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TO THE READER

Industry and Government Coopera
tion.— Vincent A . Kleinfeld of Kleinfeld 
and K aplan, W ash ington , D. C. a t
torneys, whose article begins on page 
444, is the author of several other articles 
published in the J o u r n a l  which explore 
the m ajor differences betw een and em 
phasize the com m on goals of the Food 
and Drug Administration and the drug 
industry. Mr. Kleinfeld, a form er a t
torney w ith the U nited  S tates D ep art
m ent of Justice, reveals the difficulties 
peculiar to the role of counsel in litiga
tions w herein industry  challenges FD A  
rulings.

1968 Joint M eeting of the Food and 
Drug Committee of the Administra
tive Law Section and the Division of 
Food, Drug and Cosmetic Law of the 
Corporation, Banking and Business 
Law Section of the A. B. A.—T hree of 
the papers presented  at the m eeting 
are published in this issue of the J ou r
n a l . A dditional papers read at this 
91st annual m eeting  of the A m erican 
B ar A ssociation, w hich was held in 
Philadelphia on A ugust 7, 1968, will 
appear in a la ter issue.

“Survey of C urrent Legal Problem s 
in the D rug Area,” the article by Rodney 
R. Munsey which begins on page 449, 
exam ines the legal problem s tha t are 
currently prominent between the pharm a
ceutical industry  and the FD A . T he 
au th o r discusses the controversial a s 
pects of the issues involved, com m ent
ing on drug manufacturing, prescription

drug advertising, and related drug regu
lation cases. Mr. M unsey is associated 
with the Pharmaceutical Manufacturers 
Association as Assistant General Counsel.

W alter E. Bycrley drscusses “Some 
Common and Uncommon Hearing P ro 
cedures Under the Federal Food, Drug 
and Cosmetic Act" in the article begin
ning on page 457. He reviews the hear
ing procedures governed by various 
sections of the Federal Food, D rug 
and Cosm etic Act. A fter outlin ing the 
circum stances under which hearings 
generally arise, com m only covered by 
Section 701(e), he presents a m ore 
careful analysis of less com m on p ro 
cedures, u rg ing  his colleagues “to be
come familiar with the procedural oddi
ties of each . . .  so th a t substantive 
righ ts will not be sacrificed to p ro 
cedural ignorance.”

Joel E. Hoffman, a W ashington, D. C. 
a tto rney  with the firm of W ald, H ark - 
rader & Rockefeller, offers “Some Sug
gestions for Improvements in the Hearing 
and Rulemaking Procedures of the Food 
and D rug  A dm inistra tion ,” beginning 
on page 465. Mr. H offm an urges the 
need for equitable rules applicable to 
F D A  hearings to perm it p rehearing 
discovery (know ledge of w itnesses and 
evidence, and even of potentially  rele
van t m aterial not to be in troduced in 
evidence) and compulsory process (the 
righ t of subpoena pow er to compel 
w itnesses to testify).
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Industry and Government 
Cooperation—

A Two-way Street
By VINCENT A. KLEINFELD

This Article W as Presented at a Meeting of the Drug and Allied 
Products Guild at Tamiment, Pennsylvania on June 5, 1968.
Mr. Kleinfeld Is a Member of the District of Columbia Bar.

W E A RE A LL AW ARE of the vast increase, during the last 
two or three decades, in the number of new drugs which have 
saved many thousands of lives and cured or relieved conditions which, 

in the past, had to be permitted merely to run their course. In almost 
every instance, however, there are side effects, and these, of course, 
must be weighed against the good which a drug is supposed to 
accomplish. I cannot quarrel with the concept that there should not 
be undue risks, particularly where the condition involved is not a 
serious one or where equally effective drugs, with definitely fewer 
side effects, are already available.

The drug industry has a right to be proud of what it has con
tributed to the welfare and well being of the American public. Of 
course it has made mistakes, and so has the government, but since 
the drug area is of such vital importance, the government must be 
in the position of being the arbiter with regard to the safety and 
efficacy of a new drug. Certainly every precaution must be taken to 
avoid an elixir sulfanilamide or thalidomide tragedy.

Reasonable Standards Essential
Undoubtedly the drug industry is aware of this. There is no 

question in my mind but that, at least as of 1968, the drug industry
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would have no desire, even if it were possible, to do away with 
reasonable regulation. Industry has definitely accepted the concept 
that the consumer must be protected when it comes to the drugs 
which he takes. In addition, industry realizes that the consumer will 
be more likely to purchase and use drugs if he is confident of their 
safety and efficacy.

I have used the words “reasonable regulation.” This should be 
important to any governmental agency which wishes to do an effec
tive job. This is because a law on the books is one thing; the manner 
in which it is administered, enforced, and complied with is quite 
another thing. If a statute is so administered, or if the congressional 
intent is so distorted, that unnecessary and burdensome restrictions 
come into being, the result is inevitable. The reaction of any affected 
industry, in such a situation, is one of hostility and an increasing 
tendency to find some way to circumvent these restrictions. I believe 
that comprehensive legislation in the drug area is essential to this 
age and that the legislation should be forcefully and diligently ad
ministered. But I am also of the view that there is no necessity for 
indulging in unreasonable restrictions or in the issuance of regula
tions which go far beyond what Congress had contemplated. I have 
never felt that any end, no m atter how good it may be, justifies any 
means, or that, in a democratic system, regulations should be issued 
predicated on the personal predilections of some official or officials.

It took 100 deaths, caused by an untested sulfanilamide product, 
to cause Congress to insert a new drug provision in the Federal Food, 
Drug, and Cosmetic Act in 1938. It is difficult to comprehend now 
w hat a far-reaching step that appeared to be thirty  years ago. The 
thought that a drug product had to pass the scrutiny of a government 
agency before it was put on the market seemed to constitute a tre
mendous inroad upon private enterprise. T hat is probably why the 
new drug provision was sugar-coated by having it provide for the 
“making effective” of a new drug application rather than its “ap
proval.” The requirement that the safety of a new drug had to be 
demonstrated to the satisfaction of the Food and D rug Adm inistra
tion before it was marketed was, of course, a progressive rather than 
retrogressive step, but it would have been opposed violently, and 
probably would not have been enacted, if it had not been for the elixir 
sulfanilamide incident. The interesting thing is that as far as the 
drug industry as a whole is concerned, profits have certainly in
creased rather than diminished. I t would be a most unusual industry
INDUSTRY AND GOVERNMENT COOPERATION PAGE 4 4 5



representative who would advocate the m arketing of new drugs w ith
out prior governmental sanction or, at least, without the sanction of 
some highly qualified and reputable scientific body.

The reaction to the passage of the Drug Amendments of 1962 
was similar in many respects to that which occurred after the enact
ment of the 1938 Act. Many in industry threw up their hands in 
horror at what they believed to be unnecessary and costly restric
tions. The trouble is that some of these complaints were justified in 
both instances. This is because of what appears to be inherent in 
the nature of a government agency—the insistence upon the promul
gation of regulations which amount to new legislation, inevitably 
resulting in continued confusion and inordinate delays. I believe, 
however, that the delays are not as prolonged now as they were a 
couple of years ago, and that a minor miracle may be occurring in 
that some officials may be saying “yes” instead of “no” in some in
stances and may even be taking the position that some drug which 
one wishes to market is not a new drug. In addition, and this would 
appear to be of some minor importance, my guess is that the balance 
sheets of many companies have not suffered appreciably. This may 
be despite the government, but prayerfully. I feel otherwise.

A Common Goal
I have always indulged in the fond belief that, as in industry, 

there are many dedicated and reasonable people in the government 
who possess that rare talent, intellectual integrity. I cannot believe 
that all government people are zealously endeavoring to emasculate 
all those in industry, or that every official in industry seeks to put 
untested, useless, and possibly dangerous drugs on the market.

Part of this is due to the fact that what the government and in
dustry are attem pting to do is not necessarily dissimilar in purpose. 
There are plenty of reasonable persons in the government who will 
not keep a drug off the m arket merely because some newspaper writer 
or congressional committee, by a process of hindsight after unfore
seen side effects have occurred, will criticize the official or officials 
who approved the new drug application. These governmental offi
cials will not say “no” because a drug which is not marketed cannot 
cause side effects, and therefore the officials will never be subjected 
to criticism. I will even say, with some temerity, that not every gov
ernment official feels that “profits” is a nasty word.
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Thus, I believe that there is and m ust be industry and govern
ment cooperation. This helps both and, more important, redounds to 
the benefit of the consuming public. But this cooperation must be a 
two-way street. The proper approach is one of mutual respect and 
understanding of the other’s problems. I cannot go along with the 
occasional doctrinaire government official who (1) believes that every 
member of the drug industry is a scoundrel, and (2) seeks to impose 
more and more controls, legally or extra-legally, and by means 
which are sometimes suspect, because of the power which these strait- 
jacket controls will give him.

On the other hand, the drug industry should not indulge (and in 
my opinion only a few have so indulged) in the misleading and ex
aggerated promotion of drugs. These products are too vital to permit 
competitive games and hyperbole. Those who do wish to go as close 
to the legal line as possible must expect to be forcefully told by the 
government, occasionally, that they have stepped over that often 
tenuous line and must pay the piper. Recently, a member of the 
Federal Trade Commission adverted to a statem ent by the late Mr. 
Justice B randeis:

Now, I do not believe . . . th a t the difficulty for the businessm an is nearly  
as g rea t as he im agines it to be. * * * If  you ask me how  near you can w alk to  
the edge of a precipice w ithout going over, I can’t  tell you, for you m ay w alk on 
the edge, and all of a sudden you m ay step on a sm ooth stone, or strike against 
a  little bit of a roo t sticking out, and you m ay go over th a t precipice. B ut if you 
ask me, how near you can go to th a t precipice and still be safe, I can tell you, and 
I can guaran tee th a t w hatever m ishap com es to you, you will not fall over tha t 
precipice. * * * You m ust not expect th a t you can go to the verge of [the] law 
w ith out runn in g  any risks. W hy  should you? You do not in any other relation 
of life th a t I know of.
This is something to be well borne in mind by industry.

The Herculean Task
W hat is a member of industry to do, however, when it appears 

clear to him and to his attorney that the government is taking a posi
tion which is not based upon law? This is indeed a difficult situation 
when the area involved is that of foods and drugs. W hen he is not 
dealing with these commodities, the lawyer’s role is reasonably clear. 
W hat he must do is deliberate and then furnish an opinion to his 
client based on the statute and pertinent cases. This may take con
siderable time, but the attorney can inform his client whether the 
client may or may not do what he wishes to do. But the task of the
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unfortunate food and drug lawyer, chastened and somewhat befud
dled by positions which have been taken in the past by the FDA and 
frequently accepted by the courts, is a different and much more dif
ficult one. The food and drug specialist must do everything which 
the specialist in other areas of law must perform. But he must neces
sarily do something else, and this is where his alleged expertise comes 
into play. He must say to himself that he is now required to come 
to the more difficult and ubiquitous question. Regardless of the 
legal conclusion he may have come to, he must now turn to another 
problem. This is with regard to the position the FDA may take, bot
tomed on what the agency believes will afford the consumer greater 
protection (and the government greater power). And will the courts 
sustain the government because of the tremendous yearning of most 
judges to accept virtually any position which the FDA takes, regard
less of the law? In addition, there is the high cost of litigation and 
the damaging and adverse publicity which frequently ensues at the 
institution of a law suit in the food and drug field.

To repeat, therefore, what should a drug company do when his 
lawyer has come to the firm conclusion that his client is right and 
the FDA is wrong? He can decide, of course, as so many do. not to mar
ket his product or make the claim in question. His only alternative, 
although it is by no means a perfect one, is to litigate. Now, litigating 
with the FDA reminds me of one of the exploits of Hercules. Antaeus, 
a giant and a mighty wrestler was invincible as long as he could touch 
the earth. If thrown to the ground, he sprang up with renewed 
vigor. If the FDA, by some miracle, loses an im portant case, it can 
go all the way to the Supreme Court and can always turn to Con
gress if all the courts hold against it. Hercules solved his problem by 
lifting Antaeus into the air and strangling him. But even though 
many may wish to do this with the FDA, it is a somewhat difficult 
undertaking. Nevertheless, somewhere along the line, a member of 
industry may wish to stand upright and say that “I am right and I am 
willing to face the consequences (which in many instances may not 
occur) of a seizure action or even of a Draconic prosecution.” There 
are cases where a brave manufacturer has done this and has prevailed 
in the courts. If m anufacturers never follow this course of conduct, 
under any circumstances, the inevitable tendency on the part of some 
government officials will be to take unwarranted and extra-legal 
positions which never even occurred to the Congress which passed 
the law. [The End]
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Survey of Current Legal Problems 
in the Drug Area

By RODNEY R. MUNSEY
The Following Article W as Presented at the 
Joint Meeting of the Food and Drug Commit
tee of the Administrative Law Section, and 
the Food, Drug and Cosmetic Law Division 
of the Corporation, Banking and Business 
Law Section, American Bar Association, 
held in Philadelphia on August 7, 1968. Mr.
Munsey Is Assistant General Counsel of the 
Pharmaceutical Manufacturers Association.
The Succeeding Articles in This Issue 
Were Presented at the Same Meeting.

I S U P P O S E  IT  W O U L D  B E  M O ST  S U R P R IS IN G  IF  A N Y  
S U R V E Y  of cu rren t d rug  industry  legal problem s d idn’t begin 

w ith  at least a cursory  trea tm en t of some of the legal issues in
volved in Pharm aceutical M anufactu rers A ssociation 's (PM A ) recent 
subm ission to  the D ep artm ent of H ealth , E ducation  and W elfare 's  
H earin g  Clerk on the advertising regulations. T he Food and D ru g  
A dm inistra tion  (F D A ) proposed broad changes in :ts regu la tions 
govern ing  adv ertis in g  and labeling  in May of 19671 and published 
final orders re la ting  to  advertising  only on June 27 of th is  year.2 
T he usual 30-day tim e period was allow ed for the filing of objec
tions and requests for public hearing. W e filed our objections and 
requested  a hearing on Ju ly  26.

T he basic s ta tu to ry  requirem ent re la ting  to prescrip tion  d rug  
advertisem ents is brief. I t reads “A d rug  . . . shall be deem ed to  be 
m isbranded in the  case of any prescrip tion  drug  . . . unless the m anu
facturer . . . includes in all advertisements and other descriptive printed 
m atte r . . .  a true  sta tem en t of . . . such . . . inform ation in brief sum 

1 32 Fed. Reg. 7533. a 33 Fed. Reg. 9393.
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m ary  re la ting  to  side effects, con traindications and effectiveness as 
shall be required  in regula tions . . ,”3

T he M ay 1967 proposals issued under th is provision seem ingly 
required  extensive in terw eav ing  th ro ug hou t journal ads of in fo rm a
tion  on possible adverse effects of a d rug  w ith inform ation on effec
tiveness. 34 so-called per se violations w ere listed in the  proposal. 
An ad in violation of any one of these, according to FDA officials, would 
autom atically  be in violation of Section 502(n) of the F ederal Food, 
D rug  and Cosm etic Act. T he proposal also contained a requ irem en t 
th a t a brief sum m ary of adverse inform ation, com parable in leng th  
and detail to  discussions of such inform ation in “full d isclosure” 
labeling appear in longer ads, and in ads conta in ing  dosage in fo rm a
tion. T he  proposal reasserted  F D A ’s position th a t section 502(n) gave 
it ju risd ic tion  over the entire ad and over ads for bu lk  drugs and 
prescrip tion  chem icals. Radio, television and telephone prom otions 
w ere classified as p rescrip tion  d rug  advertisem ents w ith in  the  cover
age of section 502(n). T he  concept of fair balance was re ta ined  
and expanded. T he proposal also categorized sound recordings and 
o ther audio m atte r as labeling, and categorically  included such 
item s as films ar.d le tte rs as labeling, apparen tly  w hether or not 
such item s “accom pany” a d rug  w ith in  the m eaning of the definition 
of labeling contained in section 201 (m ) of the Act.

After the proposals were issued, the FD A  and the PM A appointed 
w ork ing com m ittees to  s tu dy  the proposals and to  ascertain  w hether 
a m utually  acceptable set of regulations could be devised. T he com 
m ittees w orked hard  and considerable progress w as made.

T he final regu la tions w ere modified in several respects. In te r 
w eaving requirem ents w ere cut back and clarified. T he 34 per se 
violations w ere divided into 22 per ses and 12 may bes and w ere 
clarified a n d /o r  m ade m ore specific in m any respects. T he final 
o rder m ade it clear th a t in som e circum stances adverse inform ation 
could appear in a d istinct pa rt of an advertisem ent. T here  was some 
un certa in ty  as to  w hether so-called veterinary  prescription drugs 
w ere covered by the proposed regulations. T he final regulations are 
w orded so th a t they  would apply to these drugs.

A fter the  final regu la tions w ere issued, m eetings were held w ith 
m em ber com pany represen ta tives to  determ ine w hat PM A  action, if 
any, should be taken on them . A substan tia l m ajo rity  of our m em bers

3 Section 502(n), Federal Food, D rug  
and Cosm etic Act. 21 U SC  352(n).
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believed th a t the final regu la tions represen ted  a considerable im prove
m ent over the proposals bu t th a t com pliance w as still im practicable. 
A ccordingly, objections w ere filed and a public hearing  requested.

Legal Issues
I w ould like to p inpoin t som e of the  legal issues involved in 

the regulations. T he legislative h is to ry  of section 502(n) m akes it 
clear th a t the purpose of the section is to  regulate  advertisem ents to 
physicians. T hus, it is questionable w hether FD A  has the au tho rity  
to  regula te  ads for bulk-sale drugs or ads for p rescrip tion  chem icals. 
One of the  provisions of the final regu la tion  states, “E ach feature 
and them e of the advertisem ent th a t w ould be m isleading by reason 
of the om ission of appropria te  qualification or pertinen t inform ation 
shall include the app ropria te  qualification or pertinen t in form ation 
which m ay be concise. . . .” E ach feature and them e, view ed in 
isolation, m ust no t be m isleading. T here is a serious question as 
to w hether the s ta tu te  perm its a te s t based upon w hether a p a r
ticu lar sta tem en t, feature or them e of an ad. viewed in artificial 
isolation is m isleading. I t is im possible to  give a fully balanced pic
tu re  in any one sta tem en t. T here  are m any w ho m ain tain  th a t the 
proper test is w hether a particu lar sta tem en t, feature  or them e 
renders the brief sum m ary in form ation m isleading independently  of 
w hether a particu lar feature or them e w ould, by itself, be regarded 
as po ten tia lly  m isleading under th is  section by reason of om ission 
of app ropria te  on-the-spot qualification.

T he final order continues the requirem ent of a brief sum m ary 
com parable to  “ full d isclosure’’ discussion of adverse inform ation in 
certa in  ads. Since section 502(n) requires only a true  s ta tem en t in 
brief sum m ary of such inform ation, it is arguab le th a t as long as an 
ad contains such a true  brief sum m ary , there  is no au tho rity  to  go 
beyond th is and require additional inform ation. Several of the per se 
provisions in the  final order p roh ib it specific claims, s ta tem en ts  and 
represen ta tions unless such s ta tem en ts  are supported  by “substan tia l 
evidence or substan tia l clinical experience.” T he s ta tu te  is couched in 
term s of tru th . T hus, it can be argued th a t the regulations m ay only 
p roh ib it un true  sta tem en ts  in the sense th a t the sta tem en ts cannot 
be false or m isleading. T he regulations cannot im pose requirem ents 
on m anufactu rers th a t such sta tem en ts  be supported  by specified 
quantum  or type of evidence. Some of the  per se rules seem to p re
scribe conduct th a t w ould not in all cases render the ad un true  o r
SURVEY OF CURRENT LEGAL PROBLEM S PAGE 4 5 1



false or m isleading. Such rules m ay, therefore, be ob jectionable on 
the  ground th a t s ta tu to ry  au th o rity  has been exceeded. A t th is stage, 
of course, it is im possible to  predict the final outcom e of the industry - 
F D A  dispute on the  regulations.

Good Manufacturing Practice
T hose of you w ho were here th is m orn ing  are aw are of som e 

of the legal problem s created  by F D A ’s rule of sum m ary suspension 
of an tib io tic  certification procedures.4 5 Y ou will recall th a t one of 
the grounds for suspension is the failure of a m anufacturer to  adhere 
to  F D A ’s cu rren t good m anufac tu ring  practice regulations. T he D ru g  
A m endm ents of 1962 am ended section 502(a) (2) ( B ) ;) to  read “a 
d ru g  . .  . shall be deem ed to  be adu ltered  . . . if . . . the m ethods used in, 
or the facilities or controls used for, its m anufacture. . . .  do no t con
form  to  . .  . cu rren t good m anu fac tu ring  practice . . Thi s  provision 
does no t au thorize  the prom ulgation  of substan tive  regula tions se t
ting forth current good manufacturing practice. The original Kefauver 
proposed am endm ent had em pow ered the Food and D ru g  A dm in
istra tion  to  determ ine, sub jectively, w hat was good m anufacturing- 
practice and to  suspend the  entire  operation of a licensed m anufac
tu re r  if the stan dards w ere breached .6 W hile the revision to  the 
s ta tu te  was pending in 1961, consideration w as given to revising 
section 501(a) to  provide th a t a d rug  is adu ltera ted  if not m anu
factured  in accordance w ith  F D A  regulations prescrib ing good m anu
factu ring  p ractice.7 On A u gust 23, 1962, the  final Senate version of 
the  am endm ent to  section 501 was passed w ithou t any regulation- 
p rom ulgating  au th o rity .8 V arious am endm ents g iving F D A  the pow er 
to  regula te  m anufac tu ring  had been rejected . T he H ouse bill in
troduced  on M ay 23, 1962, by C ongressm an O ren H arris , had also 
con tained  a provision g iv ing F D A  regulation-m aking  au th o rity  in 
th is  area .9 T h is provision was also deleted. C om m enting on the final 
form  of the am endm ent, S enator K efauver noted th a t the provision 
for regula tions by the S ecretary  of H ealth , E ducation  and W elfare 
had been deleted.1" The FD A  did promulgate in terp retive  regu la
tions on m anu fac tu ring  practices, how ever, and by m aking violation 
of these in terpretive  regulations a g round  for sum m ary suspension

4 21 C F R  P a rt 146.
5 Section 50 1 (a )(2 )(B ), Federal Food. 

D rug and Cosmetic Act. 21 U SC 351 -
(a ) (2 ) (B ) .

“ S. 1552. April 12, 1961.
7 Cong. Rec. p. 14680, A ugust 4, 1962.
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K See Cong. Rec. pp. 16304, 16307, 
A ugust 21, 1962.

” See Cong. Rec. p. 19895, September 
22, 1962.

10 Cong. Rec. p. 22501, September 30, 
1962.
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of all an tib io tic  certification services, the  A gency has, in effect, in 
d irect con traven tion  of the will of Congress, a ttem p ted  to  give these 
regulations substan tive  effect.

W hile we are on the  sub ject of cu rren t good m anufac tu ring  
practices, ano th er F D A  deviation from  Congressional in ten t should 
be po in ted  out. Senator E astland , in describ ing the in ten t of the 
Jud ic iary  C om m ittee in fram ing  the  am endm ent to  be 501(a) sta ted , 
“ Since the  com petitive position of responsible m anufacturers depends 
. . .  on the confidence of the  m edical profession and the  public, it will 
be to  th e ir own in terest to  m ain ta in  high stan dards of cu rren t good 
m anufac tu ring  practice which will provide a readily determinable basis 
for enforcement proceedings against any substandard operator.”11 Con
gressman Schenck, in d iscussing the  purpose of the am endm ent 
stated , “ . . . T he purpose of th is provision is to enable the Secretary 
to require all com panies producing  drugs to  observe the  high 
standards that are now followed by  the b e tte r m anufactu rers.”12 N ot 
only w as F D A  not au thorized  to  prom ulgate substan tive  regu la
tions se ttin g  forth  good m anu fac tu ring  p ra c tic e s ; the A gency was 
not to  innovate new  stan dards or require the regula ted  com panies 
to com ply w ith  any standard  o ther than  th a t a lready followed by 
the  b e tte r com panies. F D A  has never followed th is m andate.

Interpretive v. Substantive Orders
Some of the problem s involving in terp re tive  versus substan tive  

regula tions w ere discussed th is m orning. T he in term ing ling  of sub
stan tiv e  and in terpretive  orders in the same regulation is becoming 
an increasing problem . A good exam ple was contained in the proposed 
d rug  fair packaging regu la tions.13 T he F a ir Packag ing  and L abeling  
A ct exem pts prescrip tion  drugs from  its application. Y et the A ugust 
1967 proposed regulations were a combination of substantive orders ap
plicable to over-the-counter (O T C ) drugs prom ulgated  pu rsu an t to  
the F a ir P ackag ing  and L abeling  A ct and in terpretive  regulations 
applicable to  p rescrip tion  drugs proposed pu rsu an t to  701 (a) of the 
Federal Food, Drug and Cosmetic Act. Interpretive regulations involv
ing O T C ’s issued under both the Fair Packaging and the Food and Drug 
s ta tu te  w ere th ro w n  in for good m easure. T he special d ietary  food 
supplem ent regu la tio ns14 cu rren tly  the sub ject of extensive hearings 
contain m any provisions w hich are in terpretive  only. T he th ird  
sentence of section 125.2(a) of the order is concerned w ith  F D A

11 Cong. Rec. p. 16304, A ugust 21, 13 32 Fed. Reg. 12060 ff.
1962. 14 31 Fed. Reg. 8521 ff, 31 FR  15730 ff.

12 See footnote 9.
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opinion as to  types of label sta tem en ts on special d ie tary  food su p 
plem ents w hich w ould be m isleading w ith in the m eaning of sections 
201 (n) and 402(a) of the F ederal Food, D rug  and Cosm etic Act. 
T here  is no substan tive  regulation  prom ulgating  au tho rity  for th is 
opinion. T he definition of “special d ie tary  use" in section 125.1(a) is 
likew ise an in terpretive  order and inappropriate  for hearing. I t 
is hornbook law  th a t an adm inistra tive  definition of a s ta tu to ry  term  
is m erely advisory to the courts, and th a t the au tho rity  to  determ ine 
th a t scope cannot be delegated to an adm in istra tive  agency. T he 6th 
C ircuit reaffirm ed th is principle last M arch in U S . v. Bacto-Unidisk ,15 
The advertising regulations likewise contain many interpretive provisions.16

S ubstan tive  regulations, e.g., regu lations issued p u rsu an t to  
section 701 (e) and requ iring  com pliance w ith  com m ent and hearing  
procedures spelled out in the section have the force of law. I t  has 
been held th a t a court m ay not, w hen a violation of such a regula tion  
is alleged, reconsider evidence on which the regulation  is based. 
In te rp re tiv e  regulations, on the o ther hand, issued pu rsu an t to 
section 701(a) consist of FD A  opinions of the m eanings of various 
sections of the Act, and opinions as to the im pact of those sections 
on particu lar fact situations. T hey  have advisory effect only. T h a t 
is, they  tell private parties w hat the F D A  position will be in an 
enforcem ent proceeding. B u t in th a t proceeding, the court m ust con
sider, on a full eviden tiary  show ing, w hether the particu lar conduct 
challenged by the  F D A  pu rsu an t to its announced enforcem ent policy 
is a violation of the Act. I t  should be noted th a t substan tive  reg
ulations no t only m ust be based on substan tia l evidence of record, 
bu t also are sub ject to  judicial review  in a U nited  S tates C ourt of 
A ppeals to  determ ine legal questions and w hether the order is in 
fact based on “substan tia l evidence.” No such review  is provided 
for interpretive regulations. Does F D A ’s in term ing ling  of the tw o 
types of regulations represen t efforts to  raise in terpretive  orders 
to  the level of substan tive  ones? W e have noted one exam ple of 
th is  kind of th in k in g  in the  pu rp orted  application of cu rren t good 
m anu fac tu ring  practice regula tions to  antibiotics.

A survey  of cu rren t legal problem s, of course, w ould not be 
com plete w ithou t no ting  P M A ’s pending case in the U. S. D istric t 
C ourt for the D istric t of D elaw are on the repo rting  regulations case.17 
In  th a t case, we have challenged F D A ’s au tho rity  to  require record

15 United States v. A n  Article of Drug 10 See footnote 2.
* * * * Bacto-Unidisk * * *, CCH  F ood 17 Abbott v. Cclcbrezcc, CA 2884, U. S.Drug Cosmetic Law Reports T 80,194, Dist. Ct., D. Del.
392 F. 2d 21 (CA -6 1968).
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keeping and periodic repo rting  for drugs w hich were once new drugs 
bu t which have become “old d rugs.” T hey  have become “old d ru g s” 
e ither because they  are now  generally  recognized as safe and effec
tive, and have been used to  a m aterial ex ten t and for a m aterial tim e 
or because they  had becom e generally  recognized as safe prio r to  
O ctober 10, 1962 and are cu rren tly  being m arketed  for the sam e 
conditions of use. T h a t case has been pending for som e tim e. O rig 
inally, it was delayed because m any of the procedural issues involved 
were the sam e as those involved in the  generic nam e case. M ore 
recently , fu rther proceedings in the  case have been held in abeyance 
pending  fu rth er reports  from  the N ational A cadem y of Sciences- 
N ational R esearch Council effectiveness review  team s on drugs clear
ing new  d rug  procedures prio r to  passage of the D ru g  A m endm ents 
of 1962. T he court is of the  view th a t factual determ ination  of effec
tiveness of som e of the drugs involved m igh t sim plify som e of the 
issues in the case. T here  has been one recen t developm ent re la ting  
to  th a t case. On M ay 28 of th is year, F D A  published in the Federal 
Register, as a proposed in terp re tive  regulation , a procedure under 
w hich the  A gency w ould form ally publish its opinion of exam ples 
of circum stances under w hich particu lar drugs, which w ere once 
new drugs, w ould becom e old d rugs.18 T he proposed order w ould 
require th a t the N ew  D rug  A pplication (N D A ) holder of a “no 
longer new  d ru g ” w ould still be required  to m ain tain  records and 
file som e of the reports  required  by the new drug  repo rting  reg 
u la tions.19 T he pendency of P M A ’s su it was apparen tly  ignored. 
If th is  proposed order is m ade effective, how ever, it should help in 
p inpo in ting  the  issues involved in th a t case.

Other Controversies
M any legal problem s are, of course, inheren t in F D A ’s im ple

m entation  of the N ational A cadem y of Sciences’ effectiveness review  
team s. T he A gency, of course, takes the position th a t all drugs th a t 
ever cleared new d rug  procedures prio r to  O ctober 10, 1962 and all 
drugs th a t w ere m arketed  prior to  th a t date w ithou t effective new 
d rug  applications 'because they  w ere substan tive ly  the sam e as cleared 
drugs which had becom e old drugs will be directly  affected by FD A  
orders revoking approved N D A ’s as a resu lt of the review  team s’ find
ings. I t  can be anticipated , I believe, th a t some m anufacturers will 
take the position th a t drugs w hich cleared N D A  procedures prio r to 
1962 but which had become old drugs by the time the D rug Amendments

18 33 Fed. Reg. 7758, 7762 ff. 1B 21 C F R  Sections 130.13 and 130.35.
SURVEY OF CURRENT LEGAL PROBLEM S PAGE 4 5 5

\



of 1962 becam e law, cannot be affected by the review. O thers will 
take the position th a t regardless of any possible applicability  of N D A  
revocation proceedings to  drugs once clearing N D A  procedure, such 
revocation cannot affect drugs w hich w ere never the specific sub ject 
of N D A ’s.

T here  is one ou tstan d ing  “leg al” problem  th a t has existed for 
som e tim e th a t indirectly  affects dom estic d rug  m anufactu rers and 
d irectly  affects the public. Section 510( i ) of the  A ct directs the Food 
and D ru g  A dm inistra tion  to issue regula tions perm ittin g  foreign d rug  
m anufactu rers to  reg ister w ith  the Food and D rug  A dm inistra tion . 
A ny regulations issued w ould include provisions m aking the reg is
tra tio n  conditional upon the existence of adequate and effective m eans 
for de term in ing  w hether drugs m anufactured  by  the reg is tran t should 
be denied adm ission in to the  country . Section 801(d) provides th a t 
sam ples of all drugs shipped in to th is cou n try  by foreign firms no t 
so reg istered  w ould then  be required  to be subm itted  to  F D A  for 
inspection. F o r reasons best know n to F D A . such regulations have 
never been prom ulgated . C onsequently, the only protection to  the 
A m erican public from  any im properly m anufactured  “old d ru g s” in 
foreign countries is the  spo t sam pling procedure utilized by F D A  on 
im ports. I t  w ould seem  th a t the  public deserves b e tte r  protection.

Summary
I have only covered the  h igh ligh ts of som e of the existing  legal 

problem s betw een F D A  and the  pharm aceutical industry . I th ink  
enough has been covered, however, to  indicate th a t we are in no dan
ger of becom ing additions to  the  3°/e unem ployed in th is country .

[The End]

NEW NATIONAL MICROBIOLOGICAL TESTING 
CENTER IN OPERATION

Frozen pies ar.d cooked shrim p will be the first products tested for 
possible contam ination by harm ful bacteria at the Food and D rug 
A d m inistra tion’s newly designated N ational M icrobiological T esting  
Center. T he Center, located in the M inneapolis d istric t laboratory, 
will allow the F D A  to analyze a  broader range of products than can 
be analyzed at any of its 17 d istric t laboratories. P repared  or dried 
foods, im ported ar.d dom estic cheeses, and a variety  of skin p repara
tions supplied to hospitals for both medical and cosm etic use will be 
am ong the o ther products tested  for Salm onella and other bacterial 
contam inants during the four-m onth  pilot program  that began Sep
tem ber 15, 1968.
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Some Common and Uncommon 
Hearing Procedures 
Under the Federal 

Food, Drug and Cosmetic Act
By WALTER E. BYERLEY

Mr. Byerley Is a Member of the Washington D. C. Law Firm of Markel & Hill.

AL L  O F  Y O U  W H O  A R E  L A W Y E R S  for one c r  m ore of th e  
industries regulated by the Food and Drug A dm inistra tion  (F D A ) 

run  the risk of, sooner or la ter, g e ttin g  involved in one of th e ir 
hearings. I t  m akes no difference w hether your client is involved 
w ith  New D rugs, food additives, or standardized foods — sooner or 
later, you are go ing to  find yourself enm eshed in w hat is term ed, at 
least in polite society, “T he A dm inistra tive  P rocess." And, u lti
m ately, th is process will g rind  you and your client into a hearing. I t 
is m y purpose today  to try  to  describe for you w hat happens then.

In  general, FD A  hearings arise under one of the follow ing sets 
of c ircu m stan ces:

1. T here  is a proposal to list a d rug  as one hav ing a po ten tial for 
abuse, under Section 201 (v) ;

2. T here is a proposal to standardize a food, under Section 40 1 ;
3. T here is a proposal to  require certa in  in form ation to appear 

on the  label of a special d ie tary  food, under Section 403 (j) ;
4. T here  is a necessity  for the  issuance of em ergency perm its, 

under Section 404(a) ;
5. T here  is a proposal to  estab lish to lerances for poisonous ingre

dients in food, under Section 406;
6. T here  is a proposal to  estab lish  to lerances for pesticide chem i

cals on a raw  agricu ltu ra l com m odity, under Section 408(a) ;
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7. T here is a petition  to issue a regula tion  estab lish ing  the safe 
usage of food additives, under Section 409;

8. T here  is a proposal to  estab lish  tests  and m ethods of assay for 
drugs described in official com pendia, under Section 501(b) ;

9. T here  is a proposal to designate a d rug  as habit-form ing, under 
Section 502(d) ;

10. T here  is a proposal to  estab lish packaging regulations for 
d rugs liable to  deterioration , under Section 502(h) ;

11. T here  is a proposal to  estab lish requirem ents for p rescrip tion  
d ru g  advertisem ents, under Section 502(n) ;

12. A New D rug  applicant avails him self of the opportun ity  for a 
hearing, under Section 505 ;

13. T here is a proposal to  estab lish regula tions providing for the 
certification of in sulin-con tain ing drugs, under Section 506;

14. T here  is a proposal to  estab lish  regula tions prov id ing for 
certification of antib iotics, under Section 507;

15. T here  is a proposal to  provide for the listing  and certification 
of a color additive, under Section 706;

16. T here  is a proposal to  estab lish F a ir P ackag ing  and L abeling  
requirem ents, under Section 4 of the F a ir P ackag ing  and Labeling- 
A ct ; or

17. T here is a proposal to  designate a substance as a hazardous 
substance, under Section 3 of the  F ederal H azardous Substances Act.

In nearly  all of these situations, the hearing  procedures are 
governed by Section 701(e) of the Federal Food, Drug and Cosmetic Act. 
T he exceptions are those regula tions issued under Sections 408, 409, 
505 and 507. I assum e th a t m ost of you are fairly fam iliar w ith  the 
procedures under Section 701(e) of the A ct, so I will only briefly 
review  these procedures, and devote the m ajo rity  of m y tim e to  dis
cussion of the procedures under these o ther sections, w hich are less 
w ell-know n.

I. Procedures In a 701 (e) Hearing
T he procedures to  be followed in a Section 701(e) hearing  are 

spelled ou t in some detail in th a t section itself. T hese procedures are 
fu rth er detailed in the Code of Federal R egulations, 21 C F R  2.48 
th ro ug h  2.104.

Section 701(e) itself provides for the g iving of notice of the 
hearing, the scope of the  hearing, who m ay be heard and the  effect 
of the hearing. T he regulations, in the  m ain, outline the procedural 
guidelines for fulfilling the law ’s requirem ents.
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I will not go in to the provisions of each section of the regulations. 
I will, how ever, touch upon som e of the  salient points w hich you will 
need to know  if you are go ing in to one of these hearings.

T he first step , of course, is g e ttin g  the  C om m issioner to  g ran t you 
a hearing. T his is no t sim ply a m atte r of ob jecting  to  the Com m is
sioner’s order and dem anding a hearing. T he law  requires th a t you 
m u s t:

1. Show  th a t you have standing to  o b je c t; th a t is, th a t you will be 
adversely  affected by the  o rder;

2. Specify w ith  particularity the  provisions of the order w hich you 
find ob jectionable;

3. S ta te  the grounds for finding those provisions ob jectionable;
4. R equest a hearing.
A ssum ing th a t you, or som eone, has sta ted  sufficient grounds for 

a hearing, a notice to  th a t effect will appear in the F ederal R egister. 
This notice may also delineate the issues to be resolved by the hearing. 
S im ultaneously, or la ter, there  will be a notice designating  a hearin g  
exam iner for the hearing  and se ttin g  dates for the  hearing  and pre- 
hearing  conference.

A fter the  p re-hearing  conference, or conferences, are out of th e  
way, the  hearing  itself begins. T he hearing  is usually  conducted in a 
m anner m uch like a trial, w ith  the  hearing  exam iner s ittin g  as judge. 
T here  are these im p ortan t differences.

1. T here  is no subpoena pow er available.
2. T he exam ination of w itnesses, bo th  direct and cross, is directed 

tow ard  bu ild ing a record, since the  u ltim ate  finder of fact is not 
present.

3. T he rules of adm issib ility  of evidence are som ew hat relaxed ; 
hearing  exam iners are no toriously  inclined to  “let it in for w hat i t ’s 
w o rth .”

T he burden of proof in a 701(e) hearing  is alw ays on the pro
ponent of the  proposed order. If the C om m issioner of Food and D rugs 
in itia ted  the proceedings, then  his staff and counsel m ust go forw ard 
w ith  the  presen ta tion  of evidence. T hose w ho oppose the  order are 
then  given the op po rtun ity  to  reb u t the  d irect evidence.

O n the  o ther hand, if the  orig inal proposal was by an ou tside 
p arty — a segm ent of industry , perhaps— then the burden of proof is 
on that party, and the FD A , if it so desires, can offer rebuttal evidence.

O nce the evidence is all in, the hearing  exam iner usually  requests 
all parties to  the hearing  to  subm it to  him  briefs, proposed findings 
of fact and conclusions of law , and a proposed order. T he findings
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of fact, of course, m ust be grounded  on substan tia l evidence of record, 
and  should contain com plete record references. T he conclusion of 
law  should be based on the  findings of fact, and should follow from 
the  findings in accordance w ith  accepted rules of law. T he proposed 
o rd er should m ake final disposition of every  issue raised.

Once these docum ents are before the  hearing  exam iner, he utilizes 
all of them , to ge ther w ith  the  record, to  p repare his report to  the 
C om m issioner. T his report usually  takes the form  of the  hearing  
exam iner's proposed findings of fact, conclusions of law, and order. 
T hese, to ge ther w ith  the  record of the  hearing, are certified to  the  
C om m issioner by the hearing  exam iner.

T he Com m issioner, “as soon as practicable th e rea fte r” p repares 
and publishes in the F ederal R eg ister his findings of fact, conclu
sions of law, and ten ta tive  order. T h is order m ay be the  sam e as 
the  one w hich orig inally  gave rise to  the  hearing, or it m ay be m odi
fied to  reflect the  changes m ade necessary by the evidence w hich was 
in troduced a t the  hearing.

T he C om m issioner’s ten ta tive  order will specify a period of tim e 
—usually  six ty  days—w ith in  w hich any p arty  to  the hearing  m ay file 
exceptions to  the  order. T hese exceptions m ust be specific and su p 
ported  by record references, and m ay be supported  by a brief. O ral 
argum ent can be re q u e s te d ; the  C om m issioner has discretion to  g ran t 
it or not.

A fter tim e for filing exceptions is past, the C om m issioner pub
lishes his final order, again w ith  the  conclusions of law  and findings 
of fact. T his order goes in to effect on the effective date specified in 
the order, usually  n inety  days, unless som e party  to  the proceeding 
appeals to  the  C ourt of Appeals. Such an appeal, which is provided 
for under Section 701(f), m ay be taken at any tim e w ith in  ninety  
days after the  publication of the order in the  Federal R egister.

T his appeal is not for the purpose of try in g  the issues de novo, 
a lthough  there  is a provision w hereby the C ircuit C ourt m ay order 
additional evidence to be taken by the  Com m issioner. T he function 
of the  C ourt of Appeals is th a t of review , apply ing the  w ell-know n 
rules of adm inistra tive  law. If the court finds th a t the order is sup
po rted  by substan tia l evidence of record, and adequately  disposes of 
th e  d issen ting  p a r ty ’s con ten tions, the  order will be affirmed.

D isappoin ted  parties do, of course, have final recourse to  the 
Suprem e Court.

T his, then, is a brief review  of 701(e) procedures. L et us now 
look at some of the  others.
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II. Hearing Procedures Under Other Sections 
of the Act

A. Petitions to Establish Tolerances or 
Exemptions for Pesticide Chemicals 

Under Section 408 of the Act

T here  are th ree steps involved in in itia tin g  a pesticide petition— 
and, oddly enough, tw o of those steps involve not the FD A , bu t the 
U nited  S tates D epartm ent of A g ricu ltu re  (U S D A ). T he petitioner first 
applies to U SD A  for registration of his pesticide as an economic poison. 
The petitioner then files with FD A  a petition for a tolerance or exemption, 
w hichever is appropriate . A copy of th is petition  is sent to  the 
U SD A , w ith  a request th a t th a t departm en t certify  the usefulness of 
the pesticide.

A t som e poin t thereafter, the S ecretary  of A gricu ltu re  certifies 
th a t the  pesticide is useful— or he refuses to  so certify, in w hich case 
yo u ’re dead. A ssum ing  such certification, the F D A  then  has ninety  
days to  do one of th ree  th in g s :

1. E stab lish  a to lerance for the pesticide.
2. E xem pt the pesticide from  the requirem ents of a tolerance.
3. R efer the petition to an advisory com m ittee.
If the  petition  is referred  to  an advisory  com m ittee, then, after 

the  com m ittee m akes its report, the C om m issioner m ust e ith e r:
1. E stab lish  a to lerance; or
2. E xem pt the  pesticide.
You will note, th a t a t no point is the C om m issioner given the 

op tion of flatly denying the petition . H e m ust, e ither on his own or 
a fte r the  report of the advisory com m ittee, establisn a to lerance for 
the  pesticide or exem pt it. T h a t is w hy there  are pesticides which 
have been approved w ith a to lerance of zero.

A fter the C om m issioner’s order is published, any person who will 
be adversely affected by the regulation  m ay object to  it and request a 
hearing. T hese objections, like those in a 701(e) hearing, m ust:

1. Show th a t the ob jecting  party  does, in fact, have stan d in g  to 
o b je c t;

2. Specify w ith p articu larity  th a t part of the regulation  to  which 
objection is taken  ;

3. S ta te  reasonable factual grounds for the objection.
N ote th a t anyone can object, not ju s t the petitioner. If som eone 

other than  the  pe titioner files objection, the pe titioner is so notified, 
and given tw o weeks to  answ er.
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A ssum ing  the objections are proper, a hearing is held. I t  is 
presided over by a Food and D ru g  hearing exam iner. T he rules of 
conduct are set forth  in 21 C F R  parts  120.15 th ro ug h  120.28. T he 
hearing is conducted in a m anner quite sim ilar to hearings under 701
(e). As in 701(e) hearings, the exam iner has pow er to adm inister 
oaths, rule upon offers of evidence, receive evidence, exam ine w it
nesses, and generally  regulate  the  conduct of the hearing. H e does 
not have subpoena power.

An in te restin g  tw ist in these hearings, and one area in which 
they  differ from  the 701(e) hearings, is the placing of the burden  of 
proof.

T he person whose ob jections raised the issues to  be determ ined 
at the hearing  has the burden of proof. T his is not necessarily  the 
petitioner.

A nother deviation from  the 701(e) procedure is the provision 
th a t parties to the  hearing  m ay be allow ed to file w ritten  argum ents, 
w ith  record references, bu t are not invited to  subm it proposed findings 
of fact and conclusions of law.

A fter the  argum en ts are filed, the hearing  exam iner certifies the 
record, exhibits, and argum en ts to  the Com m issioner, who then pub
lishes his findings of fact, conclusions of law, ru lings on ob jections 
and ten ta tive  order. F rom  th is point, the  procedure for exceptions, 
oral argum ent, final order and appeal are identical to the 701(e) hear
ing, except th a t tim e for appeal to  the C ourt of A ppeals is six ty  days 
instead of n inety  days.

B. Petitions to Establish Safety of 
Food Additives Under Section 409

T he procedure to  be followed in these petitions is qu ite  sim ilar 
to  the procedure ju s t described w ith reference to  pesticide to lerance 
petitions, except th a t the S ecretary  of A gricu ltu re  is no t involved 
here. Also, there  is provision under the food additive law  for abso lu te 
denial of the petition.

T he procedural regu la tions govern ing  these hearings are set 
forth  in 21 C FR  121.55 th rough  121.73.

A gain, a fte r the C om m issioner has published his order ru ling  on 
the petition , any person adversely affected m ay ob ject to  the  o rder 
and request a hearing. H e m ust m ake the  sam e show ings of standing, 
dam age, specificity, and reasonable grounds. And, as w ith  the pesti
cide petition , the  ob jector has the burden of proof.
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T he presid ing  officer is given the sam e pow ers, and the inv ita
tion is extended to  subm it argum en ts, w ith  record references. P ro 
vision for publication of the ten ta tive  order, exceptions to it. publica
tion  of the  final order and judicial review  are all sim ilar to  the pesti
cide petition and 701(e) provisions.

C. New Drug Petitions Under Section 505

H earin g  procedures under the New D rug provisions of the Act 
have som e unusual aspects.

W hen a New Drug Application (N D A ) is filed, the Commissioner 
has two choices: He may either approve the application, or he may give 
the applicant an op po rtun ity  for a hearing. A lthough th is notice of 
hearing is published in the F ederal R egister, and the hearing  itself 
is open to  the public, there is no provision for in terested  persons to 
com m ent or for adversely affected parties to  in tervene, as there  are in 
m ost o ther situations. T heoretically , at least, in terests  o ther than  
those of the applicant and the FD A  m ight be involved, but, if so, there 
is no w ay to  p ro tect these in terests.

If the  applicant avails him self of the op po rtun ity , then a hearing 
is held “on the cpiestion w hether such application is approvab le.’’ 
N o th ing  in the law. or in the procedural regu la tions (21 C F R  130.14 
th ro ug h  130.31) delineates w ho has the burden of proof on th is ques
tion. In  the abstract, it seem s clear th a t the applicant should have 
the  burden of show ing th a t his application is approvable, bu t in one 
recen t New D rug  hearing, the office of G eneral Counsel assum ed 
the burden of proof and cam e forw ard first w ith evidence th a t the 
application w as not approvable.

A nother unusual aspect of New D rug  hearing  is the s ta tu to ry  
delineation of the issues to be tried. T he s ta tu te  outlines six grounds 
for denial, and provides th a t if the Com m issioner finds th a t none of 
these grounds exist, he shall approve the application. O bviously, 
then, all hearings on New D rugs will be restric ted  to  one or m ore of 
these six basic issues.

T here  is also provision, under 505(e). for w ithdraw al of approval 
of an N D A . T he grounds for w ithdraw al are a little  different from  
the grounds for refusal to  approve, bu t the procedural m oves are the 
sam e. N otice is given of the C om m issioner’s in ten tion  to w ithdraw  
approval, and opportun ity  for a hearing  is offered. A gain, there is no 
delineation of w ho has the burden of proof, bu t in th is case it seem s 
m ore logical th a t the F D A  should have it.
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In  e ither type of hearing, how ever, the  pow ers of the hearin g  
exam iner are identical to those in a 701(e) hearing, as are the prov i
sions for subm ission of oral and w ritten  argum en ts by the parties. 
H ow ever, a 505 hearing  differs from  all o thers in th a t here the hearing  
examiner, not the Commissioner, prepares the findings of fact and a 
ten ta tive  order, w hich he serves upon bo th  the applicant and the FDA. 
If neither takes exception, th is ten ta tive  order becom es final in tw enty  
days. If e ither party  takes exception, then  the exceptions, w ith  sup
po rting  briefs, are f.led w ith  the hearing  exam iner. T here  is also 
provision for oral a rgum en t, a lthough  it is not clear w hether th is is 
before the Com m issioner or the hearing  exam iner. A t any rate , if 
exceptions are filed or oral a rgum en t is heard, the C om m issioner then  
issues the  final order. T here  are the usual provisions for judicial 
review  w hich m ust be taken in six ty  days.

D. Antibiotic Certification Petitions 
Under Section 507

U nder the  provisions of Section 507(f), “any in terested  person’’ 
m ay petition  for the issuance of a regulation  estab lish ing  certification 
procedures, or exem ption from  certification, of antib iotics.

T he petition  should include, in general term s, the proposed regu
lation, and reasonable grounds therefor. Notice of the proposal is 
published in the F ederal R egister, and all in terested  persons are in
vited to subm it th e ir views. A fter such opportun ity , the  Com m is
sioner acts upon the proposal, and publishes his decision. A t th is 
point, again, “any in terested  person” m ay object and request a 
hearing. N otice th a t here, unlike all the o ther sections, “any in terested  
person” m ay o b je c t; he does not have to  be an “adversely  affected” 
person.

If such a hearing  is requested, the  Com m issioner is directed to  
hold such a hearing. There are no s ta tu tes , or regula tions w hich lay 
down the guidelines for such a hearing. A fter such a hearing, the 
review  provisions of 701(f) are available.

Conclusion
These, then, are some of the m ore uncom m on types of hearings 

provided for under the Federal Food, Drug and Cosmetic Act. I sub
m it th a t it behooves each of us, who m ay at one tim e or ano ther find 
ourselves w ith  a client w ho has an in terest in one or m ore of these 
areas, to  becom e fam iliar w ith  the procedural oddities of each of these 
types of hearings, so th a t substan tive  righ ts  will not be sacrificed to  
procedural ignorance. [The End]
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Some Suggestions 
for Improvements in the Hearing 

and Rulemaking Procedures of 
the Food and Drug Administration

By JOEL E. HOFFMAN

Mr. Hoffman Is with the Washington, D. C. 
Law Firm of W ald, Harkrader & Rockefeller.

N E X T  T O  S W A P P IN G  H O R R O R  S T O R IE S  about how arb i
tra rily  and illegally the Food and D ru g  A dm inistra tion  (F D A ) 
trea ted  th e ir  m ost recent clients, the favorite indoor sport of p rac ti

tioners before th a t agency is suggesting  im provem ents in its adm inis
tra tiv e  processes. B ut m any of these suggestions obviously spring  
from  the heart, and their p roponents advance them  w ith u tm ost se r
iousness. T hus, w hen the C hairm an of the A dm inistra tive  L aw  Sec
tio n ’s Food and D ru g  Com m ittee called for such im provem ent p ro
posals last spring, in the  course of p lann ing  the C om m ittee’s activ i
ties for the com ing year, the  in ten sity  w ith  w hich views w ere ex
pressed—as well as the s tr ik in g  sim ilarity  of m any of the suggestions 
— m ade clear th a t the  bar regards procedural reform  at F D A  as a 
m atte r of m ajor im portance and even urgency .1

Besides the m ultitude of detailed suggestions o thers have made, 
th ere  are a num ber of fundam ental m atters  w hich any serious reform  
effort should consider. F o r exam ple, there  is the  tw o-pronged m atte r

1 O th er recent criticism  is reported  
in Levine, “Separation of F unctions 
in F D A  A dm inistrative P roceedings,” 
23 Food Drug Cosmetic Law Journal 
132 (June, 1968) ; Austern, “Is Govern
m ent by E xhorta tio n  D esirab le?” 22

F ood Drug Cosmetic L aw Journal 
647 (December, 1967) ; Spiker & Staf
ford, “A Look at F D A ’s New Rules of 
P ractice — A nd Problem s Still U n re 
solved,” 21 The B-.isiness Lawyer 1069, 
1074 (1966).
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of prehearing- discovery and com pulsory process. Because it cu ts  
across the whole range of ad jud ica to ry  and rulem aking hearings held 
before FD A , th is sub ject w arran ts  close a tten tion .

T rad ition ally  in frequent (if only because the “lifted eyebrow ” 
regu la to ry  technique is so effective).2 ad jud icato ry  hearings are th re a t
ening to becom e increasingly com m on in FD A  practice. The National 
A cadem y of Sciences-N ational Research Council efficacy review  has 
already resu lted  in proceedings to  revoke New D rug  A pplications 
for a whole class of allegedly ineffective products.3 and form er Com 
m issioner G oddard predicted before he left office th a t m any more 
such cases m ay be in stitu ted .4 Sharply-contested  ru lem aking pro
ceedings are sim ilarly  on the upsw ing. As Selm a Levine and others 
have pointed out, m any of these proceedings—particu larly  those con
ducted under the  “rulem aking-on-a-record” provisions of Section 
701(e) of the Food, Drug and Cosmetic Act—bear most if not all the 
hallm arks of ad jud ication .5

T he F ederal courts have long since learned th a t the conduct of 
adversary  hearings is expedited, and the facts m ade m ore accessible 
to the deciding au tho rity , by the liberal use of in terrogato ries, deposi
tions, production  of docum ents for inspection, and adm issions.6 Even 
the crim inal law, w ith  its delicate problem s of self-incrim ination, has 
seen the developm ent of a lim ited prehearing  discovery procedure.7

Y et p rehearing  discovery is unavailable in proceedings before 
m any if not m ost federal adm inistra tive  agencies. As John F ran k  
pu t it at the A m erican Bar A ssociation’s 1967 N ational In s titu te  on 
F ederal A dm inistra tive P ractice, "d iscovery in an adm inistra tive  
agency is rough ly  a t the  stage of the pre-1912 equity  rules of the F ed 
eral C o u rts”.8 A nd it goes w ithou t say ing  th a t FD A  is not exactly  
in the  vanguard  of reform .

T hus, in ad jud icato ry  proceedings to  denv or revoke approval of
new drug  applications, discovery

2 See 1 Davis, Administrative Law  
Treatise, 233 and following (1958).

3 Drugs for Human Use Containing 
Rutin. etaJ.. H E W  Dkt. No. FDC-D-112.

1 F D A  Reports (T h e  P ink Sheet), 
Jan. 8, 1968, p. 15.

5 Levine, cited at footnote 1.
Federal Rules of Civil Procedure, 26- 

37. See also Committee on Rules of 
P ractice and P rocedure, Preliminary 
Draft of Proposed Amendments to Rules

by private  parties under F D A ’s
of Civil Procedure for the United States 
District Courts Relating to Depositions 
and Discovery (1967).

7 Federal Rules of Criminal Procedure, 
16. See dissenting statement of Douglas, 
J. 384 U. S. 1089, 1091-92 (1966). See 
also Brady v. Maryland, 373 U. S. 83 
(1963) ; Giles v. Maryland, 386 U. S 66 
(1967).

8 “Pre-T rial Discovery and P repara
tion for T rial,” 20 Administrative Lavj 
Rez’iew  59, 96 (1967).
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Rules of P ractice is lim ited to advance notice of the docum entary  
evidence to be offered a t the hearing .9 A sligh tly  b roader discovery 
is provided in the Rules of P ractice for on-the-record rulem aking 
proceedings, w hich require advance notice not only of docum entary  
evidence10 bu t also of w itnesses,11 and w hich fu rth er au thorize  the 
H earin g  E xam iner to  "requ ire parties to s ta te  th e ir position w ith  re
spect to  the various issues in the proceeding.”12 In neither adjud ica
to ry  nor ru lem aking proceedings, how ever, has FD A  explicitly p ro 
vided for p rehearing  discovery of relevan t m a tte r  or leads thereto  
w hich m ay be in the hands of ano ther p arty  (including the agency 
staff) bu t w hich is not in tended by th a t pa rty  to  be in troduced into 
evidence. N or is there explicit provision for discovery against non- 
parties w ho m ay possess relevant m atte r or leads to relevant m atter.

Closely related  to p rehearing  discovery against non-parties is the 
righ t to  compel th e ir testim ony a t a hearing. Indeed, the adm inis
tra tiv e  subpoena is even m ore clearly necessary in adm inistra tive  
hearings than  is discovery, since the hearing  is the vehicle for b ring ing  
to  the deciding au th o rity  the facts upon w hich decision m ust be based ; 
if the parties are disabled from  p resen ting  relevant facts, the  hearing  
process becom es som eth ing less than  reliable. Section 6 of the  A d
m in istra tive  P rocedure A c t13 confers upon parties to agency p ro 
ceedings the right to utilize the agency’s subpoena power. But if the 
agency has no subpoena pow er, there is no th ing  for the p rivate party  
to  utilize. A nd the Food and D rug  A dm inistra tion  is not authorized 
by any s ta tu te  to issue subpoenas.

Lack of Progress
T he need for p rehearing  discovery and com pulsory process in ad 

m in istra tive  proceedings has been studied and reported  on for years. 
T he principal w ork is th a t of the  A dm inistra tive  Conference of the 
U nited  S ta tes appointed  by P residen t K ennedy in 1961. In  Recom 
m endation  No. 30 of its F inal R eport, the Conference “approve[d] 
the  principle of discovery in ad jud ica to ry  proceedings and recom - 
m endefd ] th a t each agency adopt rules p rov id ing for discovery to 
the  ex ten t and in the m anner app ropria te  to  its p-oceedings.” T he 
R eport of the  C onference’s C om m ittee on Com pliance and E nforce
m ent P roceedings in support of R ecom m endation No. 3014 review ed * 115

821 C. F. R. § 130.19.
10 21 C. F. R. § 2.74(e).
11 21 C. F. R. § 2.74(d).
12 21 C. F. R. § 2.73(c).

13 5 U. S. C. § 553(d).
’* Selected Reports of the Administra

tive Conference of the United States,
S. Doc. No. 24, 88th Cong., 1st Sess.
115, 122-33 (1963).
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the rationale and benefits of discovery in adm inistra tive  practice, 
and found the argum en ts in its favor com pelling.

Five years a fte r the A dm inistra tive  Conference did its w ork, 
however, the analogy to  1912 quoted earlier was still apt. W h a t p rog 
ress has been m ade since the Conference R eport?  R eg rettab ly , alm ost 
no progress at all. In  fact, the courts have con tribu ted  a m ajor hand i
cap to  agency efforts in th is area, in the Anglo-Canadian case, by deny
ing the au th o rity  of the Federal M aritim e Com m ission to include in 
its rules of practice a provision for production and inspection of docu
m ents, on the g round  th a t explicit Congressional sanction for such 
provisions w as required .15 S ubsequently , a d istric t court h in ted  th a t 
the F ederal T rade Com m ission m ight sim ilarly  be restric ted  in its  
ability  to  prom ulgate  discovery rules for proceedings before it .lfi

Reforming Discovery Procedure
There are two avenues by which the Food and Drug Adm inistra

tion could b rin g  its procedures fu rther along tow ards the goal of fully 
adequate p reparation  by  counsel and the full exposition of relevan t 
facts for the benefit of the deciding au tho rity . One is the prom ulga
tion of discovery rules despite the Anglo-Canadian decision, which has 
persuasively been show n to be un tenable as a m a tte r of law  as well 
as policy.17 T h is could be done pu rsu an t to  F D A ’s au tho rity  to  prom 
ulgate regulations “ for the efficient enforcem ent of the [Food, D rug  
and Cosm etic] A ct.”18

T he ru lem aking pow er g ran ted  in Section 701(a) is extrem ely 
broad, ex tend ing  to  any regulations as to  which "a substan tia l show 
ing" cannot be m ade “ th a t they  are plainly inconsisten t w ith the 
s ta tu te .”19 T here  should be no doubt today, Anglo-Canadian notwith
standing , th a t adm in istra tive  agencies are “free to  fashion th e ir own
rules of procedure and to  pursue

15 FM C  v. Anglo-Canadian Shipping 
Co., 335 F. 2d 255 (9th Cir. 1964).

10 Union Bag-Camp Paper Corp. v. 
F TC . 233 F. Supp. 660, 667 (S . D. N. Y„ 
1964). T he F T C ’s discovery rules were 
thoroughly reviewed in Mezines & P ark 
er, “Discovery Before the Federal Trade 
Commission,” 18 Administrative Law R e
view  55 (1966). O th er articles in the 
same journal examined discovery prac
tice at the National I-abor Relations 
Board, the Securities and Exchange 
Com m ission, the Civil A eronautics

ethods of inquiry capable of per-
B oard and the Federal P ow er Com 
mission.

17 See rem arks of George M. Galland 
in “Pre-T rial Discovery and Preparation 
for T rial," 20 Administrative Lazo R e
view  57, 59-60 (1967).

15 Section 701(a), 21 U. S. C. §371 
(a).

1" Toilet Goods A ss’n v. Gardner, CCH 
Food Drug Cosmetic Law Reports 40,- 
285, 278 F. Supp. 788, 789 (S. D. N. Y. 
1968).
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m itting  them  to discharge th e ir m ultitud inous du ties."-0 A nd the  
Suprem e C ourt has confirm ed th a t F D A ’s ru lem aking pow er under 
Section 701 (a) is as broad as the  pow ers of o ther agencies under 
com parable g ran ts .20 21

T he o ther p rom ising vehicle for refo rm ing discovery procedure 
in cases before FDA, at least with respect to  m a tte r in the agency’s 
hands, is the recently-enacted  Freedom  of Info rm ation  Act.22 Agen
cies are now required  to  m ake “ identifiable records * * * prom ptly 
available to any person” requesting  them  unless one of the  specific 
exem ptions set fo rth  in the  s ta tu te  is applicable.

T he plain purpose of the Act was to increase the availab ility  of 
agency in form ation to  the public at large. N um erous agencies have 
modified form erly  restric tive  practices to com ply w ith C ongress’ new 
policy.23

F D A  does no t seem to be am ong the  leaders here either, how 
ever. W hen S enator L ong  surveyed the Federal estab lishm ent to  
evaluate  com pliance w ith  the law, F D A  replied th a t “m ost, if not a ll” 
of the m aterials it now m akes available “are types of m aterial avail
able upon request p rio r to  enactm ent of the  Freedom  of Info rm ation  
A ct.”24 * T he  list of item s w hich the  agency has refused to produce 
since the new law becam e effective is lengthy, varied, and strong ly  
suggestive of a general indisposition to  disclose.23

T he Freedom  of In fo rm ation  A ct authorizes su its in the federal 
d is tric t courts to compel the production  of inform ation which an 
agency im properly w ithholds.26 A t least one such su it has already 
been filed challenging F D A ’s refusal to  disclose in form ation in its 
possession (or readily  ob tainable) underly ing  the bioflavonoids N D A  
revocation proceeding.27

W h eth e r litig an ts  before FD A  will press the Info rm ation  A ct 
as a discovery device rem ains to  be seen. T he p rop rie ty  of its use 
for th is purpose is suggested , how ever, by tw o of the  new law ’s 
exem ptions from  the general disclosure requirem ent.

20 FCC v. Pottsvillc Broadcasting Co., 
309 U. S. 134, 143 (1940); FCC v. 
Schreiber, 381 U. S. 279, 289-90 (1965).

21 Toilet Goods A ss ’n v. Gardner. CCH 
Food Drug Cosmetic Law Reports 
1140,260, 387 U. S. 158, 163-4 (1967).

22 5 U. S. C. § 553.
23 See Sky, “A gency Im plem entation

of the Freedom  of Inform ation  A ct,”
20 Administrative Lazu R eview  445
(1968).

21 L e tte r from  R obert C. W ilderell 
to Sen. Long, in Subcom m ittee on A d
m inistrative P ractice, Senate Judiciary  
Com m ittee, The Freedom of Informa
tion A c t (Ten Months Review), 90th 
Cong., 2d Sess. 130 (Comm. P rin t 1968).

23 See footnote 24, 131—134.
20 5 U. S. C. § 522(a)(3).
27 Matonis v. F D A , Civ. No. 479-68 

(D. D. C ) .
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Agencies are entitled  to w ithhold  “m em orandum s or le tte rs  w hich 
w ould not be available by law  to a party  o ther than  an agency in 
litigation  w ith  the agency,’’28 and “ in vestigatory  files com piled for 
law  enforcem ent purposes except to the ex ten t available by law  to 
a party  o ther than  an agency. ’29 I t  m ight well be argued  th a t 
m ateria l w hich could be ob tained in p re tria l discovery under the 
F ederal R ules of Civil P rocedure  in litigation  w ith  the agency is 
m aterial “available by law ’’ in the literal sense and th u s  available 
as of rig h t under the Info rm ation  Act. If so, parties to  F D A  ad
m in istra tive  proceedings w ould have the benefit of p rehearing  dis
covery as full as th a t available to litigan ts in the federal courts.

Compulsory Process Requirements
In  co n trast to discovery, how ever, there m ay be little  F D A  can 

do about com pulsory process for parties before it in the absence of 
new legislation. A com m ittee of the A dm inistra tive  Conference noted 
six years ago th a t “only a few of the m ajor regu la to ry  agencies lack 
the subpoena pow er a lto g e th e r’’30 and listed FD A  as one of the tw o 
“ m ost im portan t cases in which no such pow er has been g ran ted ."31 
T he trad itional view  has been th a t due process does not require 
com pulsory process in behalf of private parties in regu la to ry  proceed
ings, a t least in the absence of dem onstrated  prejudice.32 E volving 
conceptions of fairness m ight, how ever, come to include the necessity 
of com pulsory process. P ro fessor D avis has characterized  the older 
cases as “som ew hat lacking in s tren g th  and c larity .’’33

A lternative  m ethods of investigation  have long been em ployed 
by FD A , of course, Chief am ong these is the pow er of en try  for 
inspection, backed w ith sanctions for w rongful refusal.34 T here  is 
no reported  instance of a private  p arty  in proceedings before F D A  
seeking the exercise of the “factory  inspection” pow er in his own 
behalf. B ut Section 6 of the A dm inistra tive P rocedure A ct provides 
th a t “agency subpoenas authorized by law shall be issued to  a party 
on request * * *”85 This was intended to “assure private parties the same

28 5 U. S. C. § 552(b) IS).
2” 5 U. S. C. § 552(b )(7).
30 “R eport of the Com m ittee on 

Compliance and Enforcement Proceed
ings in Support of Recommendation No. 
13,” Selected Reports of the Administra
tive Conference of the United States; see 
footnote 14, p. 207, at 213.

31 See footnote 14, p. 215. The other
was the Post Office Department.

32 Recto v. Michigan, 188 U. S. 505 
(1903) ; Brown v. Macv, 222 F. Supp. 
639 (E. D. La. 1963), aff’d, 340 F. 2d 
115 (5th Cir. 1964).

33 1 Davis, Administrative Law  Trea
tise, at 584.

34 Food, D rug and Cosmetic Act, § 704, 
as am ended, 21 U. S. C. § 374.

35 5 U. S. C. § 555(d).
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access to subpoenas as that available to the representatives of agencies.”36 
The sam e considerations of equ ity  w ould seem applicable to all in
vestigato ry  m ethods, and an expansive construction  of Section 6 
m ight well be found no t inconsisten t w ith  the s ta tu to ry  purpose.

A d istric t court has firmly rejected  th is possibility, finding th a t 
“ the language and m eaning of the s ta tu te  are clear” and refusing  to 
“create an am bigu ity  w here none exists, * * * [or to] legislate for 
the benefit of a litig an t.”37 B ut it was no t so clear even to  th a t court 
th a t the equal-protection  elem ent of due process is satisfied w hen 
agency pow ers of investigation  can be used to  assem ble evidence 
against b u t not for a p rivate  party . R ather, the court suggested  
th a t the  C onstitu tion  m ight p roh ib it any such distinctions if the 
effect were for lack of alternative methods, to deny a party “the righ t 
to p resen t its evidence and sum m on the  w itnesses of its choice.”38

N ot only the  factory-inspection  pow er bu t the au tho rity  of F D A  
to require reports  from  drug  m anufac tu rers and others can plainly 
be, and no doubt are, used to  assem ble evidence suitable for use in 
subsequent adversary  hearings. E ither the A dm inistra tive P rocedure 
A ct or due process of law  m ight th us arguab ly  require the agency 
to  exercise these pow ers at the behest of parties to  adm inistra tive  
proceedings, particu larly  if there  is no o ther w ay inform ation can be 
obtained adequate to  rebu t the evidence presented  by the agency 
staff. R esort to  such an approach m ay well be necessary in fu tu re  
F D A  proceedings, if the agency’s prom ise of vigorous regulation  
and enforcem ent is kept.

Conclusion
P erhaps reform  in these or o ther areas is no t likely im m ediately 

to  come from  inside F D A  itself, unassisted  and unencouraged. B ut 
an unusual opportun ity  for dem o nstra ting  the  com patib ility  of d rug  
regulation in the public interest with fair and modern administrative pro
cedures is provided by the recent transfer of the Bureau of Drug Abuse 
C ontrol (B D A C ) to  the D epartm ent of Justice. T he D ep artm ent has 
for m any years been a leading exponent of adm inistra tive  procedural 
reform . P ractice before BD A C could becom e a model for o ther 
agencies, particu larly  F D A  w ith  its closely allied fields of in terest. 
T he food and d ru g  bar should m ake every effort to  ensure th a t th is 
opportunity is not allowed to slip away unrealized. [The End] * 246

30 S. Rep. No. 752, 79th Cong, a t 37 Union Bag-Camp Paper Corp. v. 
Sess. 20 (1945), in Administrative Pro- F TC , 233 F. Supp. at 565 (S . D. N. Y., 
cedure A c t— Legislative History, S. Doc. 1964).
246, 79th Cong. 2d Sess. 206 (1946). 33 See footnote 37, at 666.
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TASK FORCE ON PRESCRIPTION DRUGS 
ISSUES SECOND REPORT

T he T ask  Force on P rescrip tion  D rugs studying a wide range of 
such drugs issued its second interim  report Septem ber 13, 1968. The 
governm ent task  force was set up by form er S ecre tary  of H ealth , 
E ducation  and W elfare, John W . G ardner in 1967.

Of in te rest to m anufacturers and packagers are the following 
recom m endations of the task  force affecting the purity, standards, pack
ag ing  and labeling of drugs:

(1) a study to develop a reg istration  and licensing system  under 
which no d rug  product would be perm itted  in in te rsta te  com m erce 
unless produced under quality contro l standards set by H E W ,

(2) acquisition of adequate financial support for FD A  to de ter
mine w hat quality contro l m ethods can be institu ted  and properly 
m aintained in all d rug  m anufactu ring and packaging establishm ents,

(3) a study to determ ine the feasibility of lim iting free drug 
sam ples to those specifically requested by prcscribers,

(4) enactm ent of legislation requiring  containers of all dispensed 
prescription drugs to be labeled w ith the identity, streng th  and quality 
of the product,

(5) encourag ing the wider use of prepackage dispension of p re 
scription drugs to prom ote efficiency and minim ize errors, and

(6) enactm ent of legislation to require use of an identifying code 
num ber as pa rt of all drug  labels, package inserts, catalogs and advertising.

In  its first interim  report delivered to the H E W  S ecre tary  on 
M arch 7, 1968, the task force recom m ended the establishm ent of a 
federal d rug  compendium.

T he task  force is under the chairm anship of Dr. Philip R. Lee, 
A ssistan t Secretary  for H ealth  and Scientific Affairs. H ead  of the 
professional staff is Dr. M ilton Silverm an, a special assistan t to  Dr. 
Lee. T he m aterial accum ulated during the study will be published as 
a series of background volumes, Dr. Lee said. T he task force m ust 
subm it its final report by D ecem ber 31.
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