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Problems of Drug Development

The government, the drug industry, the universities,
and the medical profession: partners or enemies?

The past few years have been
marked by acrimonious discussions
about the problems of drug develop-
ment. While some would like to be-
lieve that Congressional hearings such
as those of the Blatnik and Kefauver
committees stirred up previously calm
waters, it is clear that the storm winds
had been gathering force for a con-
siderable period of time and that the
explosive passion evident in the reac-
tion to these events was not engendered
de novo. That problems exist is clear;
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what is less evident is the willingness
of the interested parties to define these
problems with clarity and to solve
them.

I should like to analyze the inter-
actions of physicians, the medical
schools, government, and business first
by listing some sources of discontent,
since an attack on primary causes
seems preferable to a preoccupation
with secondary manifestations. Then I
shall suggest some approaches which
might ameliorate the present state of
affairs, in the optimistic belief that
progress is possible and that Heraclitus
was right. (“Everything comes about
by way of strife and necessity.”)

There are almost daily complaints
about some aspect of drug usage in
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our society. The academicians are con-

stantly berating industry for its moti-
vations and promotional excesses.
When not so engaged, they are lam-
basting Congress for inadequate sup-
port of clinical pharmacology or for
adding to the headaches of research-
ers by passing “patient consent” laws.
The personnel of the Food and Drug
Administration (FDA) are rarely al-
lowed to rest quietly in their foxholes:
on one day they are bombed for
pusillanimity, on the next for high-
handedness. (If a specific issue is lack-
ing, it is comsidered good form to
brand them as generally inept.)

The drug industry, in its turn, is
bitter about the unreasonableness and
extravagance of the professional at-
tacks. The pharmaceutical folk are un-
derstandably annoyed when their sub-
stantial scientific contributions are ig-
nored, or when they are asked for
funds to support research or scientific
societies by the same academicians
who have berated them. Government
is constantly a threat to the industry,
the nature of the danger ranging from
possible patent restrictions to “arbitrar-
iness” or “ignorance” on the part of
specific FDA staffers determined to
prevent a drug’s being marketed or to
snatch a profitable pharmaceutical ofl
the market.

The government, for its part, must
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be confused by scientists who won’t
“stand still” ideologically. Just when
a senator or representative thinks he
has done a creditable job in following
up on the suggestion of some distin-
guished scientists, they turn on him
for going too far. The FDA is per-
petually spending time justifying to the
press, Congress, the drug industry, or
the medical profession some action it
took 2 years ago, or didnt take last
week.

Rapport Lacking

There is, then, no paucity of strong
sentiment about the handling of drug
matters. What is lacking is rapport be-
tween the various forces responsible
for the health of the public. The
protagonists seem to function like
those figures on monumental European
clockworks: each one appears briefly
at the sound of bells or chimes, ex-
poses one side temporarily to the pub-
lic, and then disappears from view,
separated for eternity from the other
figures of the clock. There is much
soliloquy, but little dialogue.

The search for new drugs has been
criticized as a sort of blind man’s buff,
a groping for precious jewels hidden
in a vast desert. And so it is, in part.
The science of pharmacology is not
sufficiently precise or profound to per-
mit the rational design of wondrous
new agents. Pharmaceutical research
has of necessity, therefore, to spend a
good part of its effort in “screening”
and in testing chemicals related to old-
er drugs found—usually by luck—to
be effective, This kind of search, which
includes testing of soils for antibiotics,
scouring the world for effective folk
remedies, and synthesizing congeners,
is not without rationale, and occasion-
ally it yields a fine new product. It is
nonetheless expensive and inefficient.
Usually, for example, the testing of
congeners fails to provide a dramatic
breakthrough, and the result is a “me-
toc” drug which it is hard to justify
putting into man at all, let alone on
the market.

From the drug house’s viewpoint, on
the other hand, it may be simply a
matter of capitalizing on someone
else’s serendipity so as to assure a
satisfactory sales volume and thus sat-
isfy stockholders and support the en-
tire organization, including the re-
search staff. As one drug house physi-
cian put it to me: “With our firm’s
fine reputation and large detail force,
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we can put out a thiazide diuretic that
is no better or worse than any of
those already available from other
firms and capture 15 percent of a huge
market. Why shouldn’t we?” In such
a situation there may be a serious con-
flict between good business decisions
and the needs of the physician and
his patient. (It is true, to be sure, that
a “me-too” drug may still turn out to
be uniquely useful for some patients,
and the existence of competing prod-
ucts may occasionally have a salubri-
ous effect on drug prices. Such a mat-
ter is rarely black-and-white.)

There is another aspect of new drug

development which gives rise to con-

flicts: the pressure of time. Time is a
precious commodity for us all, and it
is especially precious in a market char-
acterized by rapid obsolescence and
fierce competition. If a drug house is
working in a field known to be tilled
by other firms, there will of necessity
be pressures to market at the earliest
opportunity. There are considerable
market advantages in being the “first
firm in the territory,” and even if there
is no worry about the emergence of
similar drugs from other firms, some-
one else may be working on a com-
pletely different kind of drug which
may soon toll the commercial death
knell for the earlier product.

This is not to say that the result
is invariably inadequate documenta-
tion, or excessive and premature claims
for safety and efficacy, but it would
be unrealistic not to admit that pres-
sures are exerted in these directions
by the ticking of the clock.

A paradox also emerges from the
very pace of industrial activity. I be-
lieve that the drug industry generates
certain anxieties in physicians in direct
proportion to the rate at which it
introduces new drugs on the market.
Such anxieties do not require that
these drugs be worthless or “me-too”
products; indeed I suspect that the
greatest unrest would derive from the
marketing of large numbers of unique
and excellent drugs!

Let me explain. The incorporation
of new drugs, like new tests or new
surgical treatments, into one’s medical
bag of tricks creates serious trouble
for today’s busy practitioner. The doc-
tor’s life was simplest when he needed
only to concern himself with a small
number of proven remedies. Such slo-
gans as “It isn’t the anesthetic that’s
important; it’s the man who uses it”
and “Learn to use one digitalis prepa-
ration well, rather than many poorly”

are in part sound principle, but in
part also a reflection of the turmoil
created by the need to master a
large pharmacopeia. It is on such
anxieties and frustrations that the suc-
cess of Consumer Reports-type peri-
odicals like The Medical Letter and
how-to-do-it books like Drugs of
Choice or Current Therapy is built,
No doctor is capable of expert judg-
ment on all drugs, and he must in-
creasingly seek quick, authoritative,
“unbiased” advice regarding new
agents. Such expert and reliable advice
is obviously desirable, provided the
physician does not accept ex cathedra
statements as Eternal and Infallible
Truth.

The productivity of the drug indus-
try also compounds the difficulties in
another area. There are thousands of
chemists and pharmacologists and tech-
nicians busily at work trying to come
up with new drugs. The budgets sup-
porting such research are astronomical.
The success of these research programs
demands the elaboration of a certain
number of useful products. To put
even a small number of drugs on the
market requires that a much larger
number be evaluated in man. Unfortu-
nately, but a handful of investigators
in the country are trained to evaluate
drugs in man, and the number of in-
dustrial products requiring accurate
and careful study is extremely large.

If the supply of first-rate investiga-
tors is short in general, it becomes
shorter with respect to drugs that do
not look intellectually exciting. As a
result the help of second-rate investi-
gators (who may be first-rate physi-
cians) is solicited. The resultant level
of drug investigation is thus subopti-
mal and serves to promote erroneous
decisions in regard to marketing, and
to accumulate poor data, inadequate
to support advertising claims for new
drugs.

Whereas drug advertising is better
than it was, some of it continues to
be lacking in taste, intelligence, or
truth. The inadequacies in clinical
pharmacology already mentioned and
the frenetic pace of industrial activity
contribute to the problems. The mar-
keting of drugs that are not world-
beaters or that are “me-too” products
automatically makes for trouble, since
the existence of such drugs presents
the advertising man with the necessity
to choose between distortion and not
selling. No one can sell a chemical
by saying “Peppo is not really very
good for depression and fatigue, but
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it’s pretty safe” or “Salo is not much
better or worse than any of the eight
other related diuretics that you’ve been
using for years.”

When the decision is made to mar-
ket a drug, there can be no wishy-
washy approach to its promotion. Ei-
ther the firm believes in the drug’s po-
tential, or it will not try to sell it.
But when a drug is first put on sale—
no matter what the amount of experi-
ence to date has been—there will be
uncertainties about its true capacity
for good and harm. It takes years for
a drug to settle into its proper niche
(and some never do). A common pat-
tern of evolution is for therapeutic and
safety claims to be tempered with the
passage of time. If a new drug turns
out to be a superb agent, then every-
one is better off if the advertising cam-
paign is wildly successful. If the new
drug turns out to be a dud, or un-
predictably toxic, the public is best
served if the ads miss the mark.

While a drug firm does not wish to
make profits at the price of harming
people, it is not unreasonable to be-
lieve that a firm would not feel badly
about sales of a drug to patients who
didn’t need the drug at all or who
didn’t respond as well to the drug as
they might have to some other agent.
Most drug ads do not really qualify
as “educational,” but as “persuaders.”
There is thus a certain conflict be-
tween the goals of advertising and the
goals of the physician and his patient,
and no amount of wishful thinking
can alter this fact.

Obviously drug houses must make
money. No one but a fool would want
them out of business. Yet many drugs
do seem expensive to many people,
and there is no evidence in the yearly
earnings reports of individual firms
that the industry is perched on the
brink of financial disaster. It is further-
more difficult to convince the con-
sumer that he should use trade brands
rather than generic products if con-
siderable savings can be had by using
generic products of apparently equal
quality.

The problem is not a simple one.
The small house that capitalizes on
other people’s discoveries is, in a sense,
parasitic. A society with nothing but
such firms would be in a sad fix. Pat-
ents have been infringed upon in other
countries, and manufacturing secrets
are occasionally stolen. The aims of
these small houses are less humanitar-
ian than profit-minded. (A British firm
which has made a killing by selling
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cut-rate antibiotics has now put out,
in a Kafkaesque move, a branded tet-
racycline which costs twice as much
as its own unbranded tetracycline.)

On the other hand, much of the at-
tack by the ethical houses on generic
drugs has been below the belt. Many
such drugs are perfectly satisfactory
products, and not the sort of hope-
lessly inferior junk pictured in cam-
paigns against them. An occasional
preparation, to be sure, is sufficiently
off the mark to interfere with medical
care, but the same can be said of the
products of large firms. It would seem
important, rather, for techniques and
standards to be developed which in-
sure that no substandard drugs are sold
by anyone.

The untoward effects of drugs con-
stitute another source of discontent.
Many physicians are convinced that
there is too much prescribing of drugs
(by other physicians, of course). The
incidence of toxicity is probably di-
rectly related to the number of drugs
a patient takes. While admitting the
physician’s complicity, critical academi-
cians point the accusing finger at the
firms ‘‘overpromoting” these drugs.

In addition, there is often friction
between the physicians reporting new
and serious side effects and the manu-
facturers involved. A common pattern
of action is the following: A drug has
been on the market for some time,
apparently doing its job well with a
minimum of trouble. Suddenly, the
drug is alleged to cause serious toxicity
or even death. The cases are reported.
The firm examines the cases critically
and points out that it is less than cer-
tain that the agent in question was the
only cause. As the reports accumulate,
there is a clear-cut difference of opin-
ion: several responsible clinicians be-
come convinced that mischief from the
drug is occurring with some frequency;
the firm is convinced that most or all
of the reported cases can be explained
away. Retrospective analyses by the
firm are begun, and they often “show”
that the drug not only doesn’t cause
cataracts, jaundice, or strokes, but ac-
tually prevenis these troubles, since
there are fewer reported instances of
trouble in patients taking the drug,
than are shown in the public health
figures available for the general popu-
lation. Eventually, however, it is dem-
onstrated that the toxicity is produce-
able at will in animals, or that it oc-
curs conclusively in man, and the drug
is taken off the market.

The FDA staff, meanwhile, can’t

win in such a situation. If they don’t
whisk the drug off the market at the
first report, they are considered sloth-
ful, or gutless, by some doctors. If
they do, they are accused of bureau-
cratic, impetuous, and dictatorial ac-
tion by the manufacturers. If they take
the drug off the market after due
deliberation, they may be attacked by
both the manufacturer and some physi-
cians who have gotten to like the drug.

FDA Tightrope

It is too little appreciated that the
FDA has a fantastically difficult tight-
rope to walk, and that public health
decisions can’t be made separately for
this physician or that, this patient or
that, but that (as FDA Commissioner
Larrick has pointed out) “the govern-
ment must make a judgment as to the
hazards likely to be encountered when
the drug is employed by physicians of
varying skills . . . in patients with a
multitude of disease processes,
and in patients incorrectly diagnosed
or inadequately tested. . . .” Lord Lyt-
ton stated it well a century ago: “We
cannot apply to courses of political
action . . . methods . . . applicable to

. research; the object . . . [is] to
bring about good of a particular multi-
tude of human beings whose condi-
tion is extremely composite and whose
interests are rarely identical.”

The very existence of the FDA is a
thorny irritant to some. An agency
which can delay or block the market-
ing of a drug, cause warnings to be
put on labels or to be sent out to
doctors, or remove a profitable and
useful drug from the market, will of
necessity be resented by the drug in-
dustry and, on occasions, by members
of the medical profession. The police-
man is welcome when you’re being at-
tacked or robbed, but not when he’s
giving you a speeding ticket.

In addition, the FDA has made ene-
mies in the past by the ineptitude of
some of its procedures: by long delays
in answering the simplest of queries,
by peremptorily demanding volumi-
nous data from firms within a short
period of time and then postponing
action on such data for many months,
by assigning untalented and inexperi-
enced scientists or physicians to dis-
cuss matters with drug house experts
who felt “insulted” at the quality of
their interrogators and their questions.

At times the lack of insight into the
attitudes of investigators has been
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amazing. One highly placed FDA staff
member once stated: “It is difficult to
understand why any conscientious and
experienced clinical investigator would
object to supplying detailed reports of
his work.” Such a statement is ex-
plainable only by the numbing toler-
ance to paperwork that is developed
by those whose every working day is
occupied with the weary filing of
forms in quadruplicate.

Some of the discomfort and pained
surprise experienced by industry, gov-
ernment, and segments of the medical
profession arises from a fundamental
lack of appreciation of the guiding
principles of the academic scientist.
One hears complaints from the drug
industry, for example, about “lack of
moderation,”  “ingratitude,”  “faulty
perspective,” and “partiality.” (As to
the latter, one might recall Charles P.
Curtis’s remark that “impartiality is
nothing more than a vacancy of mind.
In its purest state, it is either ignorance
or idiocy.”)

It might help if the industry remem-
bered that a university scientist can
get highly incensed over one bad ad,
no matter how many other, unobjec-
tionable ads he encounters and ac-
cepts as a matter of course. He can
take a drug house grant or fellowship
with one hand, while the other hand
is busily clubbing the drug house about
a shoddy product. He is concerned
with what he considers principle and
with the eradication of what he per-
ceives to be error. He often looks upon
himself as the keeper of the flame. It
is unwise to expect him to be a com-
promiser or a diplomat, as his col-
leagues, dean, or university president
know all too well.

The academician, then, is likely to
be a scientific boat-rocker. It is des-
perately important that these qualities
be nurtured. As Bronowski has put it,
“No society is strong which does not
acknowledge the protesting man.” Or,
if you prefer an economist: “Always,
therefore, if we are to retain an in-
ternal social vitality there must be men
and women who are prepared to ex-
press their discontent, vent their feel-
ings, and exercise their moral responsi-
bilities in whatever way they consider
best. The health of our society can
be assessed by the tolerance that is
accorded to such people” (V. L. Al-
len).

The recent struggle over the banning
of some antibiotic mixtures is a case
in point. An extraordinarily distin-
guished and experienced panel of sci-
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entists recommended to the FDA that
oral “cold remedies” which combined
antibiotics with analgesics, antihista-
mines, decongestants, and caffeine be
removed from the market.

The uproar that followed was in-
tense, but predictable. The drug indus-
try resented the move because it would
have eliminated a lucrative market.
Many physicians objected because they
thought the mixtures useful.

Most academic scientists, on the
other hand, regard the preparations as
irrational and of little value. Further-
more, it is almost certain that the “ex-
perts” do not subscribe to the AMA’s
democratic notion that “only the med-
ical profession, after widespread usage,
can determine the true effectiveness of
a drug.” Scientific truth is not arrived
at by majority vote. There is too much
evidence that the medical profession,
like the rest of us, can be misled by
“practical experience” to encourage the
testing of truth by referendum. Our
“experience” tells us that the earth is
flat, and that we are not spinning
around in space, but neither of these
happens to be true.

Some Discontents

It would seem highly desirable to
define our discontents and to discuss
them. What is the nature and extent
of academic dissatisfaction with indus-
try and government, and vice versa?
What are the problems of the physi-
cian in regard to drugs? Are these
problems different for the profession
at large than for the 27,000 subscribers
to The Medical Letter? (There is little
doubt in my own mind that these sub-
scribers are highly atypical). What are
the sources of discontent within the
drug houses themselves? What attracts
some scientists to industry and dis-
courages others? Why do pharmaceuti-
cal employees move from firm to firm
or leave industry altogether? (One
medical department left almost in foto
recently when a new administrator
arrived who told his staff that they
should “encourage - positive reports”
from investigators). What special in-
sights into the problems of industry
can be gained from scientists who
serve as consultants to drug firms?
What faults do the employees of one
firm see in other firms? What advan-
tages over their own?

What would a dispassionate analysis
tell us today of the impact of the
Kefauver—Harris legislation of 19627

Have drug prices been altered? Is the
small drug house better or worse off
than before? Are drug ads better? Has
quality control improved? Are pa-
tients better protected? Is the investi-
gator better off, or worse? Is the FDA
meeting its new responsibilities?

Many of these problems are of fun-
damental importance. To discuss them
intelligently, however, we need facts
and not opinions. Some group that is
beyond criticism—perhaps the Nation-
al Academy of Sciences—would earn
the gratitude of all reasonable men by
supplying the public with reliable in-
formation. Such data will not come
from the narrow approach of any in-
dividual academic, the Pharmaceutical
Manufacturer’s Association, the AMA,
or the FDA. The utterances of these
persons or groups are too often loaded
with self interest to provide proper
perspective. In addition, their pro-
nouncements are often either issued
for purposes of attack or in- defense
against someone else’s attack on them.

In addition to the collection of data,
there must be freer communication.
We need more frank discussion be-
tween people in industry, government,
and universities, and less solipsistic
grumbling and intratribal character as-
sassination. I am certain that many of
our problems have arisen from ig-
norance of the other man’s problems
and point of view.

The quality of pharmaceutical re-
search should be improved. This sug-
gestion is made less in criticism of the
drug industry than of non-industrial
scientists. Improvement requires the
collaboration of both groups. To begin
with, more academicians should rid
themselves of the notion that they can-
not contribute to the development of
new drugs. The history of therapeutic
advances is in good measure a tribute
to non-industrial efforts. An anaylsis
of new drugs in 1963 by a pharma-
ceutical consultant indicated that 43
percent of significant new medicines
came from non-profit organizations.
(Foreign researchers working outside
of industry outproduced their Ameri-
can counterparts by better than 2 to 1.)

The great value of such collabora-
tion comes from the fact that these
two kinds of talents complement each
other so well. There are resources in
the non-industrial world not available
to industry, and vice versa. Why not
pool talents more often?

A second important development
would be closer collaboration between
the laboratory worker and the clinical
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investigator, and also between gov-
ernmental “policemen” on the one
hand and industry and the universities
on the other. Rarely do the laboratory
people responsible for suggesting a new
drug for clinical trial actually see the
problems involved in its evaluation.
Rarely does an FDA official see the
“bench” experience of either the indus-
trial scientist or university researcher.
The reverse of these statements is equal-
ly true.

A third approach that could improve
drug development is a cooperative at-
tempt to sharpen the requirements for
the study of new drugs. Ideally, no
drug should ever be offered to an in-
vestigator for study until its sponsor
has justified its trial by explaining why
the drug is expected to have the clini-
cal effects it claims, and why such a
drug would be wanted if it turned out
to have these effects. What unmet need
would it fulfill? In what way might
the drug fill a gap in the doctor’s drug
arsenal? If sponsors of new drugs
faced up to these problems and in-
vestigators adhered to the principles
implied, there would be a minimum
of “me-too-ism” and unjustifiable pa-
tient risk.

Clinical Pharmacology Improved

Clinical pharmacology can be dra-
matically improved by the expenditure
of a relatively small amount of money.
Although a few individual far-sighted
firms have generously supported, on a
no-strings-attached basis, the formation
of clinical pharmacology divisions in
specific schools or hospitals, the vol-
ume of such support has been pitifully
small. The National Institutes of
Health (NIH) have supported a few
training programs in this area. The
Pharmaceutical Manufacturers Associ-
ation (PMA) at one time granted a
few fellowships in clinical pharmacol-
ogy. But the total effort is far from
adequate.

Nor is the problem entirely one of
financing. The favorable atmosphere
needed for the development of pro-
grams in clinical pharmacology and
clinical toxicology does not exist in
the majority of medical centers. Pro-
fessors of pharmacology and of clini-
cal departments have not all seen the
light. In many instances there is ig-
norance of what such a unit can con-
tribute. Even today, when the crea-
tion of committees for passing on new
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drug research in the clinic is encour-
aged by the new FDA regulations, and
when local committees for reporting
toxicity may soon be required for hos-
pital accreditation, there is still apathy
in many quarters.

There is needed, therefore, an ap-
preciation of this new discipline. If
private sources cannot support in full
the operations of clinical pharmacol-
ogy units—and I for one am pessimis-
tic about such support—federal funds
will be required. If the medical schools
and university hospitals do not come
to the NIH for support, the NIH
should seek to encourage applications
in the field. The seeds must be planted
now. Each medical school should have
a clinical pharmacology group by
1970. Without a more formal concern
for research on, and teaching of, thera-
peutic and toxic effects of drugs, medi-
cal education will suffer. In turn, the
sick suffer and are deprived of the
medical care which they deserve.

Congress has demonstrated in the
past its wisdom in stimulating scien-
tists to move in desired directions.
Earmarking funds for scientific sup-
port has its dangers, but there are
times when the greater danger is to
leave the ennui of universities and sci-
entists undisturbed. I believe that if
the problems are properly appreciated
by both Congress and the schools
there will be no problem in agreeing
on methods.

Funds are needed to start depart-
ments or divisions of clinical pharma-
cology, to support a nucleus of perma-
nent or semipermanent physicians and
pharmacologists in such groups, to pay
for the salaries of a technical staff,
and to defray research costs. Because
of the unique quality of such units
and the manpower shortage in the
field, a certain amount of money will
have to be awarded on the basis of
future potential rather than demon-
strated performance. Applications that
are sketchy and vague may have to be
approved in order to launch programs.
Young clinical pharmacologists mov-
ing to new institutions will need sup-
port despite less than ideal circum-
stances. In short, gambles will need
to be taken.

For some years now the FDA has
been under recurrent scrutiny. Some
recommendations of past investigating
committees have been heeded in the
Drug Industry Act of 1962. Other sug-
gestions have not been followed. It is
difficult to know how to proceed now.

The Bureau of Medicine has a new
director, and his comments to date
have been reassuring. Perhaps he
should be given time to set his shop
in order without sniping from critics.
After a reasonable period of time, it
would be helpful if a new non-HEW
committee were to inquire from the
director and his staff what their needs
were, and what further reorganization
is required. To outsiders, there still
seems a lack of close liaison within
the FDA. It is still thought by some
that there is not adequate collabora-
tion between the FDA pharmacologists
and its medical people, for example.

In the meantime, it is to be hoped
that the FDA will call increasingly on
the academic community for help, for
sharing in decisions and in responsi-
bility. There is a large untapped reser-
voir of friendly academic talent. For
example, I suspect that in regard to
problems of drug advertising and toxic-
ity reporting, the FDA would find
strong allies in the medical school fac-
ulties.

Most academicians with whom I
speak believe firmly in the principle
espoused by the government that indi-
cations and contraindications for a
drug should be presented in fair bal-
ance in advertising, and our medical
students agree. In regard to the re-
porting of drug toxicity, most of my
colleagues would back the request that
“any deaths associated with the use of
a drug, whether or not it is attributable
to the drug,” be reported to the FDA.
Many of us have had experiences
which suggest that it is unwise to re-
quire the reporting only of cases where
the firm involved considers that “there
was adequate reason to believe that
use of the drug may have contributed
to the cause of death.” I have no
objection to an opinion to this effect
from the firm, but reported deaths
should not be buried in a firm’s files
because someone there doesn’t agree
with the suggestion by a physician that
the drug may have been implicated.

Another example of talent which
could be used by the FDA resides in
the pharmacy departments of drug
houses and in schools of pharmacy.
There is now a growing body of knowl-
edge indicating that too little attention
has been paid in the past to the
physicochemical aspects of pharmaceu-
tical formulation. Obviously old-fash-
ioned ideas about “disintegration-time”
are no longer adequate, and USP and
FDA specifications for drugs may re-
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quire considerable revision. In this, as
in other matters, there is much to be
gained in the long run by all of us if
the FDA operates at the highest pos-
sible level of intellectual and technical
competence.

The PMA would do the drug in-
dustry a great service if it could di-
minish the number of objectionable
ads run by its member firms. Much
valuable information along these lines
is already available, if member firms
were willing to share at least a fraction
of their hard-earned knowledge with
each other. At the very least, it would
help if continuing attempts were made
to scrutinize drug ads to find those
that irritate the physician-consumer. It
would be educational to have these
criticized ads made available to all
firms, plus rebuttal commentaries by
the ad men responsible. In the other
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direction, why not give awards for ex-
cellence in drug ads? It is done al-
ready for other kinds of advertising—
why not for medical ads?

It should also be remembered that
one firm’s or agency’s objectionable
ads are likely to reflect—unfairly—on
all firms and agencies.

It is tragic that education in phar-
macology is declining at a time when
it is most needed. In an era of thera-
peutic explosiveness, one finds medical
schools wondering whether pharmacol-
ogy should exist as a separate disci-
pline. The formal teaching of thera-
peutics to students is either considered
an impossibility or explained away by
the statement that “it is taken care of
by each individual clinical depart-
ment.” The education of physicians in
practice is left pretty much to the drug
houses, the medical journals (including

The Medical Letter), and a few medi-
cal meetings each year. How many
medical schools are doing a good job
of keeping the doctors in their com-
munities up-to-date on drug therapy?

We must face the fact that the prac-
tice of medicine is getting more, not
less, difficult because of the many
powerful drugs put into our hands.
There is an urgency to the situation
which is not being heeded. Meanwhile
the ill suffer daily from errors of omis-~
sion and commission.

Our society’s handling of the prob-
lems created by the pharmacological
revolution of the last quarter century
leaves much to be desired. Equitable
solutions are not likely to be evolved
without the - full cooperation of
the medical profession, the medical
schools, . the drug industry, and the
government.
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