major industry. Clearly, a shift of
this magnitude is not to be made by
the medical officers."

In view of the medical officer's
responsibilities, however, it seems
strange, as Senator Humphrey points
out, that the physician handling the
NDA for MER/29 "never consulted
with the National Institutes of
Health before the drug went on the
market. Nor did NIH initiate such
consultation," although it "has been

supporting considerable research on
cholestrol-lowering substances."

This lack of communication be-
tween two branches within HEW par-
ticularly irritated Senator Hum-
phrey, who for years has been trying
to bring about a systematic exchange
of drug data between the FDA, the
hospital systems of the Public Health
Service and the Defense Depart-
ment, and the NIH, which "has the
greatest pool of drug research in-
formation in the world." He has
found "little systematic communica-
tion," even among the institutes of
the NIH. The thalidomide scandal
has brought Senator Humphrey
some measure of success, however.
The NIH, for example, is now
methodically feeding the FDA the
result of an electronic data-process-
ing survey of fifty thousand preg-
nancy case histories, yet NIH'S direc-
tor acknowledges that he is "not at
all certain we would have done" pre-
cisely that if the thalidomide story
had not been publicized.

As for the FDA itself, Humphrey
claims that its high officials "have
apparently been content" to let the
agency "stagnate as a scientific back-
water." despite the "deep interest of
a few extremely talented M.D.'s and
pharmacologists." The FDA'S isola-
tion has made it dependent, in many
cases, on plain luck. The "falsified"
MF.R/29 monkey data came to FDA'S
attention only because an FDA in-
spector happened to ride in a car
pool with the husband of a woman
who had quit her job in Merrell's
animal research laboratories. Dr.
Kelsey's determination to block the
marketing of thalidomide was de-
cisively hardened because she
"chanced" to read a letter to the
editor of one of the world's four
thousand medical journals, a letter
that associated the drug with
peripheral neuritis.

Humphrey considers it "a miracle
that we learn as much as we do."
Though many sources—such as phar-
maceutical companies, the FDA, hos-
pitals, the Veterans Administration,
and the NIH—compile data on re-
actions, they do not co-operate "to
any real extent" with each other. Ac-
cording to Humphrey, the individual
clinician "tends to be so busy that
often his reports are a fraction of
what they might be. This is a crucial
point; it explains in part a tendency
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In Washington, The Reporter informs the people who keep the
public informed. Here, for example, are a few significant facts
about The Reporter's standing in the Capital:

President Kennedy, on reading a collection of articles from The
Reporter, had this to say about the magazine:

"This volume brings back some of the high points of the history of
The Reporter. I believe that this book contains most of those articles
which left a particular impression on me at the time they appeared.
I am delighted to have this book, whose contents are a tribute to
The Reporter and to its editorial leadership."

34 of the principal officials in the Executive Branch are paid sub-
scribers. (Ten of them have written for The Reporter.)

33 U.S. Senators are paid subscribers.

Virtually every foreign embassy in Washington has one or more
paid subscriptions.

In 1962, 16 articles from The Reporter w<*rp inserlcft in the
Congressional Record.

"MOST FAIR AND RELIABLE"

Though The Reporter is a favorite in Washington, it plays no favorites
in reporting the news. In a survey of Washington correspondents,
71 of 83 voted The Reporter "most fair and reliable" among mag-
azines reporting politics. As Editor and Publisher Max Ascoli put
it: "Our usefulness to the administration is in direct relation to our
independence of it."

LESS THAN A PENNY A DAY

. . . is all it costs you to become a regular reader of The Reporter
with our half-price introductory offer:

ONLY $3.50 FOR 24 ISSUES (ONE YEAR)

You can take advantage of this half-price offer to introduce
your friends to The Reporter, too. Charge your subscrip-
tion if you like—we'll be glad to bill you later.

Your subscription—or your friends'—will begin as soon as
we receive your order. So to enjoy The Reporter regularly
at half price, mail the reply card opposite now.

Regular rates: 1 year $7; 2 years $11; 3 years $14 (Add $1 per year for
foreign postage, $.50 per year for Canada and Pan American Union.)
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to overvalue fragmentary favorable
reports." Although the FDA itself has
had a small reporting program, in-
volving at most 150 out of the
nation's six thousand hospitals,
Humphrey's subcommittee has "yet
to find anyone who has substantially
used this program or anyone at the
reporting end who had received use-
ful 'feed-back' from it."

Consequently, Humphrey found it
"incredible" that the FDA had not
made "systematic use" of outside con-
sultants. Although the agency sup-
plied him with a "nominally" long
list of outside consultations, Hum-
phrey found it "completely mislead-
ing." "It pretends that an isolated
telephone call or letter or short visit
for a curbstone—I emphasize—curb-
stone judgment represented 'consul-
tation." I am surprised," he con-
tinued, ". . . that FDA states consulta-
tion has 'routinely' occurred. The
men . . . inside the agency who have
fought and begged for outside con-
sultation . . . have been discouraged
at worst, or ignored at best, from
above."

Pressure and Persuasion
The atmosphere inside the agency
apparently has been one of con-
siderable discouragement from above,
accompanied by constant harassment
from some drug manufacturers. Dr.
Moulton has told of cases in which
orders came "from above" for med-
ical officers to certify drugs about
which they had doubts, the justifica-
tion being that the manufacturers
should "be in a much better position
to judge their safety." She contended
that in many of its activities the FDA
had become "merely a service bu-
reau" for the drug industry.

Dr. Moulton has also complained
that manufacturers' representatives
spend "three or four days a week in
the New Drug Branch offices, argu-
ing each point step by step, wanting
to know and being told exactly
where the application is at all times
and which chemists and which phar-
macologists are assisting in its re-
view."

One physician who worked on
the application for Marsilid, the
"happiness pill" associated with hep-
atitis, left the FDA shortly thereafter
to work for Marsilid's manufacturer,
Hoffmann-La Roche. The letter he
authorized, while in the FDA, to warn

prescribing physicians about Mar-
silid's side effects did not impress Dr.
Moulton, who informed the Kefau-
ver subcommittee that "the impor-
tant facts were obscured by so much
irrelevant material that [it] failed to
serve as an effective warning."

The FDA'S involvement with the
industry was brought home forcibly
by the disclosures that the head of
its Division of Antibiotics, Henry
Welch, was writing articles for pro-
fessional journals that brought him
a profit, as Senator Douglas told
Congress last summer, of "approxi-
mately $288,000 . . . from the firms
he was supposed to be regulating."
Dr. Welch was "allowed to resign"
in 1960, when the Kefauver subcom-
mittee fully explored the matter, but
even then, as Kefauver found, his
superiors "were derelict in the per-
formance of their duty . . . they
whitewashed it. . . . He was not even
asked by [FDA'S top officials] how
much his 'honorariums,' as he called
them, amounted to. That was an
outrageous conflict of interest." (The
matter is now before a grand jury.)

WHEN the new-drug bill was passed
in Congress, both Senator Ke-

fauver and Senator Douglas voiced
their concern about the ability of the
FDA to administer it, and both called
for "an infusion of new blood." Sen-
ator Humphrey has made it clear
that he has "little reason for con-
fidence in the policy echelons of
FDA," but does not attack Commis-
sioner Larrick personally; indeed he
calls him "a faithful and dedicated
public servant." Last October, how-
ever, a second Citizens Advisory
Committee, reporting on a year-long

study of the FDA, recommended
that its top posts should "no longer
. . . be held primarily by persons
whose backgrounds have been as in-
spectors, but should include scien-
tists with broad experience as well."
The commissioner's post was specif-
ically included. Larrick, who is not a
college graduate, joined the FDA as
an inspector in 1923 and rose through
the ranks, becoming commissioner
in 1954. His deputy commissioner
started as an inspector in 1925.

But the chairman of the Citizens
Committee, George Y. Harvey, who
has since become a consultant to
HEW on FDA matters, blunted what
appeared to be a committee attack
on Larrick. He told a press confer-
ence that the report was directed "to
the future," and that Larrick could
carry out its recommendations if he
takes them "to heart and attracts the
right kind of people."

Attracting and holding the right
kind of people may prove exceeding-
ly difficult. Dr. Moulton had quit in
disgust so that she could speak out.
A former scientific director, Dr. Paul
L. Day, found life at the FDA impos-
sible after he had criticized the
agency for its "lack of sufficient
vision of its proper role in the pro-
tection of the health of the American
people" and "courage to present,
adequately, a bold program." He
resigned.

In a recent reorganization, Dr.
Kelsey was promoted to head a new
Investigational Drug Branch, and
she has received from the President
the nation's highest honor for dis-
tinguished Federal civilian service.
But generally, FDA medical officers
have been overworked in thankless,
glamorless, paper-pushing jobs. Un-
der the new regulations and the
Kefauver-Harris law they will get
hundreds of thousands of addi-
tional reports a year. More physi-
cians have recently been recruited
for the Bureau of Medicine—twenty-
two in February—but there will still
be too few specialists to evaluate the
highly specialized material that will
be flooding in, and they still do not
have an effective consulting service.

To attract and hold top scientists
to the bureau, Larrick could have
pushed for FDA'S own research pro-
gram, as Dr. Day recommended. Lar-
rick could have pressed for exemp-
tion of more physicians from civil-
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service salary restrictions, and he
could have tried hard to make work-
ing conditions more attractive. He
did neither.

Since 1957, while enforcement and
other FDA branches have stayed put
in the HEW Building, the Bureau of
Medicine has been shifted from a
former nurses' dormitory near the
city incinerator to ramshackle struc-
tures that were not air-conditioned,
and from those to a World War II
temporary building.

All of these quarters were distant
from the Division of Pharmacology,
whose work is integral with the Bu-
reau of Medicine because it evaluates
the animal testing in new-drug ap-
plications. Yet, as of early March,
the bureau was destined to be moved
once more, this time to a converted
automobile-servicing garage in one
of the most crime-ridden precincts
of Washington and at least a mile
from the Division of Pharmacology
and other FDA scientists with whom
the bureau physicians should consult.

Congress has long treated the FDA
shabbily, but Humphrey has said
that the price of generous treatment
will be a demand for "men with
drive, with initiative . . . not just
'going by the book,' by the letter of
the law, but by its spirit, its tone, its
fundamental purpose."

HEW is assuming that it can put
new life into the FDA by teaching the
old watchdog new tricks, but in and
out of Congress this approach is
considered excessively optimistic in
view of the past handling of drug
problems. Critics believe the FDA
can become the great, vital agency
Humphrey envisions only if the old
watchdogs are replaced by a new
breed of scientist-administrators.

THE HEARINGS by Senator Hum-
phrey's Government Reorganiza-

tion subcommittee this month and
next will be followed by more hear-
ings in the House. But it remains to
be seen whether the FDA can continue
to ignore criticism as it has in the
past, or if Dr. Moulton will continue
to stand by her testimony of 1960
that "hundreds of people, not mere-
ly in this country, suffer daily, and
many die because the Food and Drug
Administration has failed utterly in
its solemn task of enforcing those
sections of the law dealing with the
safety and misbranding of drugs...."

VIEWS # REVIEWS

The Last Trench' Composer?
ROLAND GELATT

THE VERDICT of posterity is noto-
riously dangerous to predict, as

any critic with an ounce of prudence
knows. It is safest not to hazard
guesses—let alone make pronounce-
ments—as to the enduring worth of
contemporary music. Yet one must
live dangerously sometimes, and it
is in that reckless spirit that I write
of Francis Poulenc, who died—un-
expectedly and prematurely—on
January 30, three weeks after cele-
brating his sixty-fourth birthday.
For I am foolhardy enough to be
confident of Poulenc's foothold on
the slopes of Parnassus. He was not,
admittedly, a fructifying influence;
not a seminal force; not a Great
Composer in the capital letters re-
served for the likes of Bach and
Mozart. But he was an indisputable
minor master, and to me there can
be no doubt whatever that his music
—the best of it—will still be heard
a century hence.

Poulenc defies ready classification.

He once described himself as "half
monk, half guttersnipe" and some-
thing of each can certainly be found
in his compositions. He could be
maliciously irreverent, blithely care-
free. Much of the world's merriest
music is included in his collected
works. He could also compose in a
vein of tranquil sobriety and an-
gelic purity. Few twentieth-century
musicians have written so success-
fully for the church. But it is a mis-
take to push the monk-guttersnipe
antithesis too far. In much of
Poulenc's most characteristic work,
particularly in his songs, he is
neither the clown nor the cloistered
savant but simply an inspired
melodist with a gift for conveying
the overtones of verbal imagery in
his own unique, immediately recog-
nizable musical tongue.

Poulenc first made his presence
felt, toward the end of the First
World War, as the precocious scion
of a well-to-do Parisian family.
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