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In  outlin ing the developm ents of the 
F D A ’s O T C  D rug  Review, Dan R. 
Harlow, Ph.D., concludes that the courts 
have au thorized the A gency to  exercise 
considerable control in deciding the 
safety and effectiveness of drugs. Dr. 
H arlow  is w ith T he N ational In stitu te  
of H ealth . H is  article, “T he F D A ’s 
O T C  D ru g  Review : T he D evelop
m ent and an Analysis of Som e A spects 
of the P rocedure,” begins on page 248.

Peter Barton H utt, in his paper 
“ Public P artic ip ation  in T oxicology 
D ecisions,” delivered at a briefing 
session on the  F D A ’s P rocedures and 
P ractices, sponsored by  the Food and 
D rug  L aw  Institu te , espouses the po
sition th a t toxicological evaluations 
should be based on clearly defined and 
w ritten  criteria, and declares his belief 
in the im portance of public partic ipa
tion in the related  decision-m aking 
process. H e  also discusses the defi
ciencies in ex isting  review  program s 
and w arns th a t problem s m ust be 
dealt w ith when th ey  occur. M r. H u tt 
is a p a rtn e r in the law  firm of Coving
ton  & B urling. H is  article begins on 
page 275.

Frank P. DiPrima, in his article “The 
OTC Review and the S tandardization  
of Sym ptom  N om enclature in L abel
ing,” discusses the F D A  regulations 
concerning the labeling of non-p re
scription drugs. T he au thor criticizes 
the regulations on the grounds th a t 
they will cause increasing public con
fusion, while not affecting a change 
in m eaning. M r. D iP rim a is Staff Vice 
P residen t of the Schering-P lough Cor
poration. The article begins on page 286.

T he regulations on the filing of com 
m ents by consum er groups and by in
dustry  is the  sub jec t of a paper deliv
ered by Marcia D. Grecnbcrger at the 
briefing session on the F D A ’s Procedures 
and Practices. She holds the position that 
consum er in terests are less acknow l
edged than those of industry  because 
they lack the financial resources to 
prepare suitable evidence in their be
half. T he article, “A Consum er A d
vocate's View of the F D A ’s Procedures 
and P ractices,” which appears on page 
293, also deals w ith the cu rren t devel
opm ent of consum er aw areness and its 
effect on the regulations. Ms. Green- 
berger is the head of the W om en’s 
R ights P ro jec t of the C enter for Law  
and Social Policy.
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The FDA’s OTC Drug Review: 
The Development and an Analysis 
of Some Aspects of the Procedure

By DAN R. HARLOW, Ph.D.

Dr. Harlow Is with the National Institute of Health.

Introduction

IN 1972, the  Food and D rug  A dm inistra tion  (F D A ) proposed a 
review  of over-the-counter (O T C ) drugs in ligh t of a previous 

Congressional requirem ent th a t drugs be “effective” ; th a t is, have 
th e  therapeu tic  effect for which they  are advertised  and sold. T he 
problem s posed by  th is review  w ere substan tia l and required the 
F D A  to be quite innovative in the area of adm inistra tive  law. T he 
follow ing is an analysis of som e of the  A gency’s in terestin g  innova
tions, the  challenges to their valid ity , and th e ir  p resen t sta tus.

Historical Perspective
In  the mid-1800’s, legislation w as passed to classify teas and to 

exclude certain  kinds from  en try  in to the U nited  S tates. F rom  th is 
m easure sp rang  food and d rug  law  in the U. S. B etw een 1879 and 
1906, 190 different m easures w ere presented  to C ongress to control 
th e  quality  of food and d ru g s; in 1906, the Food and D rug s A ct w as 
passed .1 O f the 190 separate  m easures, 141 w ere never acted upon

1 Regier, “T he S trugg le for Federal 
Food and D rug s L egislation ,” 1 Law  
& Contiemp. Prob. 3 (1933).
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and only 8 becam e law .2 T he reason for the  failure of so m any of 
the m easures w as opposition in C ongress3 w hich arose both from  
special in terest conflicts (fo r exam ple, an a ttem p t to  control oleo
m argarine  m ade from  cottonseed oil w as opposed by  sou thern  Con
gressm en and favored by  nonsou therners) and from  a general a tt i
tude that food and drug legislation was the work of cranks and reformers.

O pponents to food and d rug  leg islation largely  occupied th ree  
categories :

(1) T hose w ho opposed on constitu tional grounds (police 
pow er of federal governm ent should no t extend in to s ta tes).

(2) T hose who did no t recognize the  serious need for legisla
tion to  assure the p u rity  and quality  of food and drugs.

(3) T hose w ho had special in te rest which w ould be adversely 
affected by  food and d rug  leg islation .4

T hose in categories (1) and (2) eventually  realized the inapp ropria te
ness of th e ir opposition and finally supported  such legislation while 
those in category  (3) w ere the  diehards and held out to  the very  end.5

Several pressures m ounted to  finally push enactm ent of the  Food 
and D rugs A ct of 1906.6 O ne source of p ressure  was farm ers who 
becam e so incensed a t th e  adu ltera tion  of food th a t th ey  pressured 
the  estab lishm ent of s ta te  departm ents of ag ricu ltu re  w ith  labora
to ries to  te s t p u rity  of foods. T h is system  had obvious lim itations 
so far as in te rs ta te  com m erce w as involved, hence a federal law  
becam e necessary. A t the sam e tim e, the m uckrakers began an exposé 
of p a ten t m edicine frau d s; the  “Beef T ru s t” system  of kick-backs 
betw een m eat packers and the  railroads w as publicized ; and U pton  
S inclair w rote The Jungle. The Jungle, in tended by th e  au tho r to be 
socialist p ropaganda, w as set in the  Chicago stockyards w here S inclair 
had spent tim e, and described such revo lting  filth, and such unethical 
practices am ong the meat packers that the result was an outcry against 
the m eat indu stry  as a whole. T he au tho r him self s ta ted  th a t he 
had in tended to  strike  the  readers in th e ir  hearts  b u t instead struck  
them  in th e ir stom achs.7

T hese pressures and m ore m ounted such a force th a t  P residen t 
T heodore Roosevelt, in a m essage on D ecem ber 5, 1905, forcefully 
called for legislation to control p u rity  and preven t adu ltera tion  of

2 Id. at 4. 4 Regier, supra at 4, 5.
3 Bailey, “Congressional Opposition to  6 Id. at 5.

Pure Food Legislation,” 36 A m . J. Soc. "34 Stat. 768 (1906).
52 (1930). 7 Id. at 9.
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food and  drugs. F inal efforts to  delay the  bill persisted  un til Ju n e  
30, 1906, w hen the  bill w as signed in to law .8

Sim ilar p ressures, especially the  “E lix ir of Sulfanilam ide” trag ed y  
w hich resu lted  in m ore than  100 deaths from  a new ly m arketed  drug, 
led to  the  final passage of th e  1938 F ederal Food, D rug , and  Cos
m etic A c t9 w hich had, un til the pressure  w as applied, languished in 
C ongress for several years w ith  in fighting am ong the special in
te res t groups (C ategory  (3) of opponents to  the  1906 A ct). T he 
opponents of C ategories (1) and (2) appeared to be m issing. T he 
1938 A ct w as significant in th a t it required drugs to  be “safe” 
(possib ly  a reaction  to  the elixir of sulfanilam ide traged y) b u t did no t 
require d rugs to be effective. T he  la tte r requ irem ent w as added 
in th e  D ru g  A m endm ents of 1962.10 T hese Amendments, sometimes 
called the  K efauver A m endm ents resu lted  from  extensive C ongres
sional investigations led by Senator K efauver (D em ocrat of T en 
nessee) in to the drug  industry . S enator K efauver had a ttached  
him self to th e  investigation  of d ru g  m anufacturers as a m ajo r th ru s t 
of his political im age. T hus, as of th e  passage of the  1962 A m end
m ents, d rugs m ust be both safe and effective to be m arketed  in 
the U n ited  S tates.

W ith  th is  thum bnail sketch of the  historical developm ent of leg
islation preced ing  the  O T C  d ru g  reviews, it can be seen th a t the  
a ttem p ts to  regu la te  nonprescrip tion  drugs arose early, before 1900. 
H ow ever, it w as probably  the m uckrak ing  of th e  early  1900’s which 
uncovered the  p a ten t m edicine frauds w hich even tually  led to  pas
sage of the  1906 A ct p roh ib iting  adu ltera ted  or m isbranded drugs. 
T he  safe and effective requirem ents for all drugs w ere added in 193811 
and 196212 respectively.

T he “effectiveness” requirem ent of the D ru g  A m endm ents of 
1962 created a new  dim ension of d ru g  regulation. Since 1938, drugs 
had to  be proved safe th ro ug h  a form alized procedure know n as a 
N ew  D ru g  A pplication (N D A ).13 T hus, betw een 1938 and 1962, there  
were m arketed  under valid N D A s a num ber of O T C  as well as 
p rescrip tion  drugs. A fter the passage of the 1962 A m endm ents, the 
F D A  w as required  to determ ine the  effectiveness of all of these 
drugs. T he F D A  tu rn ed  to the  D ivision of M edical Sciences of the

» Id. at IS. 11 52 S ta t. 1040 (1938).
9 52 Stat. 1040 (1938), hereinafter cited 12 76 S tat. 780 (1962).

in the tex t as the “ 1938 A ct.” 13 Sec. 505, 52 S tat. 1040 (1938).
19 76 Stat. 780 (1962), hereinafter cited

in the tex t as the “ 1962 A m endm ents.”
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N ational A cadem y of Sciences-N ational Research Council (N A S- 
N R C ) for help since, w ith  bo th  O T C  and prescrip tion  drugs, about 
4000 different d rug  form ulations (involv ing about 300 different chem 
icals) w ere actually  m arketed  and 3000 w ere covered by  N D A s bu t 
not actively m arketed . T he  N A S-N R C  organized to carry  ou t this 
job under the  “D ru g  Efficacy S tu dy” and subm itted  a report to  
the F D A ;14 the FD A  implemented the N A S-N R C  Study under its pro
gram  (D ru g  Efficacy S tudy  Im plem entation , or D E S I).

The Development of the OTC Review
T his quick look a t past food and d rug  leg islation, especially  

those aspects which arose from  the  need to  regulate  nonprescrip tion  
■ drugs such as p a ten t m edicines, gives a historical perspective for 
the  desire to regulate  O T C  drugs. T hus, the proposed ru lem aking  
for O T C  drugs published in 197215 was no t an unheralded foray 
of governm ent regulation  in to an unsuspecting  segm ent of the  m ar
ketplace. T he proposed ru lem aking  explained th a t the  N A S-N R C  
S tudy had covered 420 O T C  drugs and reported  th a t only 25 percen t 
of them  w ere “effective,”16 the rem ain ing  th ree-fourth s of them  
ranged from  “ineffective” to “probably effective.” T he 420 O T C  
drugs exam ined by the  N A S-N R C  S tudy  w ere only a sm all sam ple 
since it w as estim ated th a t the to ta l num ber of O T C  drugs m ar
keted was betw een 100,000 and 500,000. O ne initial problem  in se ttin g  
up the O TC  review  was the desire and need to deal w ith  all O T C  
drugs on an equal basis. F or those O T C  drugs which w ere m arketed 
under valid N D A s, there  w as no problem  since the 1962 A m endm ents 
w ould allow  w ithdraw al of the N D A  under Section 505(e) “on the  
basis of new  in fo rm a tio n . . . there  is lack of substan tia l evidence 
th a t the  d rug  will have the effect it pu rp o rts  or is represen ted  to  
have . . . .”17 H ow ever, the  1938 A ct “g rand fa thered” a num ber of 
d rugs from  requ iring  an N D A , including m any O T C  com pounds, 
on the  basis th a t they  w ere covered by the 1906 A ct (w hich did no t 
contain the  safe ty  and effective requ irem en ts).18 Sim ilarly , the  1962 
A m endm ents “g rand fa thered” m any O T C  drugs from  th e  “effective” 
requ irem en t.19 H ow  could th e  F D A  reach these O T C  drugs on the 
basis of th e ir being not effective w hen they  ostensib ly  w ere im m une 
to  th e  “effective” requ irem en t?  T he F D A  chose to  a ttack  the  prob-

14 Drug Efficacy Study, a Report to the
Commissioner on Food and Drugs. N a
tional Academy of Sciences. 1969, here
inafter cited in the text as the “NA S-
NRC Study.”

15 37 F. R. 85 (1972).
16 Id. at 85.
17 Sec. 102(e), 76 Stat. 780 (1962).
18 Sec. 201 (p) (1), 52 Stat. 1040 (1938). 
18 Sec. 107(c), 76 Stat. 780 (1962).
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lem w ith ano ther weapon in the pow ers given it in the 1938 Act. 
If the  O T C  failed to have the effect it claimed, it would be “ m is
b rand ed” under Section 50 2 (a): “ A d r u g . . .  shall be deem ed to  be 
m isbranded—{a) if its labeling is false or m isleading in any p a r
ticu lar.”20 Since the in troduction  into in te rsta te  com m erce of a m is
branded d rug  is p roh ib ited  under Section 301(a) and receiving of a 
“m isbranded” d rug  is p roh ib ited  under Section 301(c), clearly the 
no t “effective” O T C  could be reached in th is m anner.21 Crim inal 
sanctions are available against perpe tra to rs  of proh ib ited  acts in 
Section 303 of the 1938 A ct.22 T hus, the  problem  of reaching all 
O T C  drugs had been overcome.

Now, how ever, the m ajor hurd le was approached. H ow  does a 
sm all regu la to ry  agency such as the  F D A  handle the rem oval of up 
to 500,000 d rug s?  O n a  case-by-case basis, the w ithdraw al of N D A s 
and the determ ination  of m isbrand ing  w ould be an H erculean effort 
likely to be a ltog e ther unreasonable. T he envisioned resu lts  w ould 
be endless hearings and the in ten t of Congress in the  1962 A m end
m ents would be thw arted . An alternative  route w as p ro p o sed : since 
the half m illion O T C  drugs w ere com posed of about 200 active 
ingredients, the problem  could be approached on a “ therapeu tic  
class” approach w ith the active ingredients being exam ined for ef
fectiveness.23 The basis for the decision of effectiveness for active 
ingred ien ts of each class would be “m onographs” on each therapeutic  
c la s s : those O TCs which m et the standards of the m onographs w ould 
be generally  recognized as safe and effective (G R A SE ) and not 
m isbranded w hile those not m eeting  the  m onograph stan dards would 
not be so designated  and could be moved against via N D A  w ith 
draw al or m isbrand ing .24 T he all-crucial aspect now arose over who 
w ould w rite  the  m onographs. T he ru lem aking  proposal su g g e s te d : 
“T he com m issioner shall appoint review  panels of qualified experts 
to evaluate the safety and effectiveness of O T C  drugs . . . ,”25 All 
O T C  m anufactu rers would be requested  to  subm it data  on the safety 
and effectiveness of th e ir p roducts once the panels were selected. 
A fter lis tin g  the type of data  acceptable, definitions of “safe” and 
“effective” as applicable to the m onographs were proposed.26 Of 
particu la r in te rest and of focus later in th is paper is the  “ legal 
charac teriza tion” of the  m o n o g rap h s :

20 Sec. 502(a), 52 Stat. 1040 (1938).
21 Secs. 301(a), 301(c), 52 S tat. 1040 

(1938).
22 Sec. 303, 52 Stat. 1040 (1938).
23 3 7 F. R. 85, 86 (1972).

21 Subpart D ( a ) ( l l ) ( b ) ( 2 )  and (3), 
37 F. R. 85, 88 (1972).

23 37 F. R. 85, 87 (1972).
28 37 F. R. 85, 87 (1972).
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“A fter its  effective date, . . .  a m onograph . . . which is not the subject of a 
tim ely court appeal or which is the subject of a  tim ely appeal and is affirmed by 
a court co nstitu tes  binding substantive ru le . . . ,”21
The proposed rulemaking ended with a list of the various categories 
of OTCs for which monographs would be prepared.

Finally the proposal moved on the remaining great logistical 
problem confronting the OTC review—how to avoid a separate pro
tracted hearing for those drugs not meeting the monograph condi
tions or not covered by a valid NDA. The FDA approach here was 
as follow s:
“A ny such drug  which fails to m eet one or the o the r of these two conditions 
[m eet m onograph conditions o r is covered by valid N D A ] shall be in violation 
of the act and shall be subject to  sum m ary court p rocedure for de term ination 
of illegality .”28

The proposed rulemaking invited comments to be sent to the 
FDA. Many such comments were sent. Perhaps the most often 
cited adverse comment (and the most vigorously expressed as well) 
concerned the legal status of the monographs (as substantive and 
not interpretive rules).29 Following it as often cited adverse com
ments were: (1) the selection of members of the monograph review 
panels; (2) the status of drugs grandfathered both by the 1938 Act 
and the 1962 Amendments; (3) the validity of the summary judg
ment ; and (4) the appropriateness of the therapeutic class approach. 
Further comments covered a wide variety of subjects. Each of the 
above specifically enumerated comments will be discussed in detail below.

Commentary on Special Problems 
in the Development of the OTC Review

(I) T h e  M o n o g ra p h s : In te rp re t iv e  v . S u b s ta n tiv e

This question is of basic importance since it may effect the 
“weight” monographs will carry if challenged in court. According 
to D av is:
“ Rules an ag ency  m akes pursuan t to  a g ran t of pow er to  m ake law  through  rules 
are legislative [substantive] ru les and have the sam e force as a  s ta tu te  if they 
are valid. T he th ree tes ts  of validity  involve constitu tionality , s ta tu to ry  authority, 
and proper procedure. A court m ay no m ore substitu te  its judgm ent as to the 
content of a legislative rule than  it m ay 'substitu te its  judgm ent as to  the content 
of a statu te. R ules issued in absence of a  g ran t o f pow er to  m ake law  through  
rules are in terpre tative. C ourts are  free to substitu te  judgm ent as to content of 
in te rpre tative rules, bu t they often give w eight or great weight to the views of

27 Subpart D (a )  (11) (b) (1), 37 F . R . 20 M aterials in Hearing Clerk’s Office,
85,88 (1972). FD A, Parklaw n Building, 5000 Fishers

28 3 7 F . R .  85, 89 (1972). Lane, Rockville, Maryland.
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the agency, som etim es even to  the ex ten t of giving force of law to the  rules. 
T h e four m ain factors th a t increase the au thorita tive  effect of in terpre tative 
rules are special expertise of the agency, s ta tu to ry  reenactm ent, contem poraneous 
construction, and longstanding  in te rp re ta tions.’'30

The decision as to interpretive v. substantive also carries with 
it different standards of judicial review.31 For substantive rules, 
review is under the “arbitrary and capricious” standard of 5 U.S.C. 
Section 706(2)(A )32 while for interpretive rules, the standard is 
“substantial evidence.” Clearly, there are advantages accruing to 
either the FDA or the industry challenger depending on which 
characterization the rules receive. For the advantage of the FDA, 
rules (in this case the monographs) would be substantive—thus 
review would be the arbitrary and capricious standard. It is very 
unlikely that an appellate court would find a technical report of a 
highly scientific agency such as the FDA “arbitrary and capricious.” 
Indeed, since the FDA is relying almost entirely on outside scientific 
experts for producing the monographs, it is hard to conceive that 
any court would be able to find a monograph arbitrary or capricious.33 
In general, courts have deferred, especially in the case of the FDA, 
to the expertise of the agency in such highly technical matters. Thus, 
there is little doubt that a substantive characterization of the mono
graphs would benefit the FDA and would burden any challengers.

On the other side, the “substantial evidence” standard as applied 
to interpretive rules would afford challengers more of an opportunity 
to successfully challenge the monographs on appeal. Also, interpre
tive rules can be attacked in collateral enforcement proceedings while 
substantive rules are binding and must be attacked by court appeal.

The position of the FDA is that it can proceed by either path
way. substantive or interpretive at its own choice.34 The Agency’s 
choice as set out in the proposed rulemaking was by substantive 
rulemaking.35

Returning to the analysis of the Davis text, it is not at all clear 
that characterization of rules as “substantive” or “interpretive” 
is of dispositive significance. For example:

30 Sec. S.06, K. Davis, Administrative 
L aw  T ex t (3rd ed. 1972), hereinafter 
cited in the tex t as “Davis.”

31 Both of the terms, “interpretive”
and “interpretative” are found in the lit
erature. I will use “interpretive” since
it is shorter and conveys the same mean
ing.

33 Bass. M ilton A., “ Is  the S ub stan
tive-In te rp re tive  Issue R eally D ead?,” 
30 F ood D r u g  C o s m e t ic  L a w  J o u r n a l  
448, 451 (A ugust, 1975).

33 Id . at 452.
34 Comment 85 of Preamble, 37 F  R  

9464. 9471 (1972).
35 37 F . R . 85. 88 (1972).
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“ C ourts are free to  substitu te  judgm ent as to  co n ten t of in te rp re ta tive  rules but 
they often give w eight o r g rea t w eight to  the views of the agency, som etim es 
even to  the extent of giving force of law to the rules.”38
This matter-of-fact statem ent is of great significance and often 
reflects the attitude of courts toward the FDA. In an area of such 
complicated and specialized technology, the courts often will rely 
heavily on agency expertise, feeling themselves to be unqualified to 
enter into the “mysterious” and esoteric realm of scientific laboratories. 
In fact, Davis states:
“T h e four m ain factors th a t increase the au thorita tive effect of interpretative 
rules are  specia l e x p e r tise  o f  th e  a gency , s ta tu to ry  reenactm ent, contem poraneous 
construction, and longstanding interpretations.”36 37 (Em phasis supplied.)
Thus, even though the challengers may feel that a major victory 
would be won by having the monographs labeled “interpretive,” 
it is not at all clear that the result would be that the courts would 
find themselves willing (or able) to review the monographs on a 
substantial evidence standard. It is quite possible that even with the 
interpretive label, the rules could be given force of law status on 
the basis of the expertise of the agency, especially considering the 
use of outside experts to produce the monographs.

Thus, there is question as to the basic effect and importance of 
the distinction. W hereas the effect may be relatively unim portant 
in terms of the final weight accorded the rules, proponents for 
industry challengers have argued that cross-examination afforded 
in the interpretive model would afford them the ability to build a 
usable record for appellate review which is absent under the sub
stantive model.38 This seems to be a somewhat “anemic” approach 
to the significance of the interpretive v. substantive dichotomy. It 
would appear that the distinction must mean more than this in legal 
significance; if this is the totality of its significance perhaps its 
usefulness, at least in this area of law, has vanished.

The FDA, in its position concerning the substantive nature of the 
monographs, has relied on Section 701(a) to promulgate substan
tive ru le s : “The authority to promulgate regulations for the efficient 
enforcement of this Act, except as otherwise provided in this section 
is hereby vested in the Secretary.”39
This type of “broad powers” grant of rulemaking authority has 
been supported by the Supreme Court as power to issue substan

36 Davis, su p ra  at 137. 38 Bass, su p ra  at 4S6.
37 Id . at 137. 38 Sec. 701(a), 52 S tat. 1040 (1938).
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tive rules in several agencies, that i s : “The Secretary may pre
scribe regulations to carry out his functions, powers, and duties 
under this title.’’40

The above grant of power to the Secretary of the Army was inter
preted by the Supreme Court to make rules issued under it “have 
the force of law.”41 The rules of the FDA promulgated under Sec
tion 701(a) have similarly been found to : “have the status of law 
and violation of these carry heavy criminal and civil sanction.”42 
In a more recent case, National Nutritional Foods Association (NNFA) 
v. Weinberger, 43 the Second Circuit Court of Appeals stated that 
FDA rules promulgated under Section 701(a) were “substantive” 
and binding upon the public. The Court further stated that the 
judicial standard of review is the arbitrary and capricious standard 
of 5 U.S.C. Section 706(2)(A). Barring Supreme Court review of 
NNFA, the law appears to be settled as to this question of interpre
tive versus substantive rules under Section 701(a). Industry chal
lengers will be facing an “uphill grind” to change the characteriza
tion of the monographs.

It is of interest to speculate as to the willingness (if not eager
ness) of the judiciary to characterize the FDA rules as substantive. 
Clearly such a labeling gives the rules more “clout” should the 
industry affected wish to challenge the action. Two threads appear 
to run through judicial thinking on this subject: (1) public interest 
considerations; and (2) judicial deference to agency expertise. A 
quote from United States v. Storer Broadcasting Co.44 may be in
structive in regard to public interest considerations:
“This Commission, like o ther agencies, deals w ith public in te rest . . .  I ts  authority 
covers new and rapidly developing fields. C ongress sought to  create regulation 
for public protection  w ith careful provision to assure fair opportunity for open 
com petition in the use of b roadcasting  facilities. Accordingly, we cannot interpret 
§ 309(b) as barring  rules tha t declare a present intent to limit the num ber of s ta 
tions consistent with a permissible “concentration of contro l.” I t is but a rule th a t 
announces the Commission’s a ttitude on public protection  against such co ncen tra
tion. T he C om m unications Act m ust be read as a w hole and with appreciation 
of the responsibilities of the body charged with its  fair and efficient operation. 
T he grow ing com plexity of our econom y induced the Congress to place regula
tion  of businesses like com m unication in specialized agencies with broad powers. 
C ourts are slow to in terfere with their conclusions when reconcilable w ith s ta tu 
to ry  directions.”*5

40 10 U S C A  Sec. 3012(g).
41 P u b lic  U tilitie s  C o m m issio n  o f C a li

fo rn ia  v. U n ite d  S ta te s , 3SS U. S. 534, 
542 (1958).

42 A b b o tt  L a b o ra to rie s  v . G ardner, 387
U. S. 136, 151-152 (1967).

13 512 F. 2d 688 (CA-2 1975), here
inafter cited in the tex t as “N N F A . ’’ 

“ 351 U. S. 192 (1955).
45 U. S . v . S to r e r  B ro a d ca s tin g  Co., 351 

U. S. 192, 203 (1955).
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The flavor of this judicial attitude is clear and forceful; there is 
no doubt in the Supreme Court’s assessment of their function vis-a-vis 
the “specialized agencies with broad powers.’’ The specific question 
involved here was whether the Federal Communications Commission 
(FCC) could promulgate rules without a hearing under a general 
grant of power. The Court agreed with the FCC argum ent: “. . . that 
rules may validly give concreteness to a standard of public interest. . . ,”46 47 
Likewise, in Federal Power Commission v. Texaco,*1 the Court ex
presses its concern with protection of the public interest by a gov
ernment agency:
“The rulem aking au thority  here as in S to re r , is am ple to provide the conditions 
for applications under § 4 or §7. Section 16 of the N atural Gas A ct gives the 
Commission power to prescribe such regulations “as it may find necessary or appro
priate  to carry  out the provisions of this Act.” W e deal here with a procedural 
aspect of a rate  question and with a certificate question tha t is im portan t in 
effectuating the aim of the Act to protect the consumer interest.”48

Thus, the Supreme Court is quite mindful of Congressional 
intent in statutes which were specifically intended to protect the 
public. Certainly the Federal Food, Drug, and Cosmetic Act is such 
a statute, perhaps one of the best examples of “pure’’ public in
terest legislation.

The other “thread” running through judicial thinking that often 
surfaces is the judiciary’s deference to a specialized agency’s ex
pertise. This was alluded to in Storer, 49 Strong enunciation of this 
judicial attitude is found in NNFA, where the Second Circuit stated 
that Congress intended the FDA to promulgate rules to facilitate 
the 1938 Act “rather than leave the decisions to the courts, which 
lack the medical and scientific knowledge essential to such decisions.”50

It has been stated that NNFA . . is strong authority for the 
proposition that the OTC monographs, if promulgated by proper 
procedure, are also valid and binding in judicial proceedings.”51 
Strong indications for judicial acceptance of the authoritative nature 
of the monographs is seen in Weinberger, Secretary of Health, Educa
tion, and Welfare v. Bentex Pharmaceuticals, Inc.,52 where the mono
graph approach to OTC review is described. Although in the form 
of dictum, the description gives a strong feeling of judicial approval 
of the monograph procedure.

,8 U . S . v. S to r e r  B ro a d ca s tin g  Co., 
su p ra  at 201.47.377 U. S. 33 (1963).

48 F e d e ra l P o zvc r  C om m ission  z \ T e x 
aco. 377 U. S. 33, 41 (1963).

48 See note 45, su p ra .

50 512 F. 2d at 699.
81 Ames and McCracken, “F ram in g  

R egula tory  S tan dard s  to  Avoid Form al 
A djudication: T h e F D A  as a Case 
S tudy,” 64 C alif. L . R e v . 14, 57 (1976).

82 412 U. S. 645 , 650 (1973).
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Although confident assertions are heard from industry chal
lengers that Congress did not intend Section 701(a) to give force 
of law to rules (in this case monographs) promulgated under itj*a 
it appears that there is little judicial precedent upon which to base 
these assertions in the food and drug law area. Other commentators 
are just as adamant in asserting that Section 701(a) regulations 
do have the force and effect of law:
“Section 701(a) is the sole au thority  for issuing in terpre tive and advisory reg u 
lation. A u thority  for issuance 'of substantive regulations which implement the 
statute is derived from the express au thorizations contained in the respective 
sections as w e ll as fro m  S e c tio n  7 0 1 (a ) .’K'' (E m phasis supplied.)
In light of the public interest aspect and the judicial deference to 
the FD A ’s expertise, it is to be expected that the monographs pro
mulgated under Section 701 (a) will carry the force and effect of law.

Since the monographs are promulgated as substantive and not 
interpretive, the Administrative Procedure Act (APA) requirements 
for such rulemaking must be followed; primarily this requires adequate 
notice to interested parties, hearings before adopting the rules, and 
opportunity to participate through submission of written data.53 54 55 
There appear to be no allegations from industry that the require
ments of the APA have not been met.

Assuming the substantive nature of the properly promulgated 
monographs, where does this leave the industry challenger? The 
substantive characterization of the monographs closes many legal 
options due to higher standards of review:
“ If the agency [F D A ] relies on outside experts in reaching a decision, it is 
difficult to see how that action can ultimately be characterized as 'arbitrary or ■ capricious’ by any co u rt.”56
W ith this legal maneuver foreclosed, industry must rely at this point 
on scientific options. Industry challengers are invited to present their 
data to the monograph panel who will be examining all scientific 
data available on a given compound or drug. The participation by 
industry at this point could be crucial if their scientific backup is 
substantial and weighty enough to persuade the panel. If the chal
lenger’s data on his compound or drug prove effectiveness, the mono
graph will so reflect and the compound or drug then meets the

53 W hyte, W arren  E., “T he F D A ’s 
O T C  D rug  Review,” 28 F ood D r u g  
C o s m k t ic  L a w  J o u r n a l  381, 384— 388 
(June, 1973).

54 M ark e t T h e  Im p a c t o f the F ed era l
A d m in is tr a t iv e  P ro ce d u re  A c t  on the

F ed era l F o o d , D ru g , and  C osm etic  A c t ,  
in Federal Administrative Procedure Act 
and the Administrative Agencies 389 (G. 
W arren ed. 1947).

55 5 U. S. C. Sec. 553 (1975).
50 Whyte, sup ra  at 452.
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requirements of the monograph. No further action is required by 
the manufacturer—his product meets the requirements of the mono
graph and is thus free to be marketed. Thus the arena of confronta
tion is moved from the legal to the scientific.

It is this w riter’s opinion that the resulting shift from legal tq  
scientific is desirable and perhaps envisioned by the judiciary. The 
desirability arises from the fact that the monographs determine 
highly specialized complex, technical m atters whereas courts are 
arenas for more generalized problems. Although the practice of 
law is now feeling pressures to specialize, it is still often characterized 
as the last hold-out of the generalist. Thus, the generalized court 
has stated often that it did not feel qualified to rule on highly 
complex technical m atters for which Congress has seen fit to create 
the specialized, technical agencies to handle. By finding the mono
graphs substantive, the courts have prevented conflicts from arriving 
in court to be reviewed on the “substantial evidence” basis which 
would require the court to make a scientific determination. The 
arbitrary and capricious rule is such an extreme standard as to be 
virtually foreclosed by the agency’s use of recognized outside ex
perts.57 Courts appear to be saying that highly complex, technical 
scientific matters must be left to the scientists, not the courts.

The logical question now is the method for selecting the panel 
and does the panel represent a broad spectrum of biases or can 
the selection be manipulated to result in a narrow range of views 
preferred by the FD A ? This very question often was presented in 
the comments submitted to the proposed rulemaking58 and leads 
to the next major point of discussion.
(II) T h e  S e le c t io n  o f  M e m b e rs  fo r  th e  M o n o g ra p h  A d v is o r y  R e v ie w  P a n e ls

It is obvious in light of the substantive nature given the mono
graphs by the courts that selection of members for the monograph 
review panels is of major significance. For those working in science, 
the myth of the objective, non-biased scientist is often heard but such 
a paragon of rational, logical nature is rarely, if ever, seen. This 
situation is also known to some people outside of science, particularly 
lawyers, who deal with scientists: “Since it is well known that 
medical experts can easily be obtained for almost any side of any 
controversial proposition .. . .”59

57 W hyte, su p ra  at 452. "9 W hyte, sup ra  at 4^2.
58 See note 29, supra .
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If the FDA were to appoint only panel experts who represented 
views favorable to itself, the resulting monographs would likely 
also represent such a viewpoint. In the proposed rulemaking, the 
FDA opened the door to participation in the selection of panelists 
without specifying the exact procedure:
“T he m em bers of a panel shall be qualified experts (appointed by the commis
sioner) and m ay include persons from  lists subm itted by organizations rep re
senting professional, consumer, and industry interests.”' 0
The statem ent in the final rules was the same.01 Since the make-up 
of the panel may itself raise due process questions, it has been sug
gested that the willingness of the FDA to allow industry to propose 
names to be considered for panel members is to prevent such a 
challenge.02 It should be noted that industry or consumer groups 
did not have the opportunity to propose names for the NAS-NRC 
Study which were held valid by the courts. It appears that the 
FDA may be giving more than perhaps it needs to in order to assure 
due process in the monograph procedures. A spokesman for the 
FDA has said as m uch:
“W e m ust assure, and th is is of critical importance, the fundamental fairness in 
the procedures tha t we have been devising. In the O TC drug review we have, if 
anything, gone overboard  in m aking certain tha t everybody has an opportunity
to partic ipate .”* 81 * 83

In 1973, the procedure in selecting panelists included suggested 
names, submitted to the FDA by interested parties (for example, 
industry and consumer groups). There were also two non-voting liaison 
members; one nominated by the Consumer Federation of America 
(consumers), the other nominated by the Proprietary Association 
(industry).04 The procedure appears to be the same now, although 
somewhat more formalized in general character due to Federal 
Advisory Committee Act (FA C A )65 requirements.60

Since the FDA is promulgating the rules under “notice and 
comment” procedures,07 why the due process worry with involving 
those to be regulated in the selection of panelists? It would seem 
that if only the “notice and comment” requirement were met, the

00 37 F . R . 85, 87 (1972).
81 37 F . R . 9464, 9473 (1972).
03 W hyte, su p ra  at 390.
83 H utt, Peter Barton, “Views on Su

prem e C o u rt/F D A  Decisions,” 28 F ood 
Drug Cosmetic Law Journal 662 (N ovem ber, 1973).

81 Yingling, Gary L., “The OTC Drug 
Review,” 28 F ood D r u g  C o s m e t ic  L a w  
J o u r n a l  273, 274 (April, 1973).

88 86 Stat. 770 (1972).
88 Pinco. Robert G„ “The F D A ’s OTC 

Review—The Light at the End of the 
Tunnel,” 31 F ood D r u g  C o s m e t ic  L a w  
J o u r n a l  141, 142 (M arch. 1976).

87 5 U. S. C. Sec. 553 (1970).
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FDA would have fulfilled its procedural requirements. Indeed, Con
gressional overseers have often viewed such an “unnecessary ac
commodation’’ by the FDA as suspect, perhaps even “chumminess’’ 
between the regulator and those to be regulated. This type of charge 
is regularly hurled at the FDA. 68' 69> 70 W hy then would the FDA 
risk another such charge by giving industry powders not demanded 
by Section 553 of the APA “notice and comment” procedures?

Section 553(c), APA, gives interested persons: “An opportunity 
to participate in the rule making through submission of written 
data, views, or arguments with or without the opportunity for oral 
presentation.”71

The participation required to be allowed here is through “written 
data, views, or argum ents,” and oral presentation may or may not 
be allowed. There is no indication of a need to allow interested 
persons to participate in the selection of agency panelists or advisory 
committees. The answer to FDA’s decision to do so is, I think, twofold.

First, as mentioned above, the OTC monograph approach to 
handling the OTC effectiveness reviews is a new and somewhat novel 
approach. I t is to be expected then that courts may be more critical 
in their review of the procedure—therefore, the FD A ’s desire to 
assure all reasonable due process protection considerations to the 
point of “going overboard.”

Second, some courts recently have expressed dissatisfaction with 
simple “notice and comment” procedure under Section 553(c), AFA, 
especially when the m atters at hand are highly complex and the 
decision has sizeable consequences.72 These courts have put extra 
requirements on Section 553(c), requirements resulting in “hybrid” 
or “notice and comment-plus” rulemaking. In Walter Holm & Co. 
v. Hardin,73 the Court of Appeals for the District of Columbia held 
that plaintiffs were entitled to hearings on issues of “crucial” importance 
with a limited right of cross-examination. The regulation was rule- 
making under notice and comment requirements and involved highly 
technical agricultural m atters (whether tomatoes of one-fourth inch 
greater diameter could be graded as “vine ripes” versus the one-fourth

68 Brown, Stephen A., “The Food and 
D rug Administration and the Impossible 
Dream,” 28 F ood D r u g  C o s m e t i c  L a w  
J o u r n a l  391 (June, 1973).

08 M. Mintz, B y  P re sc r ip tio n  O n ly  
(1967).

70 J. T urner, T h e  C h em ica l F e a s t
(1970).

71 5 U. S. C. Sec. 553(c) (1970).
72 W illiam s, ‘“ H y brid  R ulem aking’ U nder the A dm inistrative P rocedure 

A c t: A Legal and Empirical Analysis,” 
42 U. Chi. L . R e v . 401 (1975).

73 449 F. 2d 1009 (CA DofC 1971).
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inch smaller “m ature greens”). The results of the ruling had sug
gestions of maneuvering against the plaintiff economically. The Court 
fashioned a “half-way house” between the notice and comment re
quirements of Section 553 and the “on-the-record” of Section 556 and 
Section 557. APA.

In Mobil Oil Corporation v. FPC,1A the Court of Appeals for the 
District of Columbia held the plaintiff to be due cross-examination or 
some other substitute such as submitted questions to be either orally 
answered or answered in writing. Here, the Federal Power Commission 
(FPC) had issued a rule under “notice and comment” procedures 
setting minimum rates without having given the plaintiffs the par
ticulars of the procedures by which they reached their decision.

In International Harvester Corporation v. Ruckelshaus, 74 75 the Environ
mental Protection Agency (EPA ) had denied automobile manufac
turers a one-year deferral on automobile emission standards. The Court 
remanded with an opportunity for the automobile m anufacturers 
to have a limited right of cross-examination and a right to comment on 
certain materials put before them by EPA upon which they had 
not been given an opportunity to comment.

Thus, the FD A ’s grant of participation in the panel makeup, 
grant of nonvoting liaison members may be provided to preclude or 
at least reduce the risk of a court remand for a “hybrid” or “notice 
and comment-plus” rulemaking. The EPA has developed several means 
of its own to supplement the “notice and comment” requirements 
to insure the participation of its regulated manufacturers: “ (1) an 
advance written statem ent of m ethodology; (2) an inquiry confer
ence, on or off the record ; and (3) written agency answers to inter
rogatories.”76

It appears at this point that there is a reasonable amount of 
flexibility in such additional procedures; the main point being that some 
courts are unsatisfied with a “bare-bones” Section 553, APA, ap
proach, especially in areas of technologically and scientific complexity 
in conjunction with severe results to the regulated industries. In 
such cases, the courts did not go so far as to require the formality of 
on-the-record hearings following Section 556 and Section 557, APA, 
because the enabling statute did not so require. But it is clear that 
minimal Section 553 requirements did not suffice.

74 483 F. 2d 1283 (CA DofC 19 73). 70 W illiam s, su p ra  at 448.
7E 478 F. 2d 615 (CA  DofC 1973).
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Thus, the FD A ’s design of participation by manufacturers, in the 
selection of panelists may also be a mechanism to insure sufficient par
ticipation in the rulemaking process to satisfy the possible need a 
court may find for “hybrid” rulemaking as well as the wish to satisfy 
general due process or “fair play” requirements.
(Ill) T h e  M o n o g r a p h  A p p r o a c h  to  O T C  D ru g  R e v ie w

Previously it was noted that in this country there are marketed 
between 100,000 and 500,000 different OTC products which must be 
reviewed as to the effective standard of the 1962 Amendments. The 
NAS-NRC Study looked at a small sample of these OTC products 
and found only 25 percent of them to be effective. The FDA then 
was faced with the enormous task of reviewing the effectiveness of an 
enormous number of products; so many as to be logistically impractical, 
if not impossible, if attempted on a drug-by-drug basis. The demand 
to remove ineffective drugs stated in the 1962 Amendments certainly 
would be thwarted in a time sense even if the drug-by-drug ap
proach were feasible in terms of the FDA’s resources at hand to 
accomplish the review. The obvious option available to the Agency 
would be to group drugs according to some logical procedure. It was 
determined that the entire OTC market was composed of about 200 
chemicals in various combinations and formulations and that certain 
subgroups of the 200 were offered to have a specific therapeutic 
effect. Flence, there was a decision to list the 26 categories according 
to therapeutic effect (for example, antacids, laxatives, anti-perspirants, 
bronchodilators and antihistamines, etc.).

Comments offering the opinion that such an approach is not 
valid were numerous.77 The rationale given by the FDA in the pro
posed rulemaking involved the logistical impossibility of the FDA 
carrying out the review on a drug-by-drug basis. Several comments 
stated that such considerations were not proper since more man
power and funds could be obtained for the purposes of the review. 
The FD A ’s position was: (1) the funds for such an unwieldy exer
cise were not available; and (2) even if funding were available, 
the results of such an enormous undertaking would be “confusing” and 
“cumbersome.”78 One probable unacceptable result would be the 
case where one OTC drug would be removed from the market while 
a similar one could remain on the market for an extended period of 
time.79 This occurrence would be unfair among the manufacturers 
as well as fail in protecting the consumer, which is the intent of the

77 See note 29, supra . 79 Id . at 946S.
78 3 7 F . R . 9464, 9465 (1972).
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1962 Amendments. For lack of a better alternative, the therapeutic 
class approach would be followed.

The main complaint of the manufacturers arises from the fact 
that the manufacturers are used to being dealt with by the FDA on 
a drug-by-drug basis in the NDA withdrawals. Even though there 
is a logical need to handle the situation through therapeutic classes, 
industry may still question the validity of the approach. However, 
in the Permian Basin Area Rate cases,80 the Supreme Court upheld 
the FPC class-approach to rate determination by class proceedings. In 
a drug manufacturer's case, Hoffman-La Roche v. Kleindienst,81 the 
Court of Appeals for the Third Circuit approved a class approach : 
“Here the final order will apply across the board to all producers, 
wholesalers, and distributors of Librium and Valium as well as to 
pharmacies and physicians.”82 The reasoning the Court used to arrive 
at this approach w as: “quick action to protect the public, and the 
need to treat similarly situated drug products similarly.”83 These 
are quite similar reasons in the same segment of the economy as 
the FDA proposes to support its therapeutic class approach.

In an im portant recent drug case, Hynson, the Supreme Court 
held tha t:
“T he com prehensive, ra ther than individual trea tm en t m ay indeed be necessary 
for quick effective relief . . .  to  require separate judicial proceedings to be brought 
against each, as if each were the owner of Black Acre being condemned, would be 
to create delay w here in the in terests of public health there should be prompt 
action. A single adm inistrative proceeding in which each manufacturer may be 
heard  is constitu tionally  perm issible m easured by the requirem ents of procedural 
due process.”84
Here the question was whether the FDA could move on all the 
manufacturers of a drug manufactured as a result of one NDA held 
by the original manufacturer. The court approved the FD A ’s mov
ing on the “pioneer drug” and the “me-toos” in one proceeding 
in another case.83

Thus, the logical and open expression by the FDA of reasons 
for the therapeutic class approach and judicial attitudes which ap
prove such reasons would suggest that FDA’s approach will be found valid. 
Finally, in Bentcx, the Supreme Court appears to have expressed 
its approval of the therapeutic class approach, although in dictum:

80 3 90 U. S. 747, 784 (1968). 84 Hynson, sup ra  at 624-625.
81 478 F. 2d 1 (CA-31 1973). 8" U S V  P h a rm a c e u tic a l C arp. v. W e in -

Id . at 13. b erger. S e c re ta ry  o f H ea lth , E du ca tio n ,
85 Ames and McCracken, sup ra  at 67. and W e lfa re , 412 U. S. 655 (1973 ).
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“F D A  has also realized tha t it is im possible to apply the 1962 am endm ents to 
over-the-counter (O T C ) drugs on a case-by-case basis. There are between 100,000 
and 500,000 of these products, few of which were previously approved by FD A. 
In May, 1972 FD A  adopted a procedure for determining w hether O T C  products not 
covered by N D A ’s are safe products, not ineffective, and not m isbranded. 37 
F ed . R e g . 9464.”80

In light of administrative exigency and the voices of the courts, 
the question of the validity of the therapeutic class approach is probably 
no longer in doubt; the approach can be expected to be upheld 
if ever challenged in court.
(IV) T h e  G r a n d f a t h e r  C la u s e s  o f  th e  1 9 3 8  A c t  a n d  th e  1 9 6 2  A m e n d m e n ts

In the proposed rulemaking, it was noted that very few of the
100,000 to 500,000 OTC drugs were covered by NDAs under Section 
505 of the 1938 Act. The mechanism of withdrawal of an NDA 
would not reach these drugs. The proposal was to reach the OTC drugs 
not under NDAs as not GRASE under Section 201(p)(l) definition. 
Obviously, if the OTC drugg were found by the monograph panels 
to be ineffective, they could not meet the GRASE requirements of 
Section 201(p)(l) and, therefore, be, by definition, a “new drug” 
requiring the filing of an NDA. The NDA would, of course, be denied 
if the drug were ineffective.

The problem of the “grandfathered” drugs came as a result of 
the last portion of Section 201(p )(l) of the 1938 Act:
“. . . except that such a drug not so recognized shall not be deemed to be a “new 
drug” if at any time prior to the enactment of this act it was subject to the Food and 
Drugs Act of June 30, 1906, as amended, and if at such time its labeling contained the 
same representations concerning the conditions of its use . . . .”86 87

This grandfather clause would exempt those pre-1938 drugs 
which had been subject to the 1906 Act from the “safe” requirements 
of the 1938 Act. There being no “safe” requirement, these drugs 
were then not liable to action under Section 505 since they are not 
“new” drugs.

Similarly, the 1962 Amendments had a grandfather clause:
“In the case of any drug  which, on  the day im m ediately preceding the enactm ent 
date, (A ) was commercially used or sold in the United States, (B ) was not a new  
drug  as defined by section 201 (p) of the basic act as then in force, and (C ) was 
not covered by an effective application under Section 505 of th a t act, the am end
m ents to  Section 201 (p) m ade by th is act shall not apply to such drug when in
tended solely for use under conditions prescribed, recommended, or suggested in 
labeling with respect to such drug on that day.”88

86 Bentex, su p ra , at 65 0 . 88 Sec. 107(c) (4 ), 76 Stat. 780 (1962).
87 Sec. 201 (p) (1 ), 52 Stat. 1040 (1938).
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I t  is obvious that the Congress intended to exempt from the 
new “effective” requirement of the 1962 Amendments those drugs 
which were “generally recognized as safe”—not “new” under the 
1938 Act, and those drugs not covered by NDAs (Section 505 of 
the 1938 Act).

The OTC drugs under NDAs could be reached for withdrawal 
by the monographs under Section 505(e)(3) :

. . or (3) on the basis of new  information before him [Secretary, D H E W ] with 
respect to such drug, evaluated together with the evidence available to him  when 
the application was approved, th a t there is a lack of substantial evidence that the 
drug will have the effect it purports or is represented  to  have under the conditions 
of use prescribed, recommended, or suggested in the labeling thereof; . . . ,”89

The data accumulated by the monograph panels could thus be 
used for the withdrawal of an NDA and, therefore, the “not effective” 
OTC drug. However, those drugs which were grandfathered in the 
1938 Act and the 1962 Amendments could not be handled in this manner. 
The Congressional intent being clear as to the “effective” require
ment, the FDA had to look elsewhere in the 1938 Act for power to 
remove those OTC drugs which were grandfathered and found 
“not effective” by the monographs. Section 301 provided a route 
of reaching such drugs through the misbranding approach;
“T he following acts and the causing thereof are hereby prohib ited: (a) T he in tro 
duction or delivery for introduction into interstate com m erce of any food, drug, 
device, or c'osmetic th a t is adulterated  or m isbranded.”“0

If an OTC drug is not effective, is it also misbranded? Section 
502 of the Act states: “A drug or device shall be deemed to be mis
branded— (a) If its labeling is false or misleading in any particular.”91

Is lack of effectiveness “misleading in any particular” ? It would 
logically seem so.

The industry challengers may argue that the FDA should not 
be able to circumvent the intent of Congress to grandfather these drugs 
by the use of another provision of the 1938 Act. However, Section 
502 was a part of the Act as passed in 1938; the grandfather clause 
applied only to the definition of “new drug” (Section 201 (p) (1)) of 
the 1938 Act. Therefore, Congress was interested in exempting exist
ing drugs from the new “safe” requirement in the new drug defini
tion, but no mention was made of exempting the pre-1938 drugs from 
the misbranding provision (Section 502). W hat is seen here are * 80

89 Sec. SOS (e) (3 ), 52 Stat. 1040 (1938). 01 Secs. 502, 502(a), 52 S tat. 1040
80 Secs. 301, 301(a), 52 S tat. 1040 (1938).

(1938).
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two entirely independent sections of the Act. There is no reason to 
assume (since there is no evidence for the basis of the assumption) 
that Congress intended to grandfather drugs from the misbranding 
provision. It is even more unlikely that Congress would have such 
an intention since the misbranding provision was in the 1906 Act 
as well as in the 1938 Act, and the 1962 Amendments left the pro
vision intact. The Act taken as a whole has the flavor of a strong 
consumer protection statute in a highly technological and complex 
sector of the economy. In the face of the explicit language of Section 
502, an argument that Congress intended free-marketing of drugs 
found to be “not effective” for the purposes for which they are labeled 
and sold is tenuous. If the grandfather status is attacked in court, 
it would be hard to predict the outcome. The technical nature of the 
area and a possible appearance of “maneuvering” on the part of the 
FDA may make the decision in court a difficult and complex one.

It should be pointed out here that manufacture of misbranded 
drugs is a prohibited act under Section 301 which can bring criminal 
penalties on executives of the drug companies under Section 303. 
The misbranding approach ends in quite different results, more severe 
than those which result under the withdrawal of an NDA. The 
criminal penalties are undoubtedly one reason industry may vigorously 
oppose this alternative approach by the FDA.
(V) T h e  U s e  o f  S u m m a ry  A d ju d ic a t io n  b y  th e  F D A

In the proposed rulemaking, the FDA presented its procedure 
for removal of OTC drugs which do not meet the conditions as set 
forth in the m onograph:
“ O nce a m onograph becom es a binding substantive ru le pursuan t to subparagraph 
(1) of this paragraph, an O TC drug falling within the category of drugs covered 
by th a t m onograph shall, p rior to its m arke tin g  either com ply with all of the 
conditions established in that monograph or be the subject of an approved new- 
drug-application. A ny such drug which fails to  m eet one or o ther of these two 
conditions shall be in violation of the act and shall be subject to s u m m a ry  c o u r t p ro 
cedure  for a  determ ination  of illegality .”9* (E m phasis supplied.)

The summary court procedure referred to was of a type which 
had already been used in withdrawing prescription drug NDAs on the 
basis of the NAS-NRC Study. It is quite interesting to note that 
the final regulations did not state the summary court procedure would 
be used: “ (12) Regulatory action. Any product which fails to con
form to an applicable monograph after its effective date is liable to 
regulatory action.”93 92

92 37 F . R . 85, 88 (1972). 03 37 F . R . 9464, 9475 (1972).
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A possible reason for removing the specification for summary 
judgment may be that although the procedure had been used with the 
NAS-NRC Study, it was being challenged in court. If the FDA tied 
itself down to the summary judgment procedure which might later 
be found invalid in court review, the regulations would have to be 
modified, again with the lengthy notice-and-comment procedure. By 
stating the regulatory action in such broad terms, the FDA has 
avoided such an undesirable future event.

The summary judgment procedure has been challenged in an 
interesting series of cases. The decision on whether summary judgment 
is appropriate is one which requires almost as much scientific judg
ment as legal judgment. Since the question of whether the plaintiff re
quires a hearing or instead can be moved against through summary 
judgment is one which has such dire legal consequences, the courts have 
not been able to back off as they did with the monographs (declar
ing the monographs substantive and subject only to arbitrary and 
capricious standard of review). In the summary judgment situation, 
the courts find themselves inextricably drawn into a highly sig
nificant legal question whose answer depends to a great extent on 
scientific judgments. The results of such an incongruous situation 
are, as might be expected, very uneven.

The basic scenario for calling on the summary judgment proce
dure for the NAS-NRC Study on prescription drugs is as follows. 
The 1962 Amendments direct disapproval of new NDAs for drugs 
which are not effective and withdrawal of old NDAs whose drugs were 
later found to be not effective, i f : “. . . there is a lack of substantial 
evidence that the drug will have the effect it purports or is repre
sented to have under the conditions of use prescribed . . . ,”94

The all crucial words “substantial evidence” mean
“. . . evidence consisting  of adequate and well controlled investigations, including 
clinical investigations by experts qualified by scientific training and experience to 
evaluate the effectiveness of the drug involved, on the basis of which it could fairly 
and responsibly be concluded by such experts tha t the d rug  will have the effect 
it purports or is represented to have under the conditions of use prescribed . . . ,”°s

Using the statutory language above, the FDA formulated regulations 
which would particularize the types of data which would qualify for “sub
stantial evidence” characterization. Basically the regulations require:

(1) a statem ent of the objectives of the experiments;
(2) description of the methods used to select various test and

control groups and procedures which would reduce any biases present;
94 Sec. 102(c)(5), 76 S tat. 780 (1962). 95 Sec. 102(c), 76 S tat. 780 (1962).
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(3) description of methods to be used in recording- d a ta ; 
selection of methods best suited to minimize b ias;

(4) description of control groups and why the control is 
va lid ; and

(5) a summary of results obtained including any suitable 
statistical analyses.96
W ith the characterization of “substantial evidence” now particu

larized, the FDA can go to Section 102(c)(5) of the 1962 Amend
ments and can withdraw NDAs on the basis of lack of “substantial 
evidence” of effectiveness. However, under the NDA withdrawal 
procedure: “The secretary shall, after due notice and opportunity for 
hearing to the applicant, withdraw approval.”97 (Emphasis supplied.)
Thus, the FDA is directed by the statute to. give the applicant a hear
ing prior to withdrawal. The FDA has conceded that the hearing 
envisaged here is the formal, on-the-record type of Sections 556 and 
557, APA.98 The FDA had only two hearing examiners99 and had 
suffered through some seemingly endless hearings on vitamin-mineral 
supplements and on peanut butter.100 The practical problem arose 
from the fact that there were nearly 4,000 prescription drugs on the 
market with effective NDAs that had to be examined by the NAS-NRC 
Study. A sizeable number could be expected to require withdrawal 
actions (70 percent of the claims were found unw arranted)101 which 
would logistically be impossible resulting in thwarting the 1962 Amend
ments to the Act.

The option of a summary judgm ent procedure akin to that found 
in Rule 56(c) of the Federal Rules of Civil Procedure (FR C P) was 
considered.102 The requirement for the use of such procedure would 
be, as in the FRCP, that there is “no genuine issue as to any material 
fact.” At such an NDA hearing, it would be expected that the em
battled manufacturer would submit any data that would give any 
support to the possibility of “effectiveness” of its drug. In the past, 
such “data” as testimonial letters of practitioners and even patients 
had been received by the FDA, but the Agency had promulgated 
regulations stating the requirements for substantial evidence.103 If

90 35 F . R . 7251 (1970).
97 Sec. 505(a), 52 S ta t. 1040 (1938).
98 Am es and M cCracken, sup ra  at 19.
99 Id . at 20.
100 M arcus, Daniel, “T he New FD A  

H earin g  R egulations—An A nalysis,”

29 F ood D r u g  C o s m e t i c  L a w  J o u r n a l  

336, 337 (June, 1974).
101 Ames and McCracken, su p ra  at 18.
102 Id . at 17.
loa See note 96, supra .
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no data could meet these standards, then there would be “no genuine 
issue as to any material fact’’ and the FDA could move by summary 
judgm ent to withdraw the NDAs for prescription drugs found not 
effective by the NAS-NRC Study. The FDA proceeded in this direc
tion, withdrew NDAs, which led to an interesting series of cases.

In Upjohn Co. v. Finch104 and in Pharmaceutical Manufacturers’ 
Association v. Richardson, 105 the manufacturers attacked the NAS-NRC 
Study and demanded a hearing to cross-examine the NAS-NRC panel. 
The manufacturers had submitted various types of data which the 
FDA had stated did not meet the substantial evidence test as de
manded in its regulations.106 There being no “substantial evidence” 
of effectiveness, the FDA had moved via summary judgm ent to w ith
draw the NDAs.

Both courts relied on Storer and FPC v. Texaco in finding the sum
mary judgm ent procedure valid. In Storer, the Court had stated:
“W e agree with the Contention of the Com m ission tha t a full hearing, such as 
is required by § 309(b), n. 5, su p ra , would not be necessary on all such applications 
. . . W e do not th ink  C ongress intended the Com m ission to w aste tim e on appli
cations tha t do not 'state a valid basis fo r a hearing .”107

The question was whether the FCC could refuse an application 
for a television station license w ithout a hearing when the applicable 
rules stated that the applicants must have a hearing before denial of 
an application.

In FPC v. Texaco, the Court stated:
“. . . the s ta tu to ry  requirem ent for a hearing  under § 7 does not preclude the 
Commission from particularizing sta tu to ry  'Standards through the  rule m aking 
process and barring at the threshold those who neither measure up to them nor show 
reasons why in the public in terest the rule should be waived.”108

Both cases seem on point as far as the procedures used by the FDA 
are concerned. The FDA had, by rulemaking, particularized the sta t
utory standard109 and had barred at the threshold those who did not 
measure up to this standard.

One unstated consequence of the summary judgment procedure is 
that the manufacturer must bear the burden of showing that there 
is a “genuine issue as to any material fact.” His failure to do so 
triggers and validates the summary judgm ent procedure.

In Hynson, the Court specifically validated the FDA summary 
judgm ent procedure:

104 422 F. 2d 944 (CA-6 1970). 107 S to re r , supra , at 205.
i°s F P C  v. T ex a c o , supra , at 39.
100 See note 96, supra .

105105 318 F. Supp. 301 (DC Del. 1970).
106 See note 96, supra .
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“W hat the  agency [F D A ] has said then, is th a t it will not provide a formal 
hearing where it is apparent at the threshold tha t the aipplicant has not tendered 
a ny  evidence which on i ts  face  meets the sta tu to ry  standards as particularized  by 
the regulations.
“T he propriety  of such a procedure was decided in U nited  S ta te s  v. S to r e r  B ro a d 
castin g  Co. . . . There can be no question th a t to prevail a t a hearing  an applicant 
must furnish evidence stemming from “adequate and well-controlled investigations.” 
W e cannot im pute to  Congress the design of requiring, nor does due process de
mand, a hearing  when it appears conclusively from  the applican t’s “p leadings” 
that the application cannot succeed.”110

Thus, the FD A ’s summary judgment procedure seemed to be well 
established. However, in Hynson, Hynson had argued that its submis
sion was sufficient to w arrant a hearing. The Commissioner obviously 
did not agree. However, the Court agreed with Hynson. The decision 
as to the sufficiency of scientific data to meet the substantial evidence re
quirement is scientific, not legal, in character. Thus, the court doffed its 
judicial robes and donned the white laboratory coats to read the regu
lations which establish “substantial evidence,” from whence they 
made the scientific judgment. Although the Supreme Court has not 
stated openly its reticence in making scientific decisions, other courts 
have done so,111 and the Supreme Court has on other occasions de
ferred to specific technical agency expertise. The difficulty appears 
to be that a legal decision (summary judgm ent) lies upon a scientific 
decision (whether there is a genuine issue as to any scientific fact). 
The scientific decision-making in Hynson led to a predictable result in 
the next case to challenge the summary procedure, E. R. Squibb & 
Sons, Inc. v. Weinberger}12 In Squibb, the Court of Appeals for the 
Third Circuit donned their white laboratory coats and adjudged the 
scientific data submitted by Squibb to be substantial evidence of the 
effectiveness of the drug in question and vacated the FDA’s summary 
judgment.

In the next challenge, Cooper Laboratories, Inc. v. Commissioner, 
FD A,11S the Court of Appeals for the D istrict of Columbia Circuit was 
faced with the same type of question. However, wishing to avoid 
delving into the specific scientific facts as the Hynson and Squibb courts 
had done, the Cooper Court searched Hynson for general rules more 
amenable to court decisions than specific scientific facts. In attem pting 
to do so, the Court stated that the reviewing court must ascertain :

. . w hether the C om m issioner’s findings accurately  reflect the study in question 
and if they do, w hether the deficiencies he finds conclusively render the study 
inadequate or uncontrolled in light of the pertinent regulations.”11*

110 H y n so n , su p ra  at 620-621. 113 501 F. 2d 772 ( CA DofC 1974).
111 See note 50, sup ra . 114 Id . at 777, n. 14.
112 483 F . 2d 1382 (CA-3 1973).
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Having made this valiant effort to abstain from technical and scientific 
matters, the Court proceeded to determine whether or not two clinical 
studies were only “partly-controlled” instead of “well-controlled.” To 
do so effectively would require examining Cooper’s submissions in 
light of the regulations115 which requires such scientific decisions as proper 
patient selection, assignment of subjects to minimize bias, etc. A 
majority of the Court found the studies deficient, and the FD A ’s sum
mary judgment was affirmed. However, the majority warned the 
Agency that its criticism of Cooper's data was insufficient due to lack 
of explicitness. Judge Leventhal filed a dissent also criticizing the 
FDA for poor quality of work in finding Cooper’s data lacking sub
stantial evidence.

The cases since Hynson have disturbed several commentators as 
well as the parties involved. The discomfort. I think, arises from the 
obvious uneasiness and lack of confidence shown by the courts when 
they enter the scientific decision-making arena. If the courts rely 
completely on the FDA to make the scientific decision, then the courts’ 
decisions on summary judgment, in effect, are made by the FDA. 
This is not a desirable result for obvious reasons. If the courts rely 
on themselves to make the scientific decisions, the results are as in 
Squibb and Cooper, which show a lack of confidence and scientific 
understanding.

Perhaps a solution to this problem may be found in a mechanism 
similar to the FD A ’s monograph approach; that is, the selection of 
panel by the court composed of non-FDA scientists who can, by train
ing and experience, make scientific judgments. They then can report 
back to the court concerning the scientific adequacy of the submitted 
data in light of the FD A ’s technical regulation requirements.

Challenges to the FDA’s summary judgm ent procedures have 
been made on other grounds. In Hess & Clark, Division of Rhodia, Inc. 
v. FD A,116 the manufacturer argued that the FDA had used a “new” 
test procedure (radioactive labeling of the drug in question and ex
amining tissue for its presence by sophisticated instrum entation) and 
had not notified Hess & Clark so that it could present data against 
the “new” procedure. Hess & Clark argued that it had not been given 
adequate notice of the methodology and therefore not a fair oppor
tunity to raise issues of fact. The court agreed with Hess & Clark. 
This decision appears to be a straightforward legal decision with few 
problems in the purely scientific realm.

"" See note SO, sup ra . 110 495 F. 2d 975 (CA DofC 1974).
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As far as the summary judgm ent procedure is concerned, there 
are obvious problems presented to courts in terms specific, scientific 
facts to be determined. An acceptable procedure needs to be designed 
to accomplish this. However, the FDA's use of the summary judg
ment procedure itself has, clearly been judicially approved.
(VI) T h e  Im p a c t  o f  th e  S u p r e m e  Court D e c is io n s  o f  1 9 7 3

I t  would be inconceivable to discuss the OTC review procedures 
and the summary judgm ent procedures without mentioning the im
pact of four Supreme Court cases that came down on the same day, 
June 18, 1973, and which had a profound effect on many aspects of 
food and drug law, especially those aspects relating to drugs. The 
four cases are Hynson, Bentex, Ciba Corp. v. Weinberger, Secretary of 
Health, Education and Welfare117 118 and U SV Pharmaceutical Corp. v. Wein
berger, Secretary of Health, Education and Welfare.115 References to 
effects of Bentex on specific aspects of tire OTC review were discussed 
previously.

Several consequences of the decisions have indirect, if not direct, 
effects on the OTC review.

First, in Hynson. Bentex and Ciba, the Court stated that the FDA 
has primary jurisdiction to determine whether or not a drug is “new” 
(requiring an N D A jor “not new” (GRASE). Consequential to this 
is that the FDA has “administrative finality” and court review will 
be based on the “arbitrary and capricious” standard. Thus FDA rules 
(and the OTC monographs) have substantive effect.

Second, in Ciba, the Court stated that plaintiffs could litigate this 
issue only through the FDA, then the courts. If the manufacturer did 
not enter into administrative litigation with the FDA over the “new 
drug” issue, it would be foreclosed from doing so in any court.

Third, in Hynson,119 the FD A ’s summary judgm ent procedure 
with its “substantial evidence” standard particularized by regulations 
was found “appropriate” by the Court. The Court even published the 
regulations particularizing “substantial evidence” as an “Appendix to 
Opinion of the Court.” Thus, the FD A ’s requirements for data which 
can be considered in determining “substantial evidence” has been published 
in a Supreme Court opinion. This deletes much “data” previously 
used, especially testimonial letters of physicians, etc.

117 412 U.S. 640 (1973). 1111 H y n so n , supra.
118 412 U.S. 655 (1973).
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Fourth, the grandfather clauses were restricted to apply only to 
drugs which had never been subject to an NDA in Hynson and USV. 
In Bentex, the FDA was stated to have primary jurisdiction over 
determining grandfather status of a drug. This removes a number of 
OTC drugs from possible “grandfather” status.

Fifth, in USV, the Court stated that when an NDA was with
drawn, all similar drugs or “me-too's” would also be withdrawn with 
it. Thus, the FDA can move against one drug manufactured by sev
eral companies in one action.

Sixth, in Bentex, the OTC procedure was approvingly described 
in dictum.

In general, the most consistent theme of these decisions is the 
giving of more direct decision-making authority to the FDA in the 
technical, scientific a ren a ; hence, the Court’s statement that primary 
jurisdiction, summary judgm ent and administrative finality reside in 
the FDA. The Court’s reasoning here appeared to be that courts and 
judges do not have the expertise in difficult chemical issues while the 
FDA does.

The grandfather clause limitation expresses the Court’s apparent 
reading of the Act as having a strong consumer protection purpose.

The “me-too” drug decision and the approving description of the 
OTC procedures appear to take into account the intent of Congress 
to have meaningful standards of safety and effectiveness for drugs 
and the FD A ’s limited resources to perform this function.

The four cases in balance are very supportive of FD A ’s proce
dures for achieving the tasks set out for it by Congress.

Conclusion
The FDA, faced with the task of reviewing up to 500,000 OTC 

drugs for effectiveness and removal from the market of those which 
are “not effective,” has, through innovation in administrative law, 
developed a procedure to accomplish this task using limited resources. 
The courts, recognizing the intent of Congress in establishing expert 
administrative agencies, have accorded the FDA substantial authority 
in scientific and technical aspects of this OTC review but retained to 
themselves legal authority. Although some issues have not yet re
ceived final court decisions, the basic procedures have received court 
approvals reaching, in some cases, to the Supreme Court. [The End]
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Public Participation 
in Toxicology Decisions

By PETER BARTON HUTT

Mr. Huft Is a Partner in the Law Firm of Covington & Burling.

T N  A PA PER  on “Safety Regulation in the Real W orld,” delivered 
in 1973 at the F irst Academy Forum sponsored by the National 

Academy of Sciences, I identified the following five obstacles to reasoned 
scientific decision-making on safety issues :

(1) The scientific data base is seldom adequate to make a 
definitive safety judgm ent on any substance.

(2) Even when substantial safety data are available on a 
particular substance, there is seldom scientific agreement on the 
meaning or significance of that information.

(3) Even assuming that an adequate base of scientific data 
were available, together with scientific agreement on the meaning 
and significance of the data, there appears to be no public or 
scientific consensus today on the risk or on the uncertainty accept
able to justify the marketing of any substance for public use.

(4) There is enormous and continuing public pressure for 
governmental agencies to resolve whatever may be the latest 
current safety issue promptly and decisively.

(5) Regardless of the outcome of the decision, those who dis
agree with it will continue to pursue the m atter through all avail
able channels, while those who agree with it will inevitably re
main silent, preparing themselves for the next issue.

I predicted, in that paper, that these obstacles would not change dramat
ically in the near future. Certainly, the events of the intervening four 
years have sustained that prediction.

I also identified three procedural mechanisms as the only realistic 
ways to surmount these obstacles :
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(1) Governmental agencies must be opened up to assure pub
lic access to and participation in all decisions, including safety 
decisions.

(2) Advisory committees of outside independent experts must 
be used by governmental agencies to broaden the base of their 
decisions on safety issues.

(3) Governmental agencies must provide full and careful artic
ulation of the background and reasons for their safety decisions.

The United States Food and Drug Administration (FD A ) has made 
considerable progress in this direction, but much still remains to be done.

In this paper, I shall begin where I left off in that 1973 paper. In 
particular, I shall focus on the future implementation of the three pro
cedural mechanisms I identified as essential to assure that toxicological 
evaluation and decision-making proceeds on a rational scientific basis.

My thesis is that both the procedural structure and the substan
tive principles that govern the toxicological evaluation of any sub
stance that is subject to regulatory control by a government agency 
must lie spelled out in written rules, subjected to the intense scrutiny 
of public comment, exposed to rigorous review in the courts, and then 
followed by the government in the same way that it must adhere to 
any other written rule. Indeed, it is my belief that the failure of gov
ernment agencies to pursue this approach has been responsible in large 
part for the continuing public controversy about the safety of many 
substances that are widely used today, and for the lack of public 
acceptance of many recent toxicology decisions.

This thesis has been uniformly unpopular with scientists, both 
inside and outside the government, whenever I have advanced it in 
the past. There appears to be a mystic belief that the science of toxi
cology is really a black art, known only to those who practice it, and 
that mere written words are incapable of reflecting its obscure subtleties 
and permutations. Skeptics, on the other hand, question whether this 
professed distaste for rules reflects a lack of true scientific rigor in 
this field or, even worse, a simple parochial desire to fence out an 
increasingly inquisitive public.

I shall not attem pt to resolve that debate in this paper, because 
it is not central to the thesis I am advancing. Suffice it to say that, 
regardless of the limitations of what we now' know about the science 
of toxicology, or the motives of those who would restrain public par
ticipation in toxicology decisions, the force of current events is carry
ing all of us inexorably toward a degree of openness in government.
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and public intervention in toxicology, that has not previously been 
imagined. It is that process with which I shall deal in the remain
der of this paper.

I
Many scientists believe that the increasing concern about toxi

cology by legislators, government agencies, and, indeed, the public at 
large, can be traced to the fears generated by a few maverick malcon
tents who are intent on destroying public confidence in the safety of 
our modern technology and in the competence of toxicologists to 
protect us from serious hazards. I see little or no evidence to sup
port that belief.

Instead, it is the very enormity and complexity of our modern 
technology itself that has allowed these concerns to develop and multiply. 
Our genius for discovery and invention—indeed, the very success of 
our scientific enterprise—has brought upon itself the public concerns 
and demands that we see reflected in daily proposals for still more 
stringent and effective regulation to prevent consumer hazards. And 
although it is no comfort to you, it is a very simple m atter to predict 
tha t these public concerns will continue to increase in the future in 
direct proportion to the continued success of science and technology; 
The current public intervention in basic research on recombinant DNA 
molecules—the first governmental control over basic research of any 
kind—merely foreshadows far greater future regulation of other bio
hazards in the laboratory.

Investigative reporters and consumer advocates do not invent 
these concerns and problems. They may capitalize on them, and they 
often may serve as a catalyst in focusing public attention on them. 
But if the problems themselves were not real and did not exist, they 
could not be uncovered and exploited.

I therefore urge that we not waste time berating consumer cham
pions, or asking who elected them to represent the public. These 
simply are inadequate responses to a public that is truly fearful of 
toxic substances in the environment, in the workplace, and even in 
consumer products. W e must, instead, realize that these problems 
raise real issues, not imagined or false issues, and deal with them on 
their scientific merits.

Mack Schmidt, the former Commissioner of Food and Drugs, was 
fond of saying that there is no such thing as a dumb question, but 
there are lots of dumb answers. If the field of toxicology had a sound 
answer for every safety question raised, those questions would soon
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disappear. But the real problem, as we all know, is that toxicology 
does not presently provide sound answers to many of the safety ques
tions that are now being asked.

Nor will it help, when adequate answers are unavailable, to ignore 
the issues and hope they will go away. W e must begin to cope even 
with those safety issues that seem the most insoluble.

Too few people realize that, in a government regulatory agency, 
every conclusion to delay action is, in reality, a very decisive act 
itself, resulting in very im portant consequences. A conclusion by a 
toxicologist to require additional testing before a product may be 
marketed, or before a product will be removed from the market, is in 
fact a decision that the product will not be made available to the pub
lic, or will continue to be made available to the public, in the interim. 
Even a failure to confront an issue at all, or a conclusion that a deci
sion should be postponed indefinitely for further deliberation, is a 
very conscious and deliberate act having predictable conseqences both for 
the regulated industry and for the public. There is no such thing as 
a regulatory vacuum. Therefore, it is not surprising that the public 
is beginning to be aware of, and to take far greater interest in, the 
technical decisions that have heretofore been the private province of 
toxicologists and other scientists.

II
As this public concern is translated into action by both legislatures 

and government agencies to assure the safety of the substances and 
products made available to the public, it is increasingly im portant 
that the resulting toxicology decisions be made on the basis of clearly 
enunciated rules, rather than ad hoc judgment. These rules must, I 
submit, encompass both the procedures by which toxicology decisions 
are made, and the substantive principles that will determine the de
cision itself.

I t  is im portant to distinguish clearly between the two types of 
rules involved.

The first are procedural rules to structure the decision-making 
process on toxicology issues. These types of rules tell you what kinds 
of applications to file and where, how the government agencv will 
process them, how the various segments of the public—including- in
dustry, consumers, professional groups, and others—can participate, 
and other details about the process that will be followed in arriving 
at toxicology decisions.
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Rules of the second type are substantive principles to guide the 
toxicology decision within that structure. These rules tell you what 
kind of animal tests to run, specify the protocols, and in general relate 
the important toxicology principles that will be used by the govern
ment agency in determining whether a substance or product is or is 
not safe.

In both of these two areas—procedural and substantive—govern
ment agencies are presently going about their business daily, some
times on a systematic but more often on an ad hoc basis. Toxicology 
decisions must be made, after all, regardless of the lack of guiding 
principles. Indeed, procedural and substantive requirements are con
stantly evolving in every government agency, even though they are 
seldom written down, much less codified in published guidelines or 
regulations.

In the future, we have only two choices. W e may allow these re
quirements to continue to evolve as a government agency concludes 
appropriate in its sole discretion, with perhaps an occasional court 
challenge of an isolated decision in the context of a particular sub
stance ; or we can demand that these requirements be w ritten down 
and followed. There is, I submit, no third alternative. And between 
these two alternatives, I believe that we have only one realistic choice.

m
The best examples of the need for written procedural rules gov

erning toxicology decisions stem from the four major safety review 
programs undertaken by the FDA in the past ten years:

(1) The review of the effectiveness of all drugs marketed 
pursuant to a new drug application between 1938 and 1962, which 
began in 1966 (the Drug Efficacy Study Implementation, or DESI, 
Review ).

(2) The review of the safety of all food ingredients included 
on the list published by the FDA in the late 1950’s of food 
ingredients that are generally recognized as safe (GRAS), which 
began in 1969 (the GRAS List Review).

(3) The review of the safety and effectiveness of all marketed 
nonprescription drugs, which began in 1972 (the OTC Drug Review).

(4) The review of the safety and effectiveness of all bio
logical drugs licensed by the Public Health Service for m arketing 
between 1902 and 1972, which began in 1972 (the Biologies Review).
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Lest anyone misinterpret the remarks that follow, I must remind you 
tha t I served as legal counsel for the Agency for four years during 
1971 through 1975, and thus I am at least as responsible as, and indeed 
perhaps more responsible than, anyone else for the deficiencies that I 
will discuss.

The first portion of the DESI Review was undertaken by the 
National Academy of Sciences under contract with the FDA. No 
written procedural rules whatever were established for the Academy 
portion of this review, largely because there was no provision what
ever for industry, consumer, professional society, or even governmental, 
participation in the process.

When the Academy reports were delivered to the FDA in 1968, 
there was no written procedure for their implementation by the Agency. 
As a result, enormous controversy and litigation ensued. The only 
procedural requirements governing the review were incorporated in a 
court order that resulted from one piece of litigation and in the four 
Supreme Court decisions that settled many of the legal issues in
volved. To this day, the only truly comprehensive description of the 
entire D ESI Review exists in the briefs filed by the Solicitor General 
in those Supreme Court cases.

The GRAS List Review has proceeded on a somewhat similar 
basis. No procedural regulation was promulgated when it was first 
announced, and thus the procedure actually utilized for its implemen
tation has been slowly evolving as the Review itself has progressed. 
Major changes have occurred well after the program began, such as 
the release of tentative safety evaluation reports and the use of pub
lic hearings. Some aspects of this evolving procedure have been the 
subject of published notices but, to this day, there is no comprehen
sive procedural regulation governing this program and indeed no co
herent statem ent anywhere of its entire scope, purpose, and process.

In contrast, the FDA did issue comprehensive proposed proce
dural regulations before undertaking both the OTC Drug Review and 
the Biologies Review, carefully considered all of the comments re
ceived from the public, and then promulgated final regulations gov
erning all procedural aspects of these Reviews. Although some slight 
modifications of these procedures have been promulgated in the inter
vening years, these changes have been relatively insignificant and the 
reviews have proceeded in accordance with the original regulations 
without any major controversy about the type of procedure employed. 
This remarkable achievement has largely been due to the fact that,
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because published procedures were utilized, all of the issues about 
the purpose, scope, and mechanism of the review had to be care
fully thought through at the beginning, rather than allowed to evolve 
at a later date as the review progressed. Although the advance plan
ning forced by consideration of these procedural regulations did not, 
and could not, avoid all controversy about these ambitious Review 
programs, they clearly avoided many of the pitfalls encountered in 
the earlier D ESI and GRAS List Reviews, and assured that all in
terested members of the public would understand how and when they 
would be permitted to participate.

The FDA has just announced a new cyclic review of the safety 
of food additives that have previously been approved for m arketing 
subsequent to the enactment of the Food Additives Amendment of 
1958. Although the precise mechanism for this review has not yet 
been announced, the Commissioner of Food and Drugs has publicly 
stated that a comprehensive procedural regulation will be promulgated 
to govern the Agency’s conduct of this review. I believe this will sub
stantially enhance the success of this very difficult program.

Of course, the specific provisions of the procedures governing 
these reviews are also of major importance in determining their suc
cess. The major innovation of the DESI Review was the strong reli
ance upon outside independent advisory committees. This innovation, 
which was quite successful in obtaining public acceptance of the re
sults, has been followed in each of the subsequent reviews. I hope 
it will also be incorporated in the new cyclic review of food additives. 
I have pointed out on numerous prior occasions my belief that use of 
independent experts from outside the government is perhaps the most 
effective and efficient step that can be taken by a government agency 
to enhance the scientific capability of the agency and increase the 
credibility of the ultimate decisions in all segments of the public.

Access and participation by the lay public is, however, equally 
important. In the OTC Drug and Biologies Reviews, a consumer 
liaison representative and an industry liaison representative were in
cluded in the advisory committee process for the first time. Their 
thoughtful participation has not only added new dimensions to the 
decisions, but the mere fact of their direct participation in the entire 
decision-making process has added greatly to the integrity of these 
programs. Even the recent requirement to open up virtually all ad
visory committee discussions to public view has not dampened the 
free and open discussion of the im portant issues that these committees
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are considering. In a very real way, it has been shown, in committee 
after committee, that the democratic process can readily be made to 
work in the area of toxicology decision-making.

IV
Published procedures for public participation in toxicology deci

sions is, however, only the first step. There is an equally pressing 
need for written substantive rules governing the toxicological evalua
tion of substances and products. I suspect that many scientists who 
would be strong advocates for written procedural rules will nonethe
less be very reluctant to embrace written substantive rules that will, 
if they are effective, directly impinge upon the freedom and flexibility 
of a toxicologist in evaluating the safety of any particular substance 
or product.

It is important to understand, at the outset, that there are two 
quite different ways of adopting substantive rules of this type, and 
that each has a quite different legal effect.

Substantive rules governing toxicology decisions could be adopted 
by the government in the form of regulations, which have the force 
and effect of law. The United States regulations in the Federal Regis
ter can be either very rigid or very flexible, depending on how they are 
written. Many regulations are stated only in general terms, or include 
exceptions, or allow variances for good reason. Thus, if regulations 
were adopted to govern toxicology decisions, there is no reason why 
they could not, where appropriate, be written to permit whatever 
flexibility is justified for the particular scientific decision involved. In 
short, there is nothing inherent in the nature of a regulation which 
precludes the exercise of whatever scientific judgment is justified by 
a particular situation.

Substantive rules governing toxicology decisions could also be 
adopted by the government in the form of guidelines, rather than 
regulations. A guideline states recommendations but not requirements. 
Those recommendations constitute an acceptable way of doing something, 
but not the only way. Under the new procedural regulations recently 
promulgated by the FDA, all guidelines are required to be filed with 
the Hearing Clerk and may be changed only with public notice, but 
they are not promulgated in the same formal way as a regulation. 
Until changed, they bind the Agency and, therefore, one can rely upon 
them with confidence.
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M any scien tists do not realize th a t, in the  past, the  F D A  has 
issued som e regulations, and a far g rea te r num ber of guidelines, 
specifically adop ting  substan tive  rules w ith respect to  toxicology de
cisions. A regulation  prom ulgated  m any years ago adopted 100:1 as 
the usual safe ty  factor in se ttin g  a to lerance for a food additive on 
the basis of anim al tox icity  data. A recen t regulation  has established 
in m inute detail the  type of tes tin g  to  be required for determ in ing  
approval of a new  anim al d rug  which is shown to be a carcinogen in 
te s t anim als. T he proposed good laborato ry  practice regulations will 
similarly determine the acceptability of animal toxicity studies.

E x istin g  FD A  guidelines on toxicology are too num erous to m en
tion. T he A gency has issued acceptable protocols for every th ing  from 
anim al tox ic ity  testing , to anim al field trials, to hum an clinical trials.

I do not underestim ate  th e  difficulty of codifying the rules by 
w hich toxicological evaluation is to be undertaken. B u t the  very  dif
ficulty of codifying these rules underscores how essential it is th a t 
th is  task  be undertaken.

T oxicolog ists in every  governm ent agency are, every day of the 
year, m aking toxicology decisions th a t they  believe reflect the  scien
tific policy of th e ir branch, division, agency, departm ent, and govern
m ent. If they  are in fact app ly ing  consisten t rules, then  those rules 
obviously can be pu t in w riting . A nd if they  are no t app ly ing  con
sisten t rules, th a t situation  m ust be exposed and rem edied. T he a lte r
native is to  risk quite dififerent rules by each individual toxicologist 
or governm ent agency, a lack of any know ledge by the  regula ted  
in du stry  of th e  toxicology requirem ents to  be im posed, and a re su lt
ing  d istru st and loss of confidence by the  public, leg islatures, and 
the  courts.

T he im portance of clear and consisten t rules is now here m ore 
im p ortan t than  in the very  em otional area of anim al te s tin g  for car
cinogenicity. In  the U nited  S ta tes there are a t least five regu la to ry  
agencies w ith  specific legislative m andates th a t require frequent toxi
cology decisions as to w hether a specific substance or p roduct is a 
carcinogen— the FD A , the E nv ironm ental P ro tec tion  A gency, the  
O ccupational Safety and H ea lth  A dm inistra tion , the U nited  S ta tes 
D ep artm en t of A gricu ltu re, and the  Consum er P ro du c t S afety  Com 
m ission. W e sim ply cannot have five different anim al carcinogenicity 
te s tin g  policies, one for each of these agencies, any m ore than  we 
could to lera te  different policies w ith in different bureaus or divisions 
or b ranches of those individual agencies. E ither benign tum ors m ust
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be counted the sam e as m alignan t tum ors, or not. E ither invasion o r 
m etastasis is required for a tum or to be classified as m alignant, or not. 
Sound public policy cannot tolerate inconsistent rules on these impor
ta n t toxicology issues.

T he im portance of clear and consisten t rules on toxicology deci
sion-making will be brought into even sharper focus as the new in vitro 
short-te rm  carcinogenicity  predictive tests  m ature, are validated, and 
come into w idespread acceptance and use. T he regu la to ry  issues th a t 
these tests  pose are of enorm ous im portance. If a m arketed  substance 
is negative in a b a tte ry  of these tests , will it still be necessary to  
conduct a trad itional anim al carcinogenicity  study  on it?  If  a m ar
keted  substance tu rn s  up positive in th is b a tte ry  of tests, m ust it im
m ediately be rem oved from the m arket, or m ay it s tay  on the  m arket 
pending a trad itio nal anim al carcinogenicity s tu dy ?  Indeed, w hat 
type of trad itional anim al carcinogenicity study, using how m any 
test anim als, will be required to overcom e a positive resu lt from a 
b a tte ry  of in vitro tests? If a no t-yet m arketed  substance tu rn s up 
positive in a ba tte ry  of in vitro tests, is there any type of animal or other 
te s tin g  th a t could ever be done to overcom e the  presum ption of car
cinogenicity and perm it its subsequent m arketing? T he answ ers to 
these represen ta tive  questions, and m any more, are w holly uncertain  
a t th is time. But it is obvious th a t they  m ust be faced in the relatively  
near fu tu re  and th a t clear governm ent-w ide rules m ust be established 
to govern these situations.

Of course, som e ju dg m en t— and often a g rea t deal of ju dg m en t— 
will in m any instances be involved in any final toxicology decision. 
No set of rules, how ever detailed, could be devised to cover every 
situation . All th a t should be required is th a t the ju dgm en ta l factors 
in the decision be identified, and the  rationale for the judgm ent ex
plained in a w ritten  s ta tem en t docum enting the decision. T h a t is 
surely  no t too m uch to expect. O ur vocabulary is sufficiently flexible 
to perm it these ju dgm en ta l m atters to  be fully articu lated . H av in g  
gone th rough  a clearly defined evaluation procedure, and after app ly
ing w ritten  toxicology rules, th is should not be a difficult job.

I have always found it unusual th a t m ost regu la to ry  s ta tu te s  do 
not require the governm ent agency to summarize or explain any  tox i
cology decision unless it is subsequently  challenged th rough  legal 
proceedings. Food additives, color additives, new  drugs, and m edical 
devices m ay all be approved as safe in the U nited  S ta tes w ith ou t one 
w ord of explanation. Indeed, it is a paradox th a t the  Freedom  of
p a g e  284 FOOD DRUG COSMETIC LAW JOURNAL----JU N E , 1977



In fo rm ation  regulations p rom ulgated  by the F D A  now require a 
w ritten  sum m ary  of the  basis for safe ty  decisions for new drugs only 
w here the raw  safety data cannot be released. Since the  raw  safety 
data can be released on food additives and color additives, no summary 
of the  basis for a safety decision is ever required  for approval of these 
substances. Needless to say, few people, if any, have ever sat down 
to read the raw  safety data  underly ing  approval of a food additive o r 
a color additive.

If the  public is to  be expected to accept toxicology decisions by 
governm ental agencies, those decisions m ust be explained in w ritten  
decisions, in term inology th a t can be understood by a non-scientist. 
In  th is respect, th e  GRAS L ist Review, the  O TC  D rug  Review , and 
the Biologies Review  have all represen ted  a m ajor step forw ard in 
com m unicating  the rationale  for toxicology decisions to the  public 
th ro ug h  detailed w ritten  statem ents.

V
T he approaches advocated in  th is paper will not gu aran tee  th a t 

all toxicology decisions will be correct, or noncontroversial, or ac
cepted by those who have advocated a resu lt different from  the  one 
th a t em erges. B u t I firm ly believe they  represen t a substan tia l im 
provem ent in the developm ent of public policy and afford th e  best 
available hope, at th is tim e, of enhancing bo th  the substance of these 
decisions and th e ir credibility  to  the public a t large. W e will never 
have a perfect process, b u t we should never fail to  pursue any  im 
provement that will bring us nearer that objective. [The End]
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The OTC Review 
and the Standardization 

of Symptom Nomenclature 
in Labeling

By FRANK P. DI PRIAAA

M r .  D i P r i m a  Is S t a f f  V i c e  P r e s i d e n t  o f  t h e  S c h e r i n g - P l o u g h  C o r p o 
r a t i o n .

AT  A N Y  STA G E in the developing and m arketing  of a nonprescrip
tion drug, the m ost im p ortan t question to  the  manufacturer is : 

W h a t conditions can I claim m y product relieves? In  the  over-the- 
counter (O TC ) field, for many years, the regulatory process has largely 

revolved around th is question. A nd it should.
T he O TC  Review m ust necessarily  address th is  question for every 

category  it reviews. I t has begun to do so, how ever, in a w ay th a t 
was anticipated only vaguely, if a t all, in the R eview ’s early  stages. 
I refer to the app aren t effort by the Food and D rug  A dm inistra tion  
(F D A ) and the  O T C  Review P anels to prescribe the  exact w ords th a t 
m ay be used to describe a p ro d u c t’s conditions of use. L et me try  first 
to  review  the h isto ry  of this effort, then suggest w hy I th ink  it is 
counterproductive, and finally propose some b e tte r w ays to accom plish 
the desired result.

History of Labeling Regulations
F irs t som e history. T he final regulation  on general conditions for 

m arketing  all O T C s, published in the Federal Register of November 12,
1973,1 indicates th a t the “sta tem en t of id en tity” shall be th e  term  or 
phrase used in the applicable monograph. L et’s trace the process through 
the first few series of monographs that have been issued to  date in some

1 Codified at 21 C FR 330.1 (c ).
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phase. All th ree  antacid  m onographs ( “Proposed ,” “ T en ta tive  F in a l” 
and “F in a l” ) required  th a t th e  labeling  “represen ts or su g g ests” th e  
product as an “an tac id” to  allevia te the  sym ptom s of “h eartb u rn ,” 
“ sour stom ach” or “acid indigestion .”2

T he tw o accom panying an tifla tu len t m onographs used sim ilar 
language— “represents or suggests” the product as an “antiflatulent” to 
“ alleviate or relieve the sym ptom s of gas.” So far so good— “represen ts 
or sug g ests” appeared to perm it synonym s or o ther phrases of reason
ably sim ilar im port. B ut an early  h in t of w hat was to  come was P ara
g raph  79 of the P ream ble to the  final an tacid  and an tifla tu len t m ono
graphs published in the  Federal Register of June 4, 1974. Paragraph 
79 referred  to a com m ent subm itted  in response to the earlier publica
tions, to  the  effect th a t the m onograph appeared to perm it use of 
com m only existing  descrip tive term s, and s ta te d : “T he m onograph 
allow s only the use of the  w ord ‘an tifla tu len t’ or the s ta tem en t ‘to 
alleviate the  sym ptom s of gas’. T hose are the only term s th a t can be 
properly  used for O T C  an tifla tu len t d rug s.” New words w ere being 
prescribed, to the exclusion of all other words. Paragraph 79 appeared 
to extend beyond sta tem en ts of identity , to  encom pass all labeling. 
Then, in the  Federal Register of M arch 13, 1975, the FD A  amended the 
m onographs for antacids and an tiflatu len ts by strik ing  the  w ords 
“represen ts or su g g ests” and su b stitu tin g  the w ord “identity.” The 
publication  s ta te d : “The Com m issioner concluded . .  . th a t allow ing 
each m anufactu rer to select w ords to be used w ould resu lt in con
tinued  consum er confusion and deception.”

T hus, w ith  “represen ts or su g g ests” out, the label now had to 
identify  the product by the exact words.

T he A ntim icrobial I P roposed M onograph, published in the  Fed
eral Register of September 13, 1974, also prescribed exact quoted phrases, 
though  it allow ed a w ider choice w ith in each of several subcategories.

T he L axative P roposed M onograph, published on M arch 21, 1975, 
was the most word conscious of all. Certain commonly used and easily 
understood term s, such as “ irreg u la rity ,” were specifically found of
fensive and w ere proposed to  be outlaw ed. Section 334.50 specified 
th a t  “ the labeling shall identify  the  product as a ‘laxative’ for ‘sh o rt
term  relief of constipation’.” Thus, the language of the Antacid amend
ment of the previous week (“shall identify” ) was picked up. The Section

s See F e d e ra l R e g is te r s  of April S,
1973, N ovem ber 12, 1973, and June 4,
1974.
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w ent fu rther and specified th a t the P anel's  definitions of laxative 
subcategories m ust also appear— such term s as “hyperosm otic laxa
tive ,” “ lubrican t laxative” and “ laxative stool softener.”

T he Proposed M onographs on S edative/S leep  Aid P ro d u c ts3 and 
C okl/C ough P ro d u c ts4 take m uch the sam e approach, and fu tu re  
m onographs can be expected to follow the sam e pattern .

Effect of FDA Legislation
W here does all th is  lead? T here are m any unansw ered questions. 

Is the purpose of the language in the antacid and laxative m onographs to 
lim it sym ptom  nom enclature only on the s ta tem en t of iden tity  or does 
it extend to o ther places and uses on the  label? To what extent would 
the a ttem p t by the  F D A  to legislate w ords and ban synonym ous 
phrases on labeling apply to advertising  as w ell?

Federal T rade Com m ission (F T C ) staff is cu rren tly  engaged in 
a curious “me to o ” effort to apply the  sam e per se rule to  language 
used in advertising. A proposed T rad e  R egulation  Rule (T R R ),5 and 
the staff’s in terp re ta tion  thereof,6 is the  sub ject of a vigorous contest 
a t hearings which continue as th is is w ritten . I t  m ay be th ree  years 
before the appellate processes produce a final result. T he issues pecu
lia r to  the T R R  proceeding have been thoroughly  briefed on the 
public record, and I have m ade no a ttem p ts  to  discuss them  here. 
W h a t is pertinen t here is th a t the  FT C  staff’s in terp re ta tion  is bot
tom ed on the prem ise th a t the  F D A ’s attempt to prescribe w ords in 
labeling  is largely valid and a good idea. T he F D A ’s move tow ard  
s tan dard iz ing  language describ ing sym ptom s and claims w ould th us 
be extended to  all com m unications about nonprescrip tion  drugs.

W h y is all th is  such a bad idea?
First, it would outlaw legitimate and needed efforts by manufacturers 

to explain the uses of th e ir products in w ayS th a t will be understood 
by consum ers. Both labeling and advertising  play a significant role 
in th is regard. If these com m unications m edia contain only boiler
p late  language, no one will pay m uch a ttention .

Second, the P anels are no t experts in m ass com m unications. P e r
fectly proper tex tbook w ords, such as “hyperosm otic,” m ean no th ing  
to laym en. In d u stry  is be tte r equipped to  com m unicate p roduct uses,

8 40 F . R . 57292 (Dec. 8, 1975). tising ,” speech given at Food and D rug
4 41 F . R . 38312 (Sept. 9, 1976). L aw  In s titu te ’s H um an D rug  W ork-
5 40 F . R .  52631 (Nov. 11, 1975). shop, D ecem ber 3, 1975, published at
0 H erzog, R ichard B., “T he F T C ’s 31 F ood Drug Cosmetic L aw J ournal
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and the  F D A  has its rem edies and should exercise them  if the com 
pany m akes m isleading or unsupported  claims.

Third, the effect on the English language will be appalling. Edwin 
N ew m an, th e  m ost popu lar living critic of E nglish  usage, m ade the 
following statement, recorded in the published proceedings of the 
P ro p rie ta ry  A ssociation’s 1975 A nnual M eeting :
“Som ebody told me last n ight tha t one th in g  your business is up against is th a t 
you m ay not be able to  call cough syrup or cough medicine ‘cough sy rup’ or 
‘cough m edicine’ anym ore. You m ay be required to  call it an ‘an titussive ag en t.’ 
W ell th a t’s the kind of th ing  th a t is happen ing  and it seem s to  m e th a t the  
consequences of not referring  to a cough as a cough are very, very  serious. It 
is like calling . . . .  m urder and assault ‘escalated in terpersonal a lte rca tion .’ I t 
doesn’t advance m atter's. I t  leads to  re trogression  in m y opinion.”

I am not sure th a t the P roposed C old/C ough M onograph, as sub
sequently  issued, w ould require the w ord “an titu ss iv e” and ban the 
w ord “cough,”7 b u t is it any b e tte r  to  ban the  w ord “an tig as” and 
require “an tifla tu len t” ?

F ou rth , th is is a highly significant restra in t, and in a free society 
any  governm entally  im posed re stra in t should be m ade cautiously , and 
on ly  w hen there is countervailing  social value. W h a t social value is 
th ere  in ban n ing  “constipation  rem edy” bu t perm ittin g  “short-te rm  
relief of constipation” ?

F ifth , the  calls for data  to  the P anels did not include requests for 
lists of specific phrases, nor support for them, and consequently little or 
none w ere provided. A lthough  th e  P anels had labeling sam ples be
fore them , anyone assertin g  th a t the  P anels com bed th e  labeling for 
specific w ords would be engaging  in a psychedelic fantasy . If  th e  calls 
for da ta  had asked for such phrases, p rud en t m anufacturers w ith  an 
eye to  the fu tu re  w ould have had to  send in every com bination of 
w ords th e ir  people and com puters could possibly th ink  of.

Sixth, th is  is a w asteful w ay to  use scientific talent.
Seventh, the effort to legislate wording of claims lacks legal validity. 

L e t’s exam ine the conceivable legal underpinnings for a m om ent.

Legal Qualifications of Labeling Regulations
T he F a ir P ackag ing  and L abeling  Act, a t 15 U SC A  1453 (a ) , re

quires th a t the item  bear a label specifying the id en tity  of the  com 
m odity. Section 502 (e) of the  F ederal Food, D rug , and Cosm etic Act

M l F . R . 38312—38424, at 38421 (Sec.
341.50 (a) [1 ]) and 38419 (Sec. 341.3)
(Sept. 9, 1976).
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requires th a t the label bear the  estab lished nam e, and if there is none, 
th e  com m on or usual name. As applied to nonprescrip tion  drugs, these 
requirem ents are codified a t 21 C F R  201.61, and the regulation  requires 
a “sta tem en t of id en tity” on the principal display panel and cites bo th  
acts as its au tho rity . Section 508 authorizes the  Secretary  to  establish 
official nam es for d rug  substances.

B u t none of th is au thorizes codification of th e  exact w ords used 
to  describe m odes of action and sym ptom s to be relieved.

T o the con trary , there is Section 502 (c) of the F ederal Food, 
D rug, and Cosm etic Act, which requires th a t any in form ation be in 
such te rm s as to  render it likely to be read and understood under 
ord inary  conditions of purchase and use. Flyperosm otic ? Stool Soft
ener?  A ntifla tu len t?

N o th ing  in any  of these sections evidences any C ongressional 
in ten t to g ran t the F D A  the au th o rity  to  legislate the exact w ord ing 
of O T C  claims. T he  s ta tu to ry  adm onition to use te rm s easily  under
stood by consum ers evidences the  contrary , and, if m anufacturers 
used som e of the prescribed term s, th ey  m ay well be in violation of 
Section 502(c).

If the  in ten t as expressed in P a rag rap h  79 and in the pream ble 
to the M arch 13, 1975 antacid  am endm ent is to  lim it all labeling, no t 
ju s t sta tem en ts  of identity , to  specific w ords expressing sym ptom  
nom enclature, then  the action is beyond any color of legal au tho rity . 
The only conceivable enabling section is Section 502 (a), which renders 
a drug misbranded if its labeling is false and misleading in any particular, 
and, even more remotely. Section 502 (f), requiring adequate directions 
for use. W ould  any court hold th a t a p roduct is falsely and m islead
ingly  labeled if it says “provides tem porary  constipation relief,” bu t 
is fine if labeled “ for sho rt-te rm  relief of constipation” ? W e m ust 
assum e th a t Congress m eant w hat it said w hen it said “false and mis
lead ing.” T his is clearly outside the in ten t of the  Act, and therefore 
has no legal validity.

N or does it help to cite cases vesting  the  F D A  w ith au tho rity  to 
issue b ind ing  legislative regula tions under Section 701 (a). L egisla
tive regula tions are sub ject to precisely the sam e judicial review  as is 
a s ta tu te , and besides they  are only valid if w ith in the scope of author
ity  the C ongress has delegated. L egislative regulations are sub ject 
to a ttack , ju s t as a s ta tu te  w ould be, as a rb itrary , capricious and un 
reasonable under both th e  A dm inistra tive  P rocedure Act, a t 5 
U SC A  706 (2) (A ), and F ifth  A m endm ent substan tive  due process.
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T hey  are sub jec t to  review  on o ther C onstitu tional grounds as well, 
includ ing  F irs t A m endm ent free speech. L e t’s apply this.

As I have argued, the regula tions requ iring  specific w ords 
and  ban n ing  all o ther tru th fu l synonym ous phrases is beyond 
the  scope of the enabling  sta tu te , and any substan tive  ru lem aking 
au th o rity  cannot cure this.

If it is no t “a rb itra ry  and capricious” to  perm it “sho rt-te rm  
relief of constipation” and to ban “constipation  rem edy,” I ’d like 
to  know  w h a t is.

N ow th a t F irs t A m endm ent guaran tees have been extended to 
com m ercial speech,8 the  F D A  is on tenuous C onstitu tional ground 
if it tries prospectively  to ban  tru th fu l, undeceptive claims. O f 
special im portance is Virginia State Board of Pharmacy v. Virginia 
Citizens Council, 9 in which the U. S. Suprem e C ourt voided a state 
s ta tu te  p roh ib iting  pharm acists  from  advertising  retail prices of 
prescrip tion  drugs. T he C ourt m ade one clear lim ita tion— its oft- 
discussed Footnote 24, which indicates deceptive commercial speech 
is no t protected.

In Beneficial Corporation v. Federal Trade Commission,10 the 
Third Circuit applied Virginia State Board to reverse and remand a 
Com m ission cease and desist order. T he C ourt held th a t the FT C  
could no t ban Beneficial from  all fu tu re  use of th e  challenged 
phrase “ In s ta n t T ax  R efund”, even though  the  C ourt found the 
ph rase  m isleading in the  contex t of Beneficial’s past advertising . 
T he Com m ission was directed to issue a cease and desist order 
th a t “goes no fu rth e r than  is necessary  for the  elim ination of the 
re s tra in t” . As th is  is w ritten , the C om m ission’s petition  for cer
tiorari is pending.

T he te s t is and should be deceptiveness. An a ttem p t to ban 
all tru th fu l phrases which are the substan tia l equ ivalents of ap
proved claim s is the m ost sw eeping conceivable case of p rio r 
censorship in the com m ercial sphere .11

Conclusion
T he FD A  and th e  P anels nonetheless have a leg itim ate concern 

in w an ting  to p reven t the use of certain  term s th ey  regard  as m is
8 B ig e lo iv  v. V irg in ia , 95 S. Ct. 2222 11 See m y com m ents on these cases

(1975). in D iP rim a, F ran k  P., “A dvertising  of
9 96 S. Ct. 1817 (1076). O T C  D rugs and the Proiposed T R R  on
10 1976-2 T rade  Cases. W arn ing s ,” 32 F ood D rug Cosmetic

L aw J ournal 96 (M arch 1977).
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leading. L et me suugest the  follow ing approach as an a lternative  to  
say ing  “these w ords m ay be used to  the exclusion of all o thers .”

The process should be turned around. Specific terms the panel 
finds offensive m ay be proposed to be banned. T his should be a 
con tinu ing  process, and if any offensive term  not con tem plated 
w hen the  m onographs w ere w ritten  is la ter used, the F D A  can 
either p rosecu te or in itia te  rulem aking.

Also, any regulation  of w ords should be lim ited to  the  s ta te 
m ent of identity . T his should be clearly expressed. T his w ould 
perm it tru th fu l com m unication of approved claim s elsew here in 
labeling, and in advertising  as well. A ttem pts to  standard ize  Sec
tion 502 (a) ( “false and m islead ing”) should be abandoned.

In  m y opinion, th is approach could serve the basic purpose 
behind the  a ttem p t to s tandard ize  sym ptom  nom enclature, b u t a t th e  
sam e tim e w ould perm it clear, understandable  com m unication of the  
uses of nonprescrip tion  m edicines. [The End]

Hearing to Be Held on GRAS Status Findings
A public hearing  will be held on the ten tative s ta tus determ inations 

for acetic acid, sodium acetate, sodium diacetate, papain, pectin, pectinates, 
and am idated pectin  as generally  recognized as safe (G R A S ) or as sub
jec t to  p rior sanction. T he purpose of the hearing, to be held by the 
¡Select Com m ittee on G R A S Substances of the Life Sciences Research 
Office, Federation of A m erican Societies for E xperim ental Biology, is to  
receive data, inform ation, and views not previously available to the 
Com m ittee. T he Select C om m ittee’s ten tative reports  on the substances 
in question are available for review at the Office of the H earing  Clerk 
of the Food and D rug  A dm inistration.

CCH F ood D rug Cosmetic Law R eporter, ff 41,934
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A Consumer Advocate’s View 
of the FDA’s Procedures 

and Practices
By MARCIA D. GREENBERGER

M a r c i a  D .  G r e e n b e r g e r  Is t h e  H e a d  o f  t h e  W o m e n ’s R ig h t s  
P r o j e c t ,  C e n t e r  f o r  L a w  a n d  S o c i a l  P o l i c y .

AS A N  A T T O R N E Y  w ith the  C enter for Law  and Social Policy, 
a public interest law firm located in W ash ing ton , D. C., I have 

represented a variety of women’s rights organizations, consumer groups 
and poverty  groups before the Food and D ru g  A dm inistra tion  (F D A ). 
T herefore, I am particu larly  pleased to  have the  opportun ity  to  d is
cuss the  procedures used by the  F D A  in its adm inistra tion  of the 
F ederal Food, D rug, and Cosm etic Act. M y discussion today  will re 
flect my experiences in representing consumer interests before the FDA.

T he  bulk of m y practice has concerned the  F D A ’s regulation  of 
drugs or cosm etics w hich have a particu lar im pact on women. In  this 
p ractice, I have been s truck  consisten tly  w ith the scarcity  of public 
interest representation before the Agency. In meetings, we have often 
been the only consum er represen ta tives present, let alone p artic ip a t
ing. Also, the num ber of com m ents on proposed F D A  actions filed by 
consum er groups is usually  far outweighed by those of industry . T he 
FD A  has indicated th a t very  few consum er groups file Freedom  of 
Info rm ation  A ct requests as opposed to in du stry  represen tatives.

H ow ever, I also th ink  th a t  the  trend  is shifting , a t least to some 
degree. C onsum er groups are becom ing increasingly vocal and sophis
tica ted  in the  technique they  use to  press th e ir  positions. A tto rneys, 
scien tists and o thers w ith specialized expertise are tu rn in g  th e ir  a t
ten tion  to  consum er issues. A nd, it is m y im pression th a t th e  F D A  has 
been and will continue to be affected by this increase in consumer advocacy.
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As a resu lt, I have review ed the FD A  regulations not only from 
the  perspective of their im pact on consum er in terests  as they  have 
been, b u t w h at we m ight expect because of the  developing consum er 
m ovem ent. In th is regard , I believe th a t in m any respects consum ers, 
as well as industry, will find themselves similarly affected by FD A  proce
dures.

FDA Conception of Its Regulatory Role
T he F D A  seem s to  see its regu la to ry  role as a rb itra to r  betw een 

in du stry  and the public. T his regu la to ry  a ttitu d e  is reflected in the 
s tru c tu re  of its advisory com m ittees, public boards of inquiry , and 
o ther aspects of the procedural regulations w hich have recently  been 
prom ulgated  by the F D A .1 The regulations recognize, for exam ple, 
th a t increasingly consum ers are m ore active in u rg ing  th e ir  view of 
proper or necessary Agency action. There is a section which formalizes 
citizen petitions, and sets forth guidelines on conten ts, tim e fram es, 
etc. Consum ers have long argued, and FD A  staff have acknow ledged, 
th a t consum er petitions have been ignored far m ore often th an  those 
filed by industry . T hese regula tions set forth  tim e fram es for FD A  
response to  citizen petitions, which, albeit longer than  I w ould have 
liked, are still a g rea t advance. Citizen petitions have been elevated 
and given an im portance m ore com parable to those filed by industry.

Moreover, perhaps as a resu lt of increased sensitiv ity  to procedural 
“even-handedness,'’ the regulations also reflect a significant increase 
in technical requirem ents, deadlines, filings and form al actions which 
all groups m ust be prepared to  m eet—-both indu stry  and consum er— 
if they  are to present their views effectively to the FD A . T his increase 
in form alism  m eans an increase in pred ic tab ility  and openness, bu t 
also an increase in the cost of dealing w ith the Agency.

T here are num erous exam ples of rigid tim efram es and require
m ents th a t all sides m ust m eet. T he Hearing Clerk may reject sub
m issions if they do no t adhere exactly  to form al subm ission require
m ents.2 T here  is no righ t of appeal or resubm ission if a submission 
is rejected. P e titions for reconsideration m ust be filed w ith in 30 days 
of the action to  be reconsidered, w ith no provision for extension for 
good cause.3 L eng thy  requirem ents are set forth  as the F D A ’s view

1 See 40 F . R . 229S0 (M ay 27, 1975! ; 
40 F . R . 40682 (Sept. 3, 1975) ; 41 F . R . 
26636 (June 28. 1976); 41 F . R . 48258
(N ov. 2, 1976); 41 F . R . 51706 (Nov. 
23. 1976); 41 F . R . 52148 (Nov. 26,
1976) ; 42 F . R . 4680 (Jan. 25, 1977).

2 On Tuesday, M arch 22, 1977, the 
FD A  recodified the procedural regula
tions (42 F . R . 15553). The textual 
citations are outdated  and the new 
section num bers are provided. 21 C FR 
Sec. 2 .5 (c )(6 )  (now Sec. 1 0 .2 0 (c )(6 )).

3 21 CFR Sec. 2.8(b) (now Sec. 10.33).
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of w h a t is necessary  to exhaust adm inistra tive  rem edies before a 
p a r ty  m ay seek review  in cou rt.4

In  short, all p rivate  parties m ust be fully conversant w ith  these 
regu la tions in o rder th a t opportun ities n o t be m issed and righ ts  not 
be waived. T he expense of com plying w ith  the  procedural rules can 
be form idable for all parties. H ow ever, it is especially  burdensom e 
for consum ers.

Advisory Committees
An exam ination  of the  F D A ’s use of adv isory  com m ittees is p a r

ticu larly  in structive  in understan d in g  the A gency’s approach to regu
la tio n  and th e  com plem entary position in w hich consum ers and in
du stry  are placed. A dvisory com m ittees, each com prised of experts 
in a varie ty  of areas, have been estab lished to aid th e  F D A  in its 
reg u la to ry  responsibilities. M oreover, under S ubpart D 5 of the new 
procedural regu lations, adv isory  com m ittees m ay hold public hearings 
in place of form al ev iden tiary  hearings.6 T hese “unbiased” experts 
are supplem ented by nonvoting  m em bers w ho represen t in du stry  and 
consum er in terests .7

T he F D A  has v irtua lly  conceded th a t outside represen ta tives are 
needed to  p resen t consum er positions, a lthough it stopped sho rt of re
qu iring  such represen ta tives on all advisory com m ittees. U nder the 
M edical Device A m endm ents A ct of 1976, consum er represen ta tives 
are  required. Consum ers, therefore, have review ed th e  practical w ork
ings of the advisory  com m ittee system  as it now exists to  determ ine 
w hether consum er positions are being adequately  presented.

E xperience has show n th a t the  consum er represen ta tives have 
sim ply lacked th e  resources to  p resen t th e ir view s adequately  and to 
press v igorously  for adoption of th e ir positions. A t least from  the 
consumer perspective, the industry representatives have had far greater 
resources behind them , which can be used for effective advocacy of 
in d u stry  in terests.

I t  is rare, for exam ple, th a t the consum er represen ta tives have 
th e  resources to com m ission a study  of relevant lite ra tu re  on a p a r
ticu lar topic, consult w ith  experts, or in any o ther w ay generate  in
form ation  to p resen t to  the  adv iso ry  com m ittee in support of the  
consum er’s position. In  fact, the lack of inform ation m akes it difficult 
for the consum er represen ta tives even to recognize problem s which

4 21 C FR  Sec. 21.11 (now Sec. 10.4S). M l F . R . 52161, 21 C FR  Sec. 2.332
5 Now P art 14. (now Sec. 14.84).
9 41 F . R .  52153, 21 C FR Sec. 2.300

and follow ing (now  Sec. 14.1).
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they  should address. In d u s try  represen ta tives, on the o ther hand, often 
are able to  m arshall inform ation which they  can then p resen t to the  
vo ting  m em bers of the com m ittees. T hey  have access to the resources 
of the  indu stry  whose products are a t issue, and know  full well th e  
positions which will best serve their constituency.

C onsum er groups are becom ing increasingly aw are of the im por
tance of these consum er represen tatives. G reater care is being taken 
in the  selection of such represen ta tives to  assure th a t they  are strong , 
know ledgeable advocates for consum ers. But, in addition, there is 
greater awareness of the need for financial support for these consumer 
represen ta tives so th a t they  can generate  and d istribu te  inform ation 
to assure th a t all sides are presented. I t  has been urged th a t the  FD A  
has a responsib ility  to assure th a t consum er represen ta tives have 
adequate backup and resources available in order th a t they  fulfill 
the function assigned them  by the FD A .

A fu rth er problem  for consum ers, and po ten tia lly  for industry  
as well, is caused by the restric tive  a ttitu d e  of the  F D A  as to w hat 
constitu tes an advisory com m ittee under the F ederal A dvisory Com
m ittee Act. T h a t A ct provides a series of safeguards on th e  m anner 
in which advisory com m ittees m ay operate, including a requirem ent, 
w ith only narrow  exceptions, of open m eetings. T he F D A  takes the 
position th a t on ly  m eetings w ith outside groups w here the A gency 
is seeking advice are advisory com m ittee m eetings. H ow ever, in the 
practical application of th is  position, the F D A  has tended to view 
m eetings w ith in du stry  groups as not for the purpose of the FD A  seek
ing th e ir  advice— even w hen the appearance to those  of us w ho are 
excluded would seem otherw ise. T h is particu la r issue is now before 
the C ourt of A ppeals in the D istric t of C olum bia in Consumers Union 
of the United States v. H E W .6 In th a t case, an industry-sponsored 
group  conducted a cosm etic ingred ien t safe ty  review  program , a t the 
express suggestion  of an FD A  official, w ith F D A  guidance and follow
ing FD A  criteria. T he review  group held a series of m eetings w ith 
F D A  staff in the perform ance of its function. H ow ever, consum er 
represen ta tives who asked to a ttend  were refused.

Such an approach denies consum ers access to critical information, 
and seriously ham pers th e ir  ab ility  to develop and represen t consum er 
view points before the  FD A . B ut, in addition , as consum ers becom e 
m ore aggressive, and vo lun teer to  undertake sim ilar tasks for the * 12

8 C. A. No. 75-1250 ('DC DofC, March
12, 1976). appeal pending No. 76-1385 
(CA  DofC).
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A gency, in du stry  m ight w ell find itself sim ilarly  displeased a t  being 
excluded from  partic ipa tion  in such m eetings.

Public Boards of Inquiry
T he new  procedural regu la tions also provide for a public board 

of inqu iry  to  hold hearings concern ing “any m atter, or class of m at
ters, of im portance pending  before th e  Food and D rug  Adm inistra
tion.” 9 T he B oard m ay act as an adm inistra tive  law  tribunal, and 
replace a form al ev iden tiary  public hearing.

T he Board consists of th ree  m em bers, chosen by the Com m is
sioner from  lists of five nam es each. T he first m em ber is selected 
from  lists subm itted  by the  F D A  bureau  director, or nonparties, in
volved in th e  issue, the second from  lists subm itted  by  parties, and 
the  th ird  from  any source the  C om m issioner chooses. The regu la tio ns 
also provide th a t a p rivate  p arty  m ay veto any FD A  em ployee as a 
m em ber of the Board.

In  short, th e  concept of the  F D A  as a rb itra to r  betw een com peting 
groups is applied again. In  th is circum stance, I believe, however, 
the actual decision-makers are representatives of these competing groups.

In  con trast, the F D A  contends th a t th is m echanism  will no t per
m it parties or in terested  persons to designate m em bers of the  B oard 
to  rep resen t th e ir  view point. T he F D A  asserts  th a t since five persons 
have to be nom inated, from  w hich one will be selected, th e  A gency 
has sufficient la titude to  avoid persons who will represen t one p a r ty ’s 
view point.

I w ould argue, how ever, th a t the  F D A  is ignoring  rea lity  in ad 
vancing  th is position. C ertainly, it can be expected th a t any  individual 
chosen w ould exercise his or her independent judgm en t, and would 
no t feel bound in a form al sense to “rep resen t” the in terests  of the 
nom inating  party . H ow ever, nom inating  parties will certa in ly  be 
aw are of the  approaches taken  by  individuals. I t  often w ould n o t be 
difficult to  find five people whose approach, although  arrived a t in
dependently, w ould be com pletely com patible w ith  the  nom inating  
party . T he whole notion of nom inations from  different sources ob
viously im plies an expectation  of different view points.

I t  is im portan t, therefore, to  review  th e  groups o r individuals 
likely to  be parties, and therefore likely to  have th e ir view s reflected

9 40 F. R . 26636 (June 28, 1976), 21 
C FR Sec. 2.200 and following (now Sec.
13.1).
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in the com position of the  Board. D epending on the issue, one could 
expect consum er groups or indu stry  to  be nom inating  candidates for 
B oard m em bership. In  such a situation , there w ould be a m em ber 
of the  B oard chosen, for exam ple, by industry , one by  the  F D A  bureau, 
and one by the  Com m issioner. W here  will the consum er view  be re
flected? A nd sim ilarly, if a consum er group is the party , w here will 
positions sym pathetic  to indu stry  be found? T he FD A  responds th a t 
the Agency itself will represen t the in terests  of the  nonparty . H ow 
ever, even if F D A  and the nonparties agree on a general approach to  
be taken, they  often will not agree on the justification for the approach, 
the evidence which is relevant, the specific regu la to ry  action which 
should be taken, and the  like. C ourts have often recognized th a t even 
if “on the  sam e side,” the position of the  governm ent and private 
parties can be different.10 In  the  design of the Board of Public In 
quiry, th e  F D A  has ignored th is  basic fact of life.

FDA Compensation for Costs of Formal Participation
In  the new  procedural regulations, the FD A  sets ou t elaborate 

m echanism s for A gency review  and alternatives of full eviden tiary  
hearings, public hearings before a public board of inquiry , advisory 
com m ittees or the Com m issioner. M oreover, because of the  essential 
inform ation which is often classified as trade secrets, and th e  possible 
availab ility  of such in form ation only to  parties or th e ir  counsel, formal 
and full partic ipation  in these hearings can be critical if a group wishes 
to  have m eaningful inpu t on a regu la to ry  decision. In  the case of these 
hearings, heavy burdens are placed on any group  which wishes to 
participate in these proceedings to prepare lengthy and complex papers, 
and in all cases, s tric t tim e lim its are set.

T he F D A  recognizes the expense a tten d an t to partic ipation  in 
such proceedings, and the regulations provide for “in forma pauperis” 
participation. P arties  who show  indigency a n d /o r  a public in terest 
in their participation  m ay avoid the  costs of service of all papers they 
file to all participan ts. H ow ever, the costs of reproducing papers is 
only a m inor expense involved in effective participation.

F xp ert w itness fees, travel costs, a tto rn ey s’ fees, costs of tra n 
scrip ts and the  like all m ust be borne by serious partic ipan ts in many 
of these proceedings. And it is the consum er groups who are least 
able to bear the expense of such participation . C ongress has recog- * 404

10 Trbovich v. United Mine W orkers, Mining, 56 F. R. D. 408 (DC Minn
404 U. S. 528 ( 19721 ; U. S. v. Reserve 1972).'
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nized the im portance of in stitu tion aliz ing  public partic ipa tion  before 
the  F ederal T rad e  Com m ission, and recen tly  provided for the  recovery 
of costs and a tto rn ey s’ fees un der circum stances which could be ap
plied app ropria te ly  to the FD A , as well as o ther agencies.11

U sing  the  c itizen’s petition  provision. Consum ers U nion has filed 
a petition  w ith the FD A  requesting  the adoption of a provision w hich 
w ould allow  the Com m issioner to  provide reasonable a tto rn ey s’ fees, 
expert w itness fees and o ther costs of partic ipation  to persons whose 
perspective is im p ortan t for a fair balance of view s and who could 
no t afford to pay such costs or w hose econom ic in terest is sm all in 
com parison to the  costs of participation . Consum er groups view th is 
petition  as ra ising  an issue of critical im portance. T hese procedural 
regu la tions reflect an expectation  on the p a rt of the  F D A  th a t con
sum er groups will com plem ent, or be a counter-force to industry . 
B oth in terests  are sub ject, on the whole, to the sam e requirem ents 
and opportunities. C onsum er groups are developing the  expertise  to 
use these  opportun ities and m eet the requirem ents. H ow ever, a t least 
for the foreseeable fu tu re, unless provision is m ade for financial re
m uneration  for services rendered by consum er advocates, as was 
suggested  in the  C onsum ers’ U nion petition , the proper function ing  
of consum er groups before the F D A  will rem ain unrealized.

Conclusion
In  sum , the  F D A ’s decision-m aking processes are s truc tu red  in 

such a w ay th a t, perhaps inevitably, in du stry  and consum ers m ust 
balance each other. As a resu lt, the procedural requ irem ents for p a r
ticipation  in the FD A ’s regu la to ry  processes affect both groups in 
sim ilar ways. H ow ever, the financial disadvantages under which con
sum ers now  operate  are serious. S teps should be taken to redress the 
imbalance, and provide consumer groups with the resources to advance 
th e ir in terests  as they  are expected and required to  do by th e  FD A .

[The End]

11 See M agndson—M oss W arra n ty — 
F T C  Im provem ent Act, P L  93-637, 
93rd C ongress, 2nd Session.
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COURT ALLOWS LAETRILE SUIT AS CLASS ACTION
A federal d istric t court has extended its order enjoining the  Food 

and  D rug  A dm inistration  (F D A ) from  in terfering  w ith a term inally  
ill p a tien t’s im porta tion  and in te rsta te  tran spo rta tio n  of laetrile for his 
own use to include all terminally ill cancer patients. The court determined that 
term inally  ill cancer patients satisfied the criteria for a class action and 
th a t the class w as sufficiently identifiable so th a t it could be adm inis
tratively  determ ined w hether a pa rticu lar person was a m em ber. T he 
court said th a t requ iring  law suits on an individual basis would deny 
m any patien ts the opportun ity  to have their claim s heard and tha t 
allow ing a class action  would save the FD A  the tim e and expense of 
defending a m ultip licity  of suits.

CCH F ood D rug Cosmetic L aw R eporter, f  38,108

IODINE COMPOUNDS: GRAS STATUS AFFIRMATION PROPOSED
T he addition of potassium  iodide, potassium  iodate, and calcium 

iodate to the list of generally  recognized as safe (G R A S ) direct food 
substances has been proposed by the Food and D rug  A dm inistration 
(F D A ). A lthough potassium  and calcium iodates w ere not included in 
the initial G RA S determ ination, the need to  affirm their safety came 
about in part by a revision in the standard of identity for bakery prod
ucts to perm it the use of safe and suitable ingred ients tha t do not 
a lte r the basic identity  of the food or affect its  nu tritional characteristics. 
P rio r to the revision, the recipe requirem ents for bread specifically listed 
th e  substances as optional ingredients. In  addition to  fulfilling the safe 
and suitable provision, G RA S affirmation of the substances would 
satisfy a recent regulation  tha t requires a  reexam ination, according to 
cu rren t scientific inform ation and safety evaluation procedures, of sub
stances (except for food additives) tha t have in the past been con
sidered to be safe.

T he FD A , which concluded from  its own evaluation and from 
studies of the Select Com m ittee on G RA S Substances th a t use of the 
th ree com pounds at cu rren t levels does not pose a health hazard, p ro 
posed th a t G RA S affirm ation for potassium  iodide be lim ited to  use of 
the  com pound in table salt a t a level of 0.01 percen t based on the 
w eight of the table salt and th a t affirm ation for potassium  and calcium 
iodates be lim ited to their use in the m anufactu re of bread at levels not 
to  exceed 0.007S percent based on the am ount of flour used.

C om m ents on the proposal are due by A ugust 9, 1977.
CCH  F ood Drug Cosmetic L aw R eporter, N o. 754
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