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REPORTS
TO THE READER

The increased awareness of consumer 
groups and their desire to be involved 
in decision-making processes, has sub
jected the FDA to new and mounting 
pressures. This is one of the themes 
in Donald P. Rothschild's article, “The 
FDA's Regulations—A Model for the 
Future?” He discusses the informal 
hearings as an innovative response to 
those pressures, and predicts that other 
agencies will also initiate alternate 
forms of decision-making. The author, 
a Professor of Law at the George 
Washington University National Law 
Center, believes that the informal hear
ings facilitate greater participation and 
can also better “accommodate the nature 
of the dispute.” The article begins on 
page 344.

Subpart F of the FD A ’s new proce
dural regulations is the subject of Ron- 
aid J. Greene’s article, “ Informal FDA 
Hearings.” He discusses two forms of 
decision-making, adjudicatory and bu
reaucratic, presenting Subpart F as an 
attempt to combine the important aspects 
of each. He points out nine areas in 
which a Subpart F hearing may be 
used and also discusses the procedures 
surrounding a hearing. An attorney 
with the law firm of Wilnrer, Cutler 
and Pickering, Mr. Greene suggests 
that the presiding officers at the Sub
part F hearings must remain open- 
minded in order for them to be successful. 
The article begins on page 354.

Pharmaceutical Update VI. The fol
lowing papers were delivered at the 
Food and Drug Law Institute’s Phar
maceutical Update VI held in New York 
City on May 25 and 26, 1977.

The article “Property Rights in the 
Color and Shape of Capsules,” by 
Houston L. Swenson, is a discussion of 
trademark registration and the problem 
of look-alike drugs. The author, who is 
Trademark Counsel for Eli Lilly and 
Company, describes various court cases 
to illustrate the criteria used in deter
mining if trademark privileges have 
been infringed. He also discusses the 
problems caused by what he terms un
fair competition laws. The article is 
found on page 361.

The promulgation of Trade Regula
tion Rules as a form of administrative 
rulemaking was authorized by the Mag- 
nuson-Moss—Federal Trade Commis
sion Improvements Act. Paul M. Hyman, 
in his article, “Participating in a TRR,” 
gives a detailed description of this pro
cess, pointing out, however, that there 
is not much evidence as to its efficiency 
or effectiveness. In the article, which 
begins on page 369, he describes the 
process as a legislative hearing rather 
than a rulemaking procedure. He then 
discusses the elements involved in making 
a TRR public such as cross-examina
tion. and group representation. Air. 
Hyman is a member of the law firm of 
Rogers, Hoge & Hills.
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The FDA's Regulations— 
A Model for the Future?

By DONALD P. ROTHSCHILD

Mr. Rothschild Is a Professor of Law at the George Washington 
University National Law Center.

A L IT T L E  O V E R  A  Y E A R  AG O, tw o form er law  stu den ts  of 
R ichard M errill suggested  in a law  review  artic le1 th a t the 

F ederal T rad e  Com m ission (F T C ) and the F ederal Com m unications 
Comm ission, am ong other federal agencies, should pay  m ore a tten 
tion  to  the in terp lay  of substance, procedure and efficiency in ad
m in istra tive  proceedings, and w hat the Food and D ru g  Adm inistration 
(F D A ) is doing in this respect. A three-part New York Times a rtic le  
about the F D A 2 indicated th a t o thers w ere also im pressed w ith 
the A gency’s efforts, especially on behalf of consum ers. C ertainly, 
in a quan tita tive  sense du ring  the  p ast few years since th e  F D A  
extricated  itself from  the  quagm ire of the  v itam in and peanu t b u tte r  
hearings3 and since the landm ark 1973 Suprem e C ourt decisions,4

1 Ames and McCracken, “Framing 
Regulatory Standards to Avoid Formal 
Adjudication: The FDA As a Case 
Study,” 64 California Law Review 14 
(1976).

2 The New York Times, “FDA Is 
Caught Between Demand For New
Goods and Public Safety” March 12,
1977; “Demoralization Plagues FDA; 
Some Top Jobs Unfilled,” March 13, 
1977; and “FDA May Be Ultimate 
Challenge to Carter’s Pledge on Reor
ganization and Consumer Aid,” March 
14, 1977 by Richard D. Lyons.

3 See, e.g., Hamilton, “Rulemaking on 
a Record by the Food and Drug Ad
ministration,” SO Texas Law Review 
1132 (1972).

4 Weinberger v. Hynson, Westcott and 
Dunning, Inc., 412 U. S. 609 (1973) ; 
CIBA Corp. v. Weinberger, 412 U. S. 
640 (1973) ; Weinberger v. Bentex Phar
maceuticals, Inc., 412 U. S. 645 (1973); 
and U SV Pharmaceutical Corp. v. 
Weinberger, 412 U. S. 6SS (1973).
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the Agency’s informal rulemaking has been prodigious by any standard. 
T he sub ject m atte r of th is conference is obeisance to  ju s t a sm all 
p a r t of the F D A ’s notice and com m ent ru lem aking  du ring  the past 
tw o years. I will a ttem p t to show  th a t the FD A  has been very  inno
vative, as well as active, in its inform al ru lem aking  capacity.

H ow ever, du ring  th is  tim e fram e, its activities have also draw n 
the a tten tion  of o ther b ranches of the federal governm ent th a t have 
been s tu dy ing  these actions. T he A gency has been the  sub ject of 
over 100 Congressional investigations, of which the saccharin hear
ings are bu t ano ther b itte rsw eet exam ple. T he  G eneral A ccounting 
Office (G A O ) has issued som e 50 critical reports, and ex te rn a l and 
in ternal stu dy  com m issions have been form ed to  scru tin ize F D A  
procedures. T he m otivation for th is a tten tion  is no t to  consider the 
A gency 's su itab ility  as a model for the fu tu re, b u t ra th er to con
sider it as a candidate for reform .

Innovative Administration
In fairness, it is difficult to evaluate the in terp lay  of substance, 

procedure and efficiency in the F D A ’s adm inistra tive  procedures by 
analyzing  its recen t activities. Some have been in the trad itional 
In te rs ta te  Com m erce Com m ission mold of a federal agency estab 
lished to regula te  a specific industry , w ith  the related  concern of 
p rom oting  the w ell-being of th a t industry . O ther ac tiv ity  has been 
in the new mold of spearhead ing  regu la to ry  efforts on behalf of 
consum ers. Still o thers are p robably  ju s t a response to  w h at the 
A m erican E n te rp rise  In s titu te  for Public Policy R esearch considers 
to  be the pressures of conflict am ong regu la to ry  agencies caused 
by overlapp ing  ju risd iction , uncontro lled  pow er and dow nrigh t in
efficiency.5 T he fact is th a t the F D A  has responded to all of these 
pressures. T he purpose of m y rem arks, how ever, is no t to  evaluate 
the  A gency’s perform ance, b u t ra th e r to present another perspective 
of the F D A ’s new procedures as a model for the  future.

M y assigned tonic requires m ore th an  analysis, in th a t it sug
gests prediction. H ow ever, candor requires me to  adm it th a t m y 
association w ith  law  professors has never im pressed me w ith our 
prophetic  abilities. M ore in point, there is no th ing  in m y background 
th a t indicates such talent. C asper W einberger, w ho w as fond of

5 M. L. Weidenbaum, “The NewW ave reprinted in American Enterprise Insti- 
of Government Regulation of Business,” tute. Reprint No. 39 (Feb. 1976).
Business and Society Review, Fall 1975,
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appoin ting  panels and com m issions, appointed me to an ex ternal 
adv isory  council in M ay of 1970, to help the F T C  rew rite  their R ules 
of P ractice  & Procedure, along w ith  som e bona fide experts in the 
field. Y et, a fter tw o years of considerable effort, our m ajor proposal, 
w hich w as an acknow ledgem ent of a significant regu la to ry  trend  
tow ard  inform al rulem aking, w as voted down by the F T C  Com m is
sioners. So much for my predictive abilities. Interestingly, our recommen
dations then  w ere m ore in line w ith  the  new  F D A  regulations now 
th an  they  are w ith the  new F T C  regulations. I hope th a t the  W ein 
berger-appo in ted  H ealth , E ducation  and W elfare  (H E W ) Review  
Panel on N ew  D ru g  R egulations, which is supposed to issue a re
p o rt next m onth, will be m ore on po in t th an  ours was.

M errill’s tw o law  studen ts, whom  I m entioned earlier, suggested  
th a t the F D A  is uniquely  qualified as a source of adm in istra tive  in 
novation, because of the A gency’s specialized ju risd iction , the volum e 
of p roducts it regu la tes, and its trad itio n  of lim ited judicial review. 
I do no t disagree w ith  th is assessm ent. In  fact, it m ay be th a t because 
the  courts have deferred to  its expertise under the  doctrine of p rim ary  
ju risd iction , th e  F D A  has tu rned  from  the  form al ev iden tiary  public 
ty pe  of hearings to th e  m ore appealing  inform al procedures in order 
to  facilita te  g rea te r activity.

Alternate Proceedings
Although there  has been m uch scholarly  ou tp ourin g  on how  to 

im prove form al ev iden tiary  hearings, I agree w ith R obert A nderson 's 
s ta tem en t in the M arch 1976 issue of the CCH F ood D rug C osm etic  
L aw  J o u r n a l6 that the underlying prem ise of the  new FD A  regu la
tions is to  avoid, ra th e r than  im prove on, form al hearings. I also 
agree w ith him th a t they  will be gran ted  in the fu tu re  only in 
situations w here th ere  is an unw aived s ta tu to ry  r ig h t to obtain them . 
M y opinion was reinforced w hen I w ent th rough  S ub part B, the 
new regulations on Form al E v iden tiary  P ublic  H earings, for m y 
class in A dm inistra tive P ractice  & Procedure. D espite the  A gency’s 
a ttem p ts  to stream line the procedures, th ey  still allow  for in term i
nable proceedings. This means th a t for all in ten ts and purposes the 
F D A ’s new m odel is based on inform al a lternatives to  form al evi
den tiary  hearings.

“Anderson, R. N„ “An Overview of F ood D rug Cosmetic Law Journal 159 Recent Regulatory Development—The (March 1976).
Case for Evidentiary Hearings,” 31
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D espite the fact th a t the  new  regulations provide for a num ber 
of procedures,7 I w ould suggest th a t there are basically th ree  m odels 
which th e  FDA. will use: (1) Inform al Rulemaking, by which I m ean 
notice and com m ent ru lem ak ing ; (2) F ac t F ind ing  by Specialists, 
such as the P ublic  A dvisory C o m m ittees; and (3) Info rm al D ispute 
Settlem ent like the  Public Board of Inquiry.
Informal Rulemaking

Since notice and com m ent ru lem aking has been an in tegral p a rt 
of the  A gency’s p rocedures for som e tim e, it is im p ortan t to m y 
thesis to sort out the usage I am re ferrin g  to  as inform al rulem aking. 
F o r exam ple, notice and com m ent procedures can arise in the. trad i
tional m anner by  citizen petition  or the Com m issioner’s direction 
as an a lte rn a tiv e  to form al ev iden tiary  public hearings. As a sum 
m ary procedure, it will take one of th ree possible form s. T he  first 
type will arise w hen the FD A  issues precise regula tions which are 
sufficient in them selves to  provide adequate notice of the  stan dards 
prom ulgated  to  affected persons.8 T he second model will arise w hen 
the F D A  sta tes  a prirna fade case for its action in a proposed regu
la tion .9 And, the  th ird  type of procedure will arise w hen the F D A  
chooses to  proceed on a case-by-case basis, b u t posits th e  issues in 
volved in the case and th e  type of evidence the A gency will consider 
in the proceeding.10 In  these a lte rna tives to form al ev iden tiary  h ea r
ings, the am ount of com m ent solicited from in terested  parties will 
vary  according to  the  type of procedure used. The point is th a t since 
each of these m odels has been considered in judicial proceedings and 
approved, the F D A  considers it to have am ple precedent to support 
th e ir  usage.

In  addition , how ever, to  these  m ore trad itional a lternatives to 
form al ad jud ica to ry  types of hearings, there is now  am ple evidence 
th a t the  F D A  will use its general adm in istra tive  s ta tu to ry  au-

7 Alternatives to 21 CFR Sec. 2.100
(Formal Evidentiary Public Hearings) 
are listed in 2. CFR Sec. 2.117(a)(2) 
Public Board of Inquiry pursuant to 
Subpart C; 2 CFR Sec. 2.117(a)(2) 
Public Advisory Committee pursuant to 
Subpart D; and 21 CFR Sec. 2.117(a) 
(3) Public Hearing Before Commis
sioner pursuant to Subpart E.

On Tuesday, March 22, 1977, the
FDA recodified the procedural regula
tions (42 F. R. 15553). 2.100 is 12.1 and 
2.117 is 12.32.

8 The Supreme Court upheld this type 
procedure in Weinberger v. Hynson, 
Westco tt and Dunning, Inc., note 4, 
supra.

0 Ciba-Geigv Corp. v. Richardson, 446, 
F. 2d 466 (CA-2 1971) ; Cf. Hess and 
Clark. Division of Rhodia, Inc. v. FDA, 
495 F. 2d 975 (CA DofC 1974) (dicta).

10 Cosmetic. Toiletry and Fragrance 
Association. Inc. v. Schmidt, 409 F. 
Supp. 57 (1976); Cf. Cooper Labora
tories Inc. v. Commissioner. FDA, 501 
F. 2d 772 (CA DofC 1974).
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th o r ity 11 to prom ulgate  regulations for the efficient enforcem ent of 
the Federal Food, D rug , and Cosm etic A ct m uch in the same fashion 
th a t it published the new regulations by notice and com m ent rule- 
m aking.12 W hen, for exam ple, the  A gency published its proposed 
ru le on nu trition  labeling13 and asked for com m ent under its general 
adm in istra tive  au tho rity , it w as engag ing  in ano ther form  of in for
m al rulem aking. I predict th a t th is “ leg islative” model of notice and 
com m ent ru lem ak ing  will substan tia lly  increase under the new  regu
lations. T here  is adm inistra tive  precedent for such action. T he 
F T C  has recen tly  utilized notice and com m ent ru lem aking  under the 
M agnuson-M oss W a rra n ty  A ct to regu la te  tie-in w arranties. T he 
Consum er P ro du c t Safety Com m ission has been publish ing  S tate  
petitions for exem ptions from  federal safe ty  s tan dards for the p u r
pose of so liciting  com m ents p rio r to  its ruling. T he D ep artm ent of 
T ran sp o rta tio n 's  air bag  hearings, and the O ccupational Safety and 
FTealth A dm inistra tion  noise level hearings are o ther exam ples of 
notice and com m ent ru lem aking  where, even though the notice given 
and the com m ent solicited vary  considerably, they  are held to  m eet 
due process s tan dards in adm inistra tive  proceedings. In every case 
they  are less th an  w h at is required  in a judicial se tting , and also in 
form al ev iden tiary  public hearings.
Fact Finding

F ac t finding by external specialists, th e  second model to be 
u tilized  by  the F D A , an tedates th e ir  new regulations. Dr. Philip 
H andler, President of the National Academy of Sciences (N A S ), sta ted  
the rationale  for th is form  of procedure in an NAS forum  on “H ow  
Safe is Safe— T he Design of Policy on Drugs and Food Additives.” 14 
H e explained th a t “governm ent regulation  of technical p roducts m ust 
rest on a rational and sufficient scientific base.” F u rth er, in his opinion, 
“products involving hazards m ust, as a m inim um  rest on detailed 
appraisals of the na tu re  and m agnitude of those risks, of the m one
ta ry  and other costs of m easures in tended to reduce the severity  of 
each risk, and of the  na tu re  and m agnitude of the  benefits involved 
in the  process or p roduct under consideration .” The efficacy studies

1121 U. S. C. 371 fa). Sec. 701 (1975 Strop.).
12 See, e-g., McNamara, S. H., “The 

New Age of FDA Rule-Making,” 31 
F ood D rug Cosm etic  L aw  J ournal  393 
(July 1976).

13 21 CFR Sec. 1.17, Food: Nutri
tion Labeling (April 1, 1976).

14 Speech reprinted in 43 George 
Washington University Law Review 
791, 794 (1975). .SVc also Handler, “A 
Rebuttal: The Need for a Sufficient 
Scientific Base for Government Regu
lation,” 43 George Washington Univer
sity Law Review 803 (1975).
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m andated  by the 1962 am endm ents to the  Federal Food, D rug, 
and Cosm etic A ct m ade by the N ational A cadem y of Science— N a
tional Research Council (N A S -N R C ) panels are an exam ple of th is 
policy, and the  use of these studies to  set up scientific guidelines 
for sum m ary procedures w as validated by the Suprem e Court.
Public Board of Inquiry

A th ird , bu t to  date un tested  a lternative model proposed bv the 
FD A  is the Public Board of Inqu iry , which is an inform al dispute 
se ttlem ent model analogous to  arb itra tion . A lthough the FD A  has 
no t utilized th is device, it has substan tia l precedent in the labor 
field w here arb itra tion  is the bedrock of industrial d ispu te se ttle 
m ent. T he N ational L abor R elations Board ruled in the Collyer In
sulated Wire case th a t w here an inform al proceeding can resolve both 
a labor dispute and an alleged violation of federal statute in a manner 
com patible with the Act. it w ould defer to private  (as distinguished 
from A gency) resolution of both the dispute and the  violation of 
s ta tu te . In a long progeny of cases, the  Suprem e C ourt has validated 
the  use of inform al dispute se ttlem ent as part of the adm inistra tive  
process w hen the parties have vo lun tarily  accepted its usage. T he 
key is vo lun tary  acceptance of the procedure.

A lthough  the th ree  m odels included in the  new regulations have 
judicial and adm inistra tive  precedent for use as inform al rulem aking, 
there still is an open question as to w hether there is significant 
p ressure  to utilize these procedures afforded by th e  FD A . as well 
as by o ther regu la to ry  agencies. I th ink  it is very  im p ortan t to point 
o u t th a t the F T C  is cu rren tly  s tru g g lin g  w ith the reality  th a t its 
Inform al D ispu te  S ettlem ent M echanism , estab lished  under Rule 703 
and prom ulgated  by notice and com m ent ru lem aking  under the 
M agnuson-M oss F T C  Im provem ent Act. has no t been adopted by a 
single m anufacturer. T he  m ere fact th a t an agency has created a 
procedural model does not insure its use. T his is particu larly  tru e  
w here the partic ipan ts m ust waive o th e r righ ts  in o rder to  use the  
new  procedures.

Pressures on the FDA
T he pream ble to th e  new  rules is replete w ith carefully  th ough t 

th rough  sta tem en ts  indicating  the rationale for estab lish ing  the new  
procedures. H ow ever, I w ould like to  discuss th ree practical, bu t 
unm entioned, p ressures for use of these procedures th a t are po liti
cal in nature.
FU T U R E  PROCEDURES PAGE 3 4 9



“Anti-W ashington sentiment” is a generic, catchy phrase fashioned 
by the m edia to describe the “outsider phenom enon” of the last elec
tion. Y et, in m y opinion it lias im plications about the dem and for 
the  new procedures prom ulgated  by the  FD A . The New York Times 
M arch 12th article  describ ing how the A gency is caught in the m id
dle of dem and for new goods and public safety, po in ts out th a t the 
A m erican public is now far m ore educated and sophisticated  than  
ever before. T he resu lt is th a t citizens assert th e ir  r igh ts to be heard 
and inform ed about governm ent decisions th a t affect th e ir lives. 
T he article uses as an exam ple the curren t dem and by w om en's 
o rgan izations to know  w hat over-the-counter and prescribed drugs 
will do to  th e ir  m inds and bodies. T his is ju s t one of th e  m any 
exam ples of p ressure th a t is being exerted  by “ou tsiders” to  the 
adm inistra tive  process on the  F D A  in order to  becom e p a r t of the 
decision-m aking procedures.

T he second type of p ressure exerted on the FD A  involves the  
curren t schism  betw een law  and science which w as expressed elo
quently  by m y colleague H aro ld  Green w hen he responded to  Dr. 
H an d le r’s views in a George Washington Lazo Reznczo artic le .15 In re
sponse to the suggestion  th a t w here the u ltim ate  adm inistra tive  de
cision tu rn s upon scientific questions, scientific fact should dictate 
the  u ltim ate  decision, or at the very  least, should define the factual 
p redicates on the basis of which value conflicts are resolved, P ro fes
sor Green d istinguished the  scientific from the  legal approach. H e 
argued  th a t w hile to  the scientist, tru th , ob jectiv ity  and accuracy are 
the u ltim ate  desiderata , to the law yer, the  u ltim ate  goal of public 
policy decision-m aking is th e  optim um  resolution of conflict, such 
as in the cu rren t saccharin dispute. W hile this sounds like an academic 
dispute, I predict that the argument over the respective roles of the 
scientist and the lawyer in administrative decision-making will be one of 
the m ajor debates of this decade.

T he th ird  political p ressure tow ard  u tilization  of the new F D A  
regulations arises from the fact of regulatory reform. I think that it is 
now too late in the day to deny that adm inistra tive  reorganization  is a 
reality . T he only open question is w hat form  it will take. W ith o u t 
claim ing any insider know ledge, let me suggest at least tw o ascer
ta inab le  pressures. I have a lready alluded to the dem and by c itizen / 
consum ers to  becom e part of the decision-m aking process. A recent 
and very  in terestin g  study  about consum er o rgan iza tion s’ exp ecta

10 See Green, “The Risk-Benefit Cal- George Washington University Laze Re- 
culus in Safety Determinations,” 43 ziew 791 (1975).
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tions about the  F D A  has ju s t been published by th e  A gency’s O f
fice of P rofessional and C onsum er Affairs.18 I t  involves a survey of 
consum er organ izations, the  N ational A dvisory Food & D rug  Com 
m ittee (the  only policy advisory com m ittee appointed by  the  F D A  
thus fa r), the C om m issioner's staff, and personnel from  the  FD A  
field offices who were asked to  prio ritize th e ir  concepts of “risk ,” 
“public in te res t,” and “ease of correcting  prob lem s” involved in the 
A gency’s actions. N ot surprisingly , the stu dy  indicates a consider
able varia tion  as to these prio rities, for exam ple, in the area of food 
additives. W h a t is su rp ris in g  is the  ex ten t to which th is variation  
exists bo th  w ith in and from w ith ou t the Agency. As The New York 
Times a rtic les rig h tly  conclude, the F D A  is caught in the  m iddle 
of these conflicting dem ands. I believe th a t the  pressure of regu la to ry  
reform  will cause the A gency to  respond by increasing access, ra th er 
than  by any  a ttem p t to redirect priorities.

Cost of Reforms
O pening access to adm in istra tive  procedures, however, will in

crease costs for m any obvious reasons. F o r exam ple, to  me it is 
quite clear th a t the A gency or som e o ther arm  of governm ent will 
be forced to provide funds for consum er group represen ta tion , if 
such represen ta tion  is to be fair and m eaningful. Public opinion will 
coerce m eaningful, as d istinguished from  illusory access, and the 
federal governm ent will pay the cost, at least in the first instance. 
H ow ever, because of the popu list n a tu re  of th is A dm inistra tion , I 
also believe th a t increased access will be allow ed only a fte r a care
ful cost-benefit analysis w hereunder ju s t the m ost cost-effective p ro 
cedures will survive th is scrutiny. M y analysis is th a t although reg u 
la to ry  reform  will provide increased access to  the decision-m aking 
process, it will be lim ited to those procedures which are flexible, 
speedy and rela tively  inexpensive. P u t sim ply, I believe th a t re 
organ ization  will be carried out only after a careful cost-benefit 
analysis of adm inistra tive  practices and procedures.

Insofar as the FD A  is concerned, I predict that the anti-W ashington 
sen tim ent will pu t p ressure on the A gency to utilize its inform al rule- 
making model to the fullest extent feasible in order to provide maximum 
access by the g rea te s t num ber of citizens a t the low est cost. Since 
significant action by all regu la to ry  agencies is now  new sw orthy, it 
will be b rou gh t to  th e  a tten tion  of our c itizenry  by the  media. T he

18 Discussion of Priorities—Consumer Groups, Fiscal Year 1979 FDA Plan-
Organizations and Other Participating ning Process (Feb. 1977).
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proposed saccharin  ban is a dram atic  exam ple of th is phenom enon, 
and the resulting public pressure that it can generate.

Such pressure  also has significance in p rom pting  an A gency to 
utilize an “escape valve” m echanism  w here it has procedures th a t 
utilize ou tside experts to resolve disputes. F o r exam ple, in the new  
regulations, a S tand ing  A dvisory C om m ittee was estab lished to  advise 
on policy m atters as they relate to the statutory mission of the A gency .17 
W here  the  issue is “adv ersa ria l” in nature, the  F D A ’s Public Board 
of Inqu iry  m ight be an appropria te  a lternative  forum , especially where 
the  issue has broad public policy implications such as the saccharin ban.

T he law -science dichotom y raised by these issues is probably 
responsible for what Jim  T urner characterizes as the F D A ’s schizophrenic 
choice of inform al forum s to resolve the sam e type of dispute. H e 
considers the Public A dvisory C om m ittee’s role to  be an tithe tica l to 
th a t  of the  P ublic  B oard of In q u iry ’s role. I w ould argue th a t th ey  
are supplem entary , and both desirable. A lthough it is not clear from  
the  com m ents, I believe the P ublic  A dvisory C om m ittee should be 
utilized to m ake risk-benefit calculations when scien tists are important 
partic ipan ts in the  process, because safe ty  calculations are involved. 
O n the o ther hand, it does no t follow th a t scien tists have the sam e 
qualifications for ac ting  in represen ta tional roles. N or do I th ink 
th a t  scien tists are m ore qualified than  o thers in m aking general policy 
decisions. In  the la tte r  case, I would prefer to  use generalists, ra th er 
th an  specialists, to  m ake such decisions, because they  will b e tte r  re
flect public opinion. In  such cases, I w ould use the  Public Policy 
A dvisory Com m ittee or the Public Board of Inqu iry  w ith plain old 
specialists as an a lternative  form  of ru lem aking  procedure.

As I have indicated, th e  pressure of regu la to ry  reform  is go ing 
to  force the  F D A  to  utilize cost effective procedures. In  m y opinion, 
th is  requires a lte rn a tiv e  form s of rulem aking. F o r exam ple, w here a 
petition poses a question that affects a large num ber of people and involves 
legal/policy issues, a “leg islative” type of form , such as inform al 
rulem aking , is undeniab ly  the m ost cost effective adm inistra tive  pro
cedure to utilize. Using an adjudication model for such purposes would 
prom ote in term inab le delays, appeals and increased fees for represen
ta tion . On the o ther hand, w here a petition  involves questions affect
ing  a sm aller num ber of persons and the  issues are factual, inform al 
dispu te resolution m odels are less costly. T he po in t is th a t a lte rn a tiv e

17 21 CFR Sec. 2.340 proposed in 40 
F. R. 40753 (Sept. 3, 1975).
PAGE 352 FOOD DRUG COSM ETIC LAW  JO U R N A L — AUGUST, 1 9 7 7



forms of rulemaking have the advantage of being able to accommodate the 
natu re  of the dispu te in th e  least costly m anner, because they  allow 
the  A gency to recognize the  necessary in terp lay  of substance, p ro
cedure and efficiency.

Conclusion
The reason I used the political pressures generated by anti-W ashing

ton sentim ent, the law -science dichotom y, and regu la to ry  reform  is 
because they  are general in na tu re  and national in scope, and tliev 
have im portan t social implications for the new FD A  regulations. T hey 
also apply w ith  equal force to  o ther federal agencies, particu larly  where 
product safety is an im p ortan t factor. M y prediction, therefore, is 
th a t o ther agencies will adopt procedures th a t utilize a lternative  forms 
of resolving disputes. T he procedures they  adopt will also be those 
th a t are flexible, speedy and cost effective. Because of th is  requ ire
m ent, 1 would not be surprised  to discover th a t inform al rulem aking, 
inform al dispute settlem ent and external advisory com m ittee m odels 
are part of such procedures.

H ow ever. I will tem per m y prediction th a t the innovative sp irit 
a t the F D A  is go ing to spread to o ther agencies w ith the caveat th a t 
before th is  occurs, the A gency is going to have to  estab lish some 
definitive guidelines for the use of each of these models. I th ink the 
F D A ’s C om m issioner will soon come to realize th a t the  discretion pro
vided him under the  new regulations so th a t he can act on an ad hoc 
basis depending on the  problem  th a t he is confronted w ith is not a 
b lessing in disguise. A colleague of mine, a fine labor law yer, 
called a tten tion  to  the  p ractic ing  labor bar m any years ago th a t p ro 
v id ing a lternative  forum s to  resolve d ispu tes can have profound im pli
cations on the parties involved.18 Such procedures require careful 
analysis, especially as to procedural safeguards th a t are necessary to 
pro tect all of the partic ipan ts involved. T hose of us w ho are adm inis
tra tiv e  law yers have an obligation to point out th a t d iscretionary  
justice is frau gh t w ith exam ples of past, present and fu tu re  dangers 
about which we should be particularly sensitive. [The End]

Dtinau. “Contractual Prohibition tional Problems.” 57 Columbia Law 
of Unfair Labor Practices: Jurisdic- Rczncw 52 (1957).
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Informal FDA Hearings
By RONALD J. GREENE

Mr. Greene Is with the Law Firm of Wilmer, Cutler and Pickering.

H E  F O O D  A N D  D R U G  L A W  IN S T IT U T E  has asked me to
speak about S ubpart F 1 of the  Food and D ru g  A d m in istra tio n ’s 

(F D A ’s) new  procedural regulations. Before I begin, I have a con
fession to  m ake, I am not a food and drug law yer. In fact, I have 
partic ipated  in only one proceeding at the FDA .

I do, how ever, have one advantage in speak ing to you about 
S ubpart F. M y one and only F D A  proceeding happens to be the first— 
and perhaps the  only— proceeding ever conducted under Subpart F. 
I t  involved som e m icrow ave ovens which were the sub ject of a series 
of related  proceedings before the  B ureau of R adiological H ealth . 
T hose proceedings, which took place prio r to the effective date of 
S ub part F, w ere nevertheless conducted in accordance w ith its p ro 
visions by agreem ent of the parties.

L et me begin m y discussion of these new regulations by being  a 
b it professorial. A t the  risk of oversim plifying, I w ould say th a t 
governm ental decisions are ordinarily  reached e ither th rough  w hat 
could be called “bu reau cra tic” procedures or th rough  “ad jud ica to ry” 
procedures. “B u reau cra tic” actions w ould include m ost typical gov
ernm ent decisions, including every th ing  from  a decision by the  
P residen t about w hether to sign a bill, to the selection of a jan ito r  to 
clean out the basem ent of a governm ent building. Such decisions 
are m ade by governm ent officials on the  basis of in form ation th a t 
they  compile by w hatever procedures are m ost appropriate  in the  
circum stances. Even some m ore form al actions would probably fall 
into th is category. F or exam ple, so-called “in fo rm al” ru lem aking

1 On Tuesday, March 22, 1977, the lations (42 F. R. 15553). Subpart F is 
FDA recodified the procedural regu- now Part 16.
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under th e  A dm inistra tive P rocedure  A ct is essen tia lly  a bureaucratic  
process. T he re levan t officials ask for the subm ission of ou tside 
opinions, bu t they  then m ake up their m inds based upon all the facts 
they  consider to be relevant.

In  con trast, ad jud ica to ry  decision-m aking is pa tte rned  upon the 
judicial process. H ere, th e  m aterials upon w hich a decision will be 
based are  developed by an adversary  process, and th e  decision-m aker 
is ( to  a large ex ten t) restric ted  to those m aterials w hen he m akes 
his decision.

O bviously, the  bu reaucratic  approach to decision-m aking is much 
sim pler and m ore flexible th an  the ad jud icato ry  m ethod. But, from  
th e  stan dp o in t of the  p rivate p a rty  who m ay be affected by a  govern
m en t decision, the ad jud icato ry  model offers m uch g rea ter prom ise 
of p ro tec tin g  his righ ts and of allow ing him to assure th a t all rele
van t factors (and  no irre levan t factors) are properly placed before 
the  decision-m aker.

S ubpart F  represen ts an a ttem p t to  com bine som e im p ortan t 
aspects of bo th  the bu reaucratic  m odel and the ad jud icato ry  model. 
I t  was designed to  apply in a wide varie ty  of contexts in which 
F D A  decisions had previously been m ade solely in accordance w ith 
th e  bu reaucra tic  model. T hese include cases w here private  parties 
apply for som e type of adm in istra tive  relief, and F D A  action m ust 
be taken  on the application. T hey  also include situations in w hich 
the  F D A  on its own m otion seeks to im pose certain  sanctions or 
makes certain findings w hich could adversely affect p rivate  parties. 
In  bo th  situations, previous regulations provided very  lim ited p ro
cedural safeguards. T he app ropria te  F D A  official could sim ply m ake 
a decision on the basis of whatever information he felt was relevant, 
and  even w here an oppo rtun ity  for a hearing  was provided, the  p ro 
cedures govern ing  such a hearing  w ere no t articu lated .

O bviously, w here individuals m ay be adversely affected by  such 
decisions, there  is a possib ility  th a t judicial review  of the  adm inis
tra tiv e  decision will be sought. If such review  w ere sough t in a con
tex t in which no procedural safeguards had been available to the af
fected private  p arty  a t the adm inistra tive  level, the cases indicate 
th a t the  review ing court m ight well require the  A gency to prove its 
case anew  in court. In  short, the  court w ould offer the  protection  
of a tria l de novo as a su b stitu te  for the procedural p rotections denied 
a t the  adm in istra tive  level.
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S ub part F  w as devised to  avoid such a resu lt, while m ain ta in 
ing  the  flexibility of the  bureaucratic  decision-m aking model. I t  a l
lows the  decision-m aking process to  go forw ard m uch as it alw ays 
has— th a t is, w ith o u t any  substan tia l procedural guaran tees for af
fected p rivate  parties. H ow ever, if the affected p arty  is dissatisfied 
w ith  the  in itial decision, he m ay request a hearing  under S ub part F. 
In  certain  special cases, as set forth  in the  regulation , such a hear
ing  could also be scheduled a t the in itia tive of the  FD A . T hus, 
flexibility of the  initial bureaucratic  decision-m aking model is re
tained, and ad jud icato ry  procedures are to be m ade available only 
to those parties who show  som e sign of w ish ing  to challenge the  
bureaucratic  decision.

Before describ ing the m anner in w hich S ub part F  has been 
designed to  w ork, I should briefly describe the  circum stances as set 
forth  in the regulation  in which these provisions w ould apply. T he 
regulations provide th a t a S ubpart F  hearing  will be availab le in 
nine general areas supervised by the FD A . T hese nine areas in
clude regulations govern ing  color additives, food, prescrip tion  d rug  
advertising , trea tm en t of anim als w ith  experim ental drugs, new  
drugs for investigational use, certification services, electronic p roduct 
radiation  standards, perm its under the F ederal Im p ort Milk Act, 
and a m ultitude of exem ptions dealing w ith  antib io tic  drugs. In 
every case, the  hearing  is held after the  Com m issioner, or one of 
the bureaus to  w hom  he has delegated au tho rity , has m ade an initial 
determ ination. Som etim es th a t determ ination  resu lts  in im m ediate 
adm inistra tive  action, and som etim es the actual effectiveness of the 
determ ination  is postponed pending  the hearing. T here is no clear 
p a tte rn  in the regula tions on th is q u e s tio n ; obviously an a ttem p t 
w as m ade to  accom m odate previous procedures and to  apply Sub
part F  procedures in a m anner which w ould least d isrup t established 
practices.

F or exam ple, a hearing  is provided a fte r the com m issioner has 
suspended certification, or has refused to  g ran t authorization , for 
use of food con tain ing  a new color additive. In  the area of prescrip 
tion d rug  advertising , a hearing  is g ran ted  a fte r the Com m issioner 
has decided th a t advance approval is needed to d istribu te  a particu 
lar advertisement or after he has disapproved a particular advertisement.

Even w hen a S ubpart F  hearing  is provided prior to  a final de
term ination , the responsible decision-m aker has come to  a ten ta tive  
conclusion w ith ou t affording the  affected p a rty  an o p po rtun ity  to
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know  w hat inform ation the  decision-m aker is considering and w ith 
out an oppo rtun ity  to confron t his accusers. T hus, even th ou gh  a 
hearing  is provided, and even though  the regulations m ay provide 
th a t the  agency involved has the burden  of proof or the  burden  of 
persuasion, in practice the individual affected by the decision m ay 
well have a heavy burden to carry  in order to  dissuade the  decision
m aker from  his in itial conclusion.

Pre-Hearing Procedures
U nder S ub part F, a p arty  is ord inarily  notified of his righ t to  

request a hearing  by receipt of a notice from  the app ropria te  FD A  
official. A lthough  the regula tions do no t specifically say so, th is  
notice will, as a practical m atter, o rdinarily  be included w ith the  
in itial decision which has been m ade by  w h at I have called “bu reau
cra tic” procedures. T he notice m ust specify the facts w hich are to 
be the sub ject for any hearing  and m ust include o ther procedural 
details, like the  nam e and address of the  hearing  officer.

W ith in  th ree  days after receipt of a notice, a request for a 
hearing  m ust be “filed.” In  the absence of such a filing, the hearing  
will be deem ed to have been waived. A lthough the Com m issioner, 
in p rom u lgating  the regulations, refused to  change the  th ree  day 
period to  ten days, as som e persons requested, the regula tions do 
provide for extensions of tim e, and it m ay in some cases be possible 
to  ob tain  them .

T he regulations provide th a t the  C om m issioner shall designate 
a p resid ing  officer if a hearing  has been requested. As a practical 
m atter, the  designation will probably  have been m ade before the 
notice of an opportun ity  for hearin g  is m ailed. Tn any event, sched
u ling  of fu rth er procedural steps will be under the control of the 
presid ing  officer. H e and the  person requesting  the hearing  are re
quired to  agree upon a tim e for th e  hearing, bu t if no agreem ent can 
be reached, the presiding officer may set the hearing date as early as 
tw o days after the  receip t of the request for a hearing.

T he regu lations provide th a t alm ost any FD A  em ployee m ay 
be a p resid ing  officer. T he only lim itations are th a t the presid ing of
ficer shall no t have partic ipated  in the action that is the subject of 
th e  hearing, and th a t he no t be subord inate to  any such person. 
Since m ost of th e  decisions th a t will be th e  sub ject of S ub part F  
hearings will have been reached by the  d irecto r of a bureau , th is 
provision in effect m eans th a t an F D A  em ployee w ith  no special
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expertise  or know ledge of the  sub ject m atter, will o rd inarily  p re 
side at the hearing. In  the m icrow ave oven proceeding, the  job w as 
given to  an official in the office of the  A ssistan t Com m issioner for 
Compliance. H e obviously had no background or experience in rad ia 
tion m atters. A lthough  such a person m ay be, as the regula tions re
quire, free from  “bias o r prejudice,” he obviously will be re lu c tan t 
to overrule the supposed experts whose decision he is asked to review.

Rules for Discovery
T he rules contain no general provision for discovery, e ither by  

th e  FD A  or by the private  party . T his m ay well prejudice the p ri
vate p arty  m ore than  the F D A  since the A gency presum ably  will 
have obtained much information through its normal regulatory operations 
or du ring  the  period -when it was m aking its in itial decision. AH 
th a t the regula tions do contain are tw o requirem ents app aren tly  
designed to avoid the in troduction  of “surprise evidence” at a hear
ing. P rio r to  the  hearing, the p rivate p arty  m ust be given “reason
able notice of the m atte rs  to be considered at the  hearing ,” includ ing  
a general sum m ary of the inform ation th a t will be in troduced by 
the FD A  a t the  hearing. T he term  “reasonab le” is no t defined, bu t 
in the m icrow ave oven case we objected to receiving notice of 
surprise evidence on a T hu rsd ay  n igh t before a T uesday  hearing, 
and the presid ing officer agreed to  ad journ  the hearings to  give us 
additional tim e to  investigate. In addition, if e ither side w ishes to  
in troduce published articles or w ritten  inform ation a t the hearings, a 
copy m ust be provided to the  o ther side at least one day before 
the hearing.

Obviously, these limited discovery provisions do not provide either 
side w ith a very  thorough  un derstan d in g  of th e  evidence which will 
be presented  by the o ther parties. In addition, th ere  is no oppor
tu n ity  for the  use of th ird  p arty  subpoenas or o ther discovery tech
niques to g a th er evidence. B u t since the tim e fram es set forth  in 
the regulations are so short, it is doubtful w hether m uch discovery 
could be com pleted before a hearing, even if the procedures provided 
the tools to  ob tain  the inform ation.

Hearing Procedures
W hen the hearing  convenes, the regula tions provide th a t it will 

be conducted in the m ost inform al m anner. T he rules of evidence 
will no t apply, no motions or objections re la tin g  to  the adm issib ility  
of evidence will be received, and alm ost any type of inform ation,
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oral or w ritten , m ay be in troduced. T he  regulations pu rp o rt to  a l
low  parties the  righ t to reasonable cross-exam ination of any person 
who m akes a s ta tem en t a t the  hearing, b u t since w ritten  evidence 
is fully adm issible, th is  rig h t is, as a p ractical m atter, m eaning
less. No one has y e t invented the  technique for cross-exam ining a 
docum ent. In  practice, the  docum ents in troduced to support the 
in itial decision will a lm ost certa in ly  have been created by the usual 
bu reaucra tic  p rocedures under w hich dozens of people take p a rt in 
d raftin g  the docum ent and no one will take responsib ility  for it. 
In  the m icrow ave oven case, th is approach m ade it im possible to 
conduct any m eaningful inqu iry  in to the basis behind the s ta te 
m ents contained in the  docum ents in troduced by th e  B ureau of 
R adiological H ealth .

T he pu rp orted  right of cross-examination set forth in the regula
tions also has one o ther peculiarity . T he regulations do no t s ta te  
w h eth er cross-exam ination m ust be conducted by an a tto rney , or 
w hether the parties can use one expert to  cross-exam ine another. 
T h is pecu liar situation  in fact arose du ring  the  m icrow ave oven 
proceeding, and resu lted  in an absurd  situation  in w hich a to ta lly  
confused hearing  officer was forced to listen to  tw o engineers ex 
changing  to ta lly  incom prehensible views about a to ta lly  irre levan t 
sub ject. T he parties certain ly  should plan their p resen ta tions to 
avoid such a result.

T he rules also contain one o ther strange  provision. U nless the  
hearin g  is ordered closed to the public because certain  types of 
sensitive in form ation will be discussed, the  public m ay a ttend  and 
m ay partic ipa te  by p resen ting  evidence. A pparently , public partic i
p an ts  are no t allow ed to  cross-exam ine the parties, a lthough  they  
are sub ject to  cross-exam ination them selves. H ow ever, no provision 
is m ade for advance notice concerning the  content of the p resen ta 
tions to  be m ade by  public partic ipan ts, and accordingly the  parties 
will no t know  if, and how, m em bers of the  public in tend to expand 
th e  scope of a proceeding before the day of the hearing.

Decision
A fter the  close of the  hearing, the  presid ing officer is required 

to put to ge ther a record. I t  consists of the w ritten  data subm itted , 
the transcrip t, any additional in form ation the presid ing officer agrees 
to  receive, and a rep o rt w hich th e  presid ing  officer is required  to
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prepare. T he parties are supposed to have an opportun ity  to com 
m ent on the presid ing officer’s report, a lthough  the regulations p ro 
vide that this right may be withdrawn if the need for rapid decision 
so requires. T he report also m ust contain findings on the credibility  
of w itnesses and a recom m ended decision, unless the  Com m issioner 
has previously  directed th a t the  report no t contain such items. T he 
report is then  forw arded to  the  office responsible for m aking a  final 
decision, and the  final decision is then  m ade, presum ably  by endorse
m ent on the  p resid ing  officer’s report. T his final decision is sup
posed to  be based on the record developed by the presid ing officer.

Reconsideration, Stay, and Judicial Review
T he regu lations categorize the decision reached after a Sub

part F  hearing  as “final A gency action ,’’ bu t they also provide th a t 
the Com m issioner m ay be asked to reconsider or to stay  the decision. 
P resum ably , if judicial review  is to  be sought, the stay  provision 
should be utilized, a lthough bypassing  it m ight no t be fatal.

T he success of the S ub part F  experim ent will no t be know n 
until som eone seeks to  exercise th is  righ t to obtain judicial review. 
As I have a lready indicated, the m ain purpose of the S ubpart F  
experim ent w as to  avoid tria ls  de novo in the d istric t courts. I w ould 
suspect th a t som e private  p arty  som e day will claim th a t the p ro 
cedural safeguards supposedly provided by S ubpart F  are inade
quate. and th a t he is nevertheless entitled  to  a tria l de novo no tw ith 
stand ing  the availab ility  of the S ubpart F  procedures.

I w ould not w an t to hazard  a guess a t th is early  stage about 
how  the courts will tre a t such a claim. P resum ably , th e ir  w illing
ness to perm it a tr ia l de novo will depend upon the particu lar facts 
of the case before them , and m ost im portan tly  upon the ab ility  of 
the petitioner to  show th a t he w as in ju red  by  certain  inadequacies 
in the procedures. I w ould th ink th a t the sho rt tim e deadlines, the  
lack of any opportun ity  for discovery, the m eaningless natu re  of 
the cross-exam ination righ t, and any inadequacies in the notices 
provided to the affected private  parties will be the m ost crucial fac
to rs  in a cou rt’s mind.

O nly fu rther experience will dem onstrate  how  these m atters  will 
be handled in practice. If p resid ing officers are fair and open-m inded, 
Subpart F  m ay have a chance to succeed. In  any  event, it is an 
in terestin g  experim ent, and one w hich is w orth  w atching.

[The End]
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Property Rights in the Color 
and Shape of Capsules

By HOUSTON L. SWENSON

Mr. Swenson Is Trademark Counsel for Eli Lilly and Company.

W IT H  M Y BA CK G RO U N D  in trademarks, you may have surmised 
th a t I am going to be dealing w ith  the problem  of look-alike 
tab le ts  and capsules on a tradem ark  basis. T his is no t quite the  whole 

p ictu re for I ’m going to center m y com m ents on th e  la rger scope of 
unfair com petition th a t em bodies th e  law  of tradem arks.

T rad em ark  reg istra tion s have occasionally been g ran ted  on a p a r
ticu la r type of a capsule or tab let. T hese have been fairly  well limited, 
though , to  ra th e r unique appearing  arrangem ents. R eg istra tions have 
been granted for the band about the middle of the Parke Davis capsules. 
A reg istra tion  has also been g ran ted  for th e  trun ca ted  conical ends on 
th e  S K F  capsule. L ikewise, a tradem ark  reg istra tion  has been granted 
for the  parabolic end of th e  L illy  capsule. H ow ever, to the  best of 
m y know ledge, no U. S. tradem ark  reg istra tion  has been g ran ted  for 
a capsule hav ing  one half colored, for exam ple, yellow  and the o ther 
half colored green. L ikewise, I am unaw are  of any reg istra tion  gran ted  
for a conventionally  shaped tab le t th a t has tw o colored sections. H ow 
ever, it should be po in ted  out th a t if a pa rticu la r color design of a 
distinctive n a tu re  such as concentric circles is placed on a tab le t o r 
capsule a  tradem ark  reg istra tion  m ig h t be possible. B u t in general 
th e  look-alikes that we're concerned about today do not involve features 
of th is type.

T he practice of copying an o th e r’s goods in order to achieve a  
g rea te r am ount of com m ercial success dates back centuries. To som e 
degree th is  has been controlled by  ou r p a ten t and copyright laws. 
B u t it  is our unfair com petition law s, based prim arily  on com m on law  
righ ts, w hich are m ost relevant to us. A lthough  th is field of law  p er
ta in in g  to  look-alikes in th e  pharm aceu tical in du stry  follows the
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general doctrines laid ou t in o ther industries, I th ink  there  are som e 
ra th e r d istinct tw ists  th a t occur which have troubled  th e  courts. There 
are th ree , no t tw o, parties involved in the  retail sale of a prescrip tion  
drug. W hich p a rty  is in the  best position to  know  if th ere  is a decep
tion? The p a tien t is no t necessarily  know ledgeable about th e  d ru g  
th a t is being  dispensed. H e m ay no t even know  the  m anu fac tu rer’s 
nam e. T he physician, whose instructions m ay barely  be legible, is no t 
in a position to  see th a t they  are carried out. T h e  pa tien t ra re ly  shows 
the physician the  item  dispensed by the pharm acist. I t  is th is tr i
ang u lar a rran gem en t th a t has caused som e in trica te  criteria to be 
added to the  law  of unfair com petition dealing w ith  look-alikes in 
pharm aceu ticals th a t I am going to  concentrate  on here.

Court Decisions
Can an im ita to r law fu lly  duplicate a liquid form  of quinine, even 

to the  ex ten t of using  chocolate to give it th e  sam e color and flavor as 
the  orig inal p roduct?  T he U. S. Suprem e C ourt in 1924 sta ted  th a t 
E li L illy  and  Com pany could no t enjoin the  W illiam  R. W arn e r 
Com pany from  duplicating  a chocolate flavored quinine p rod uct.1 
H ow ever, certain  conditions w ere set forth  by the Suprem e Court. 
In  th is case, L illy  had been m ark etin g  a quinine product and found 
th a t  to m ake it  palatab le, chocolate should be added. T his caused the 
p roduct to becom e colored brow n as well as carry ing  the chocolate 
flavor. Several years after the  in troduction  of th is p roduct, th e  W illiam  
R. W arn er Com pany in troduced its p roduct th a t was prepared in a 
sim ilar m anner. L illy  a ttem p ted  to enjoin  th is  practice on the  basis 
of unfair com petition.

T he C ourt found th a t  the  chocolate ingred ien t was no t a non
functional item  and in fact no t only im parted  a distinctive color and 
flavor b u t also served as a m edium  to suspend the quinine and p reven t 
its  precip itation . C onsequently, the  C ourt ruled th a t the color brown 
did no t serve as an iden tify ing  m ark for p lain tiff’s product. I t  con
cluded th a t anyone could m ake th is identical p roduct b u t th a t  the 
public should be aw are  of th e  duplication. I t  then proceeded to  require 
the  defendant to  m ake a w arn ing  th a t in a sense w as som eth ing of a 
disclaim er sta tem en t. I t had been show n th a t defendant’s salesm en 
had suggested  to  pharm acists th a t they  m ight be able to  su b stitu te  
their product for Lilly’s. Thus, the Supreme Court required the defendant 
to place warning labels on the bulk size bo ttles sold to  pharm acists.

1 William R. Warner & Co. v. Eli 
Lilly & Co., 265 U. S. 526 (1924).
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T he  w arn ing  s ta ted  th a t the defendan t’s p reparation  w as no t to be 
sold or dispensed as L illy ’s nor should it be used in filling p rescrip 
tions for L illy ’s drug. I th ink  th is kind of w arn ing  is som ew hat in
effective and tends to draw  the  ph arm ac ist’s a tten tion  to  the  fact th a t 
here is a p roduct a t a low er cost th a t  is sim ilar to the L illy  product. 
N evertheless, as wre will see from  som e o th e r cases, th is  type of w arn 
ing w as adopted  by several o ther courts.

Can a p arty  use identically  colored cream  and brow n capsules 
con ta in ing  the  chem ically equivalent d ru g  and prom ote it as being 
sim ilar to  the  orig inal d rug ?  In  1936, the N ew  Y ork C ourt of Appeals 
found in favor of th e  plaintiff, M artin  H. Sm ith Com pany, w hich had 
show n th a t the defendant’s selling agen t had been w ritin g  a “similar 
to ” s ta tem en t referring  to p la in tiff’s p roducts on the  look-alike drug 's  
labels.2 T his inducem ent by defendant's salesm en was the  influencing 
factor and the C ourt of A ppeals g ran ted  an in junction  against the 
m arketing  of th is look-alike capsule. I t  is in te restin g  to  no te th a t 
there was no reference m ade to  the Lilly/Warner Suprem e C ourt 
decision of tw elve years earlier.

W h a t rem edy will the court use w hen defendant has copied 
p la in tiff’s round w hite tab le ts  w ith sim ilar beveled edges and scorings 
and orally suggested through its salesmen that substitution was possible? 
Sm ith, K line and F rench L aboratories, in su ing  Clark and Clark in 
the D istric t C ourt of N ew  Jersey , received a rem edy th a t had som e 
sim ilarity  to the Lilly/W arner case.3 The court noted th a t defendant’s 
salesm en had suggested  to pharm acies th a t its product could be sub
stitu ted  for th e  p lain tiff’s product. T he C ourt of A ppeals recognized 
th is as being an un fair practice. I t  took into consideration the  ru ling  
of the  Lilly/W arner case and decided th a t the  p lacing of the defendant’s 
in itia ls, “C and C” on the  tab le ts  w ould be sufficient to disassociate 
them  from  p lain tiff’s products. I t  expressly refused to  g ra n t a perm a
nen t in junction  th a t w ould go beyond the exp ira tion  of th e  p a ten t 
covering p lain tiff’s product. P erhaps the C ourt view ed w arn ing  s ta te 
m ents as po ten tia l inducem ents to  substitu te . T he ru ling  suggests 
th a t the C ourt felt it w ould be b e tte r  to advise the  pa tien t on the  
source of th e  drug. As to w hether o r no t the  s tam ping  of the letters 
“C and C” on the  tab le ts  could accom plish th is  job I leave for yo u r 
own conjecture.

2 Martin H. Smith Co. v. American 3 Smith. Kline & French Laboratories
Pharmaceutical Co.. 270 N. Y. 2d 184, v. Clark & Clark, 157 F. 2d 725 (CA-3 
200 N. E. 779 (1936). 1946).
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W h at rem edy m igh t you expect to receive for stopp ing  the p ro 
m otion of look-alike drugs w ith com parison cards?  In  1957, com pari
son advertising  w as no t in the  s ta te  of a r t  th a t it is today. The Upjohn 
Com pany ob jected  to  the  practices of one D avid S chw artz doing busi
ness as B ry an t P harm aceutical C om pany and filed for tradem ark  
in fringem ent and unfair com petition in a d is tric t court of New York.4 
E ig h t d rug  p repara tions w ere involved and in each instance th e  de
fendan t had copied the sam e size of capsule or tab le t and the  sam e 
color. T he low er court ruled in favor of defendant on th e  basis th a t 
there had been no proof of instances of actual palming-off of defendant’s 
d rugs in place of p la in tiff’s drugs. H ow ever, the  C ourt of Appeals 
observed th a t the  defendant had d istribu ted  cards which had a listing  
of its products w ith  a blank line along each listed  product on w hich 
one of defendant’s salesm en had w ritten  the  nam e of p lain tiff’s cor
responding  products. T his w as in terp re ted  as being an aid to the 
d rug g ist in m aking substitu tions. T he court then  ruled th a t th e  
low er court had erred in requ iring  proof th a t the  d rugg ists  substituted 
since the defendants had at least m ade it possible for them  to sub
stitu te . T he Lilly/W arner case was taken into account and the defendants 
w ere enjoined from  selling the look-alike products unless a s ta tem en t 
w as a ttached  to  the bo ttles th a t th e  conten ts th ere in  w ere no t to  be 
sold or dispensed as the products of plaintiff. In  connection w ith  the  
non-prescrip tion  look-alike drugs, the  court said th a t such a  w arn ing  
w as no t needed since the custom ers w ould be able to  m ake th e ir own 
observation  and selection of th e  drugs.

Secondary Meaning
In  each of th e  foregoing cases the courts first ruled th a t the  p lain

tiff’s drugs had no t acquired a secondary m eaning on th e  basis of 
th e ir  p ro d u c t’s color and shape. A clear un derstan d in g  of secondary 
m eaning  is difficult to grasp. H ow ever, one of m y favorite exam ples 
is to  ask a person w h at he visualizes w hen he hears the  national park, 
Y ellow stone N ational P a rk  m entioned. A large m ajo rity  of people 
respond ing  to  th is  question will im m ediately s ta te  “ O ld F aith fu l 
G eyser” and ignore the clear m eaning of the title  of the  park. Y ellow 
stone P ark  has a large q u an tity  of yellow stone in its  canyons. Con
sequently , I contend th a t Y ellow stone P ark  as a title  has clearly 
achieved a secondary  m eaning th a t goes far beyond its descrip tive 
connotation . T hus, a non-functional w ord or device th a t initially con

4 The Upjohn Co. v. Schwarts, 246 F.
2d 254 (CA-2 1957).
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veys a descrip tive m eaning, and w hich th ro ug h  extensive use and 
prom otion, acquires a new significance as an indication of origin, is a 
tradem ark  based on th is secondary  m eaning.

If  the look-alike d rug  is an over-the-counter drug, will it be en
jo ined if the  color for the liquid con ten ts is non-functional, unlike the 
s ituation  w here functional chocolate w as added to the quinine produced 
by L illy? In  1959, N orw ich P harm acal C om pany filed an unfair com 
petition  action against S terling  D ru g  on the  basis of its well know n 
P E P T O -B IS M O L  product th a t is m arketed  in a bo ttle  which clearly 
show s its pink color.5 T he low er court had found th a t a public opinion 
survey show ed th a t the pink color of P E P T O -B IS M O L  had acquired 
a secondary m eaning. H ow ever, the  appellate court concluded th a t 
th is survey m erely show ed the  popu larity  of p lain tiff’s product and 
refused to enjoin the  im itation  pink product. I t  concluded th a t an 
im itation  w ith ou t a finding of a secondary  m eaning o r a p redato ry  
practice is perm issible. A distinction to  keep in m ind on th is case is 
that it involved non-prescription drugs packaged in their finished form. 
T hus, the purchasers or patien ts w ere in a position to  fully exam ine 
the origin of each drug. Since the packaging  of the  defendan t’s look- 
alike drug  differed in all respects the  court concluded there w as no t 
any real likelihood of confusion from  the  use of an identical color.

Predatory Practices
Does a com parison catalog  listing  the  p lain tiff’s d rug  alongside 

the  defendant’s look-alike brow n and clear capsule d rug  w ith  a s ta te 
m ent of “for your reference and rem inder” am ount to  a p redato ry  
practice?  M arion Labs in its 1972 suit aga inst M ichigan P harm acal 
C orporation w as told “N o.”6 T his su it w as based on alleged acts of 
unfair com petition in th a t the defendant w as m arketing  a chemically 
equ ivalen t d ru g  in capsules th a t w ere identical to  the brow n and clear 
capsules used by p lain tiff for a num ber of years. T he  court found 
defendan t’s catalog to be acceptable despite its com parison reference 
to p lain tiff’s drug. I t  w as noted th a t the catalog  did not m ake any 
reference to  sim ilarity  in colors. N or was th ere  any evidence produced 
show ing th a t actual sub stitu tion  or inducem ent by defendant to  sub
s titu te  had been made. The capsule w as held to not have acquired a 
secondary meaning prior to the introduction of the defendant’s capsules 
and since no predatory practice was proven an injunction was refused.

5 The Norwich Pharmacal Co. v. Ster- 6 Marion Laboratories. Inc. v. Michi- 
ling Drug Inc., 271 F. 2d S69 (CA-2 gan Pharmacal Corp.. 338 F. Supp. 762
1959). (DC Mich. 1972).
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If, in the foregoing case sub stitu tion  by pharm acists had been 
proven could the plain tiff have ob tained an in junction? P erhaps so, 
or a t least a p relim inary  in junction. In  M arch of th is year, Merrell- 
National Laboratories obtained a preliminary injunction against Zenith 
L aboratories and P aram o u n t Surgical Supply Corp.7 T he look-alike 
products w ere chem ically sim ilar to the diet tab le ts  m arketed  by p la in 
tiff and w ere being prom oted as com parable to o r sim ilar to plaintiff’s 
products. One dosage size of the tab le ts  is circular w ith  beveled edges 
and blue. T he larger dosage size is an elongated tab le t w ith beveled 
edges and w hite. Both tab le ts  bear p lain tiff's tradem ark  M E R R E L L  
and an identification number. The look-alike tab le ts  did no t bear any 
mark or number. However, unlike the Marion Labs case, plaintiff showed 
nine instances of passing  off by pharm acists who w ere included as 
defendants in the  action.

Unfair Competition Laws
Now, it should be pointed ou t th a t in 1964 the U. S. Suprem e 

C ourt came out w ith its fam ous Sears v. Stiffel8 and Compco v. Day- 
Brite9 decisions. These cases held th a t sta tes  under unfair com petition 
law s cannot give protection  of a kind th a t clashes w ith the  objectives 
of the federal p a ten t laws. Plowever, the courts since 1964 have con
sisten tly  held th a t tw o areas rem ain for the operation  of s ta te  unfair 
com petition laws. In  the Marion Labs case the courts said th a t unfair 
com petition can still be based on palm ing-off and the protection  of 
non-functional features if the s ta te  has a policy requiring  the copier 
to take precautions to  p reven t confusion as to his p ro d u c t’s source. 
P laintiff in the Merrell-National case was not pre-empted by federal 
s ta tu te s  and upon show ing evidence of palm ing-off was entitled  to a 
p relim inary  injunction.

Y our a tten tion  should also be directed to  Section 43(a) of the 
1946 T radem ark  Act. In  th e  las t 15 years th is  section has becom e 
recognized as the federal law  on unfair com petition. I ts  references to 
the use of a false designation of origin or any false description or 
represen ta tion  including w ords or o ther sym bols ten d in g  falsely to 
describe or represen t the sam e have been given fairly  broad trea tm en t 
in the  courts w ith in the last several years. If a plaintiff can show 
th a t the appearance of the look-alike d rug  is tan tam ou n t to being  a

7 Merrell-National Laboratories, Inc.it, 8 Scars. Roebuck & Co. v. Stiffel Co.,
Zenith Laboratories. Inc., No. 76-2440 376 U. S. 225 (1964).
(DC NJ March 8, 1977) (order grant- ° Compco Corp. v. Day-Brite Light- 
ing preliminary injunction). ing, Inc., 376 U.S. 234 (1964).
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false designation  of origin he certain ly  stands an excellent chance of 
prevailing  un der Section 43 (a). I w ould equate th is to  the requisite  
of show ing a secondary m eaning  w hen no p redato ry  practice has 
been proven.

Conclusion
To sum  up the  various factors considered by the  courts in the 

previously  m entioned cases, it is app aren t th a t the  courts are go ing 
to  first ask as to  w hether o r  n o t the particu lar tab le t or capsule th a t 
is being im ita ted  has any non-functional distinctive feature  th a t has 
acquired a secondary m eaning. If  the finding is in th e  affirm ative an 
in junction  is likely to  be gran ted . T h e  distinctive feature  is a trad e 
m ark and is infringed even though  no t reg istered  as a tradem ark. The 
courts will also ask about the existence of predatory practices. I t  appears 
th a t th is m ay vary  in degree and th a t in som e instances evidence 
show ing th a t  d rugg ists  have su b stitu ted  will be sufficient by  itself. 
H ow ever, I th ink  you can expect th a t in m any ju risd ictions the  courts 
will require evidence show ing th a t the  defendants them selves have 
e ither com m itted or induced substitu tions. Such inducem ent m ight 
be sufficiently proven in the  form  of com parison catalogs. The remedy 
g ran ted  m ay be an in junction  bu t if the courts look back abou t 10 
years they  will observe th a t in som e instances the rem edy has been 
lim ited  to a w arn ing  s ta tem en t or m erely the  placing of a legend on 
th e  defendant’s tab let. In  m y opinion, these are rem edies th a t  are 
som ew hat superficial and I do n o t expect them  to becom e popu lar in 
those ju risd ic tions w here substitu tion  is no t popular.

A lthough  none of the cases I have discussed w ere involved w ith 
s ta te  law s perm ittin g  sub stitu tion s, I ’d like to  speculate on w h at the  
courts m igh t hold in such states. P red a to ry  practices will becom e less 
significant except if there is an actual m is-m arking or o th e r fully 
deceitful practice perform ed by the  d is tribu to r of the  d ru g  or th e  
retailer. T his m eans then  th a t the courts will be prim arily  consider
ing  w hether the tab le t or capsule has a secondary m eaning. Secondary 
m eanings are no t easily proven and it behooves the m anufactu rers to  
cons:der the possib ility  of m aking  their tab le ts  or capsules w ith  more 
ornate, distinctive features if they wish to prevent look-alikes. In  short, 
I feel th a t the fu tu re  for s topp ing  look-alikes m ay be a b it gloom y as 
more states repeal their anti-substitution laws but not necessarily hopeless.

I do no t in tend  to  plead th e  case for the im ita to r b u t I will po in t 
ou t one of his m ajo r reasons given for p roducing  a look-alike product. 
Some patien ts  are on a daily regim en of a particu la r d ru g  for a number
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of years. T he  a rth ritic  p a tien t becom es quite, fam iliar w ith the tab le t 
th a t he takes day after day. T hus, im ita to rs po in t ou t th a t if a patient 
is suddenly receiving a d rug  th a t looks different from  one th a t he has 
becom e fam iliar w ith he will feel th a t he has no t received the  sam e 
chem ical. In  m y opinion, th is position suggests th a t the  pharm acist 
is in tending  to do som eth ing o ther than  w hat the repeal of anti-sub
s titu tio n  law s has m eant to  accomplish. T hose advocating  free sub sti
tu tio n  of chem ically equivalent drugs do so on the  prem ise th a t the  
pa tien t can save large am ounts of money. Now, if th is is true, the 
pharm acist w ho is passing  on a savings to the p a tien t is very  likely 
to advise the  p a tien t th a t he is receiving a substitu te . Surely the  phar
m acist w ould w an t to  po in t th is out in order to let the  pa tien t know  
th a t so m any cents or dollars have been saved by the substitu tion . I 
feel th a t once the p a tien t is advised th a t a substitu tion  has occurred  
and  th a t he has nevertheless received the  sam e chem ical com position, 
he will no t be concerned abou t finding his tab le t is of a different color 
or of a different shape. M ost persons realize th a t the colors of capsules 
and tab le ts  are no t necessarily  the  colors of the drugs. C ertain ly  if the  
pharmacist is pointing out to the patient that substitution has occurred it 
w ould be quite easy for him to reassure  the  nervous pa tien t th a t the  
color is different bu t of no significance.

On the o ther hand, if the pharm acist is no t po in ting  ou t to the 
pa tien t th a t substitu tion  has occurred, one m ight ask, “W h y ?” Is it 
possible th a t the savings alleged to  be available by advocates of anti
substitu tion  repeal are no t actually  occurring? If the courts are p res
en tly  finding p redato ry  practices in the  form  of illegal substitu tions, 
I suggest th a t they  will also be inqu iring  about the passing on of cost 
savings to the p a tien t in those sta tes perm ittin g  substitu tion . P roof 
of a pharm acist failing to  pass on a savings w ould seem to  be relevant 
in determ in ing  the existence of unfair com petition. Therefore, even 
in those  sta tes  w here substitu tion  is perm itted , the  look-alike drug  
can still serve as an in strum en ta lity  of fraud and will run  the  risk 
of an in junction. [The End]
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Participating in a TRR
By PAUL M. HYMAN

Mr. Hyman Is a Member of the Law Firm of Rogers, Hoge & Hills.

TO T H O S E  F A M IL IA R  with some of the Food and D rug  A dm inis
tration’s (F D A ’s) m arathon  ru lem aking  proceedings, the  F ederal 
T rade Com m ission’s (F T C ’s) T rad e  R egulation  R ules (T R R s) m ay 

no t seem so form idable. C ertain ly  none of the  curren t proposed TR R s 
seem s likely to last 17 years and still no t be finally resolved, as are 
the F D A ’s special dietary foods regulations.1

B u t in th e ir unnecessary  bread th , vagueness of procedures and 
opportunities for court challenge, the TRRs, especially those dealing with 
food and over-the-counter (O T C ) d ru g  advertising , appear to be direct 
descendants of the FD A  regulations— sort of a “son of d ie tary  foods 
h earin gs’’ or, m ore m odestly , a “grandson  of peanut b u tte r  hearings.” 
In  fact, th e  th ree-phase food advertising  T R R  conceivably could begin 
to  rival the F D A  hearings for tim e and com plexity before it is finally 
p rom ulgated  or otherw ise laid to  rest.2

T hese new rulem aking  proceedings have created new challenges 
for those who w ish to— or m ust— partic ipate  in them . Since the  T R R  
is still in its early  stages of procedural developm ent, m uch of the 
ac tiv ity  m ust be regarded as experim ental by both governm ent and 
p rivate  partic ipan ts. W ith  each new proposed T R R  and each new  
hearing, the F T C  staff and o thers affected by such rules hopefully are 
learn ing  to im prove and refine the procedures in order to  try  to fashion 
the appropria te  fact-finding m echanism s in tended by Congress.

T h a t th ere  is still a long w ay to  go probably will not be denied 
by  anyone fam iliar w ith T R R  procedures and practices today. A t

221 CFR Parts 80.1 and 12S. See, 
e.g., Hamilton. R„ “Rulemaking on a 
Record by the Food and Drug Ad
ministration,” 50 Tex. L. Rev. 1132 
(1972).

2 Food Advertising, Proposed Trade 
Regulation Rule and Staff Statement, 
39 F. R. 39842 (Nov. 11. 1974) : Re
published proposal, 40 F. R. 23086 (May 
28. 1975) ; Final Notice, 41 F. R. 8980 
(March 2. 1976).
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least tw o im p ortan t sources of input in to the procedures still have y e t 
to be heard from — the Com m ission and the courts. Since passage of 
the M agnuson-M oss— F ederal T rade Comm ission Im provem ents A ct,3 
which explicitly authorized the F T C  to p rom ulgate  T R R s, no final 
rule has been issued by the  Com m ission or appealed to the courts.

T hus, we are dealing today w ith a g rea t num ber of unreso lved 
legal, procedural and factual issues. M y discussion of partic ipation  in 
a T R R  m ust be seen in th a t con tex t— as a descrip tion of actions a t a 
particu lar po in t in tim e, hopefully sub ject to change for the  b e tte r as 
experience is gained w ith  the  procedures.

Practice and Procedure
I t  is necessary first to review  briefly the s ta tu te  and the  F T C ’s 

rules of practice and procedure. T hese provide the general guidelines 
for p artic ipa tin g  in a TR R . T hey  are, as well, the sources of inheren t 
conflict in the T R R  proceeding betw een the desire for in form ality  and 
the  need to pro tect the righ ts of the regulated.

T he M agnuson-M oss— F T C  Im provem ent A ct expressly au tho 
rizes th e  FT C  to “prescribe . . . rules which define w ith specificity acts 
or practices which are unfair or deceptive” w ith in the m eaning of 
Section 5 (a )(1 )  of the F T C  A ct.4 T his au th o rity  clarified the  legal 
situation  su rround ing  several pending or final T R R ’s th a t the FT C  
had  proposed and justified under ex isting  law .5

A t the sam e tim e. Congress expressly prescribed ru lem aking  pro
cedures in tended to replace the  “inadequate” notice-and-com m ent in
form al ru lem aking  used by the F T C  in the earlier T R R s.6 W hile avoid
ing a form al, tria l-type rulem aking, C ongress fashioned a hybrid  p ro
cedure w hich would blend w hat it deem ed to be the m ost desirable 
features of form al and inform al ru lem aking  requirem ents.

Specifically, the  F T C  m ust follow the  inform al ru lem aking  pro
visions of the A dm inistra tive  P rocedure Act, prov id ing  notice and an 
opportun ity  for in terested  persons to file w ritten  com m ents on a
proposed T R R .7 8

3 P. L. No. 93-637, Jan. 4, 1975.
4 Sec. 18(a)(1)(B) of the Federal

Trade Commission Act, 15 U. S. C.
57a(a) (1) (B), as amended (hereinafter
FTC Act Sec. —).

8 H. R. Rep. No. 93-1107, 93rd Cong., 
2d Sess. 32-3 (1974) (hereinafter House

Report). And see National Petroleum 
Refiners Ass’n v. PTC, 482 F. 2d 672 
(CA D of C 1973), cert, denied 415 
U. S. 951 (1974).

8 House Report at 33.
‘ FTC Act Sec. 18(b); Administra

tive Procedure Act, 5 U. S. C. Sec. 553.
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B ut the agency m ust also provide an opportun ity  for an “informal 
hearing” and m ust perm it in terested  persons to  conduct (o r have con
ducted ) cross-exam ination and to subm it rebu tta l on any  “disputed 
issues of m aterial fact . . . necessary to resolve.”8 F ailu re  to  perm it 
cross-examination or rebuttal which “has precluded disclosure of material 
facts” is an explicit g round for reversal by a review ing court.8 9 The 
rule must also be based upon “substantial evidence in the rulemaking 
record . . . taken as a w hole,” a requirem ent usually  associated w ith 
form al ru lem ak ing .10

H av in g  established these relatively  form al procedural righ ts, how
ever, C ongress then perm itted  the  F T C  to lim it the  free exercise of 
those righ ts  in order “to  avoid unnecessary  costs or delay.”11 T hus, 
th e  F T C  m ay place tim e lim its on oral testim ony, m ay require cross- 
examination to be conducted by the Com m ission or its represen tatives, 
and m ay force persons w ith  the “sam e or sim ilar” in terests  in to groups 
with a  single representative chosen to conduct cross-examination. T hese 
provisions have becom e sources of g rea t friction as well as confusion 
in the proceedings.

T he resu lt of these s ta tu to ry  requirem ents is a proceeding th a t 
seem s to resem ble a legislative hearing  ra th e r than ru lem ak ing  or a 
trial. T h is is undoub ted ly  no t accidental, for despite the op po rtu 
n ities for partic ipation  by o ther parties, the F T C  is s ittin g  as a leg is
la tu re  in p rom u lgating  the broad, industry-w ide rule th a t it proposes. 
W h e th e r partic ipan ts will have a real oppo rtun ity  to influence th a t 
“ leg isla tion” rem ains to  be seen, as does the u ltim ate  reception of 
th e  T R R  by the  courts.

T he  F T C ’s procedural rules add some refinem ents to the s ta tu to ry  
p rocedures.12 P erhaps m ost im portan t is the  role given to the  Presid
ing Officer to conduct the proceeding. T he P resid ing  Officer, who is a 
m em ber of the Bureau of Consum er P ro tection  staff and is no t an 
objective adm in istra tive  law  judge, is responsible for such th ings as 
designating  the disputed issues of m aterial f a c t ; placing partic ipan ts 
in groups, and, if necessary, choosing a group rep re sen ta tiv e ; con
ducting  the h ea rin g : m aking v irtua lly  all legal and procedural ru lings 
and con tro lling  th e  righ t to  appeal to the Com m ission by  the  need to  
obtain his certification (only review  of the designated  issues m ay be 
sou gh t w ith ou t such certification) ; and provid ing the Com m ission 
w ith a sum m ary of the record and findings and conclusions as to  dis

8FTC Act Sec. 18(b) and (c )(1 ) . 11 FTC Act Sec. 18(c)(2).
9FTC Act Sec. 18 (e)(3 )(B ). 12 16 CFR Subpart B.
10 FTC  Act Sec. 18(e)(3)(A).
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puted issues.13 T he Presiding- Officer is also authorized to  subpoena 
w itnesses and docum ents,14 but, to  m y know ledge, th is au th o rity  has 
yet to be exercised by  any such P resid in g  Officer.

T he procedural ru les also provide the P resid ing  Officer w ith 
fu rth er criteria  for restric tin g  cross-exam ination beyond the  general 
stric tu res of the s ta tu te .15 To th e ir  credit, the  P resid in g  Officers have 
invoked those criteria  on only rare occasions.

Promulgating a TRR
L et me now tu rn  to  the procedures involved in p rom u lgating  a 

T R R . W hile I shall briefly sketch the chronology, I shall try  to focus 
prim arily  on those aspects th a t are unique to  a T R R  proceeding.

Follow ing investigation  and d raftin g  by the  staff, approval by 
the  B ureau of C onsum er P ro tec tion  D irector and th e  Com m ission, 
the proceeding com m ences w ith  publication of an in itial notice of 
ru lem aking .16 T h is norm ally  includes a proposed rule (a lthough  the  
antacid T R R  contains none), the legal au th o rity  for the rule, a s ta te 
m ent of reasons, an inv itation  for in terested  persons to  propose dis
pu ted  issues of m aterial fact w ith in 60 days, and an inv itation  to  
subm it w ritten  com m ents. T he notice m ay also include questions 
concerning the  proposal th a t the Com m ission deem s pertinen t. T he 
Presiding Officer is also named at this time.

A ny person m ay partic ipate  at th is stage, w hich m ay be regarded 
as the inform al ru lem aking  stage, by sub m itting  d ispu ted issues of 
fact and /o r written comments. In practice, such participation is usually 
handled by the in terested  party  in ternally . H ow ever, in m ost of the 
industry-w ide proceedings, m ajo r indu stry  trad e  associations as well 
as com panies have already begun th e ir  p reparation  for the  hearing.

T he concept of “dispu ted issues of m aterial fact . . . necessary 
to  reso lve” is a s ta tu to ry  innovation of the  M agnuson-M oss A ct for 
adm inistra tive  procedures. “G enuine issues of m aterial fac t” are, 
of course, no t new to civil litigation , w here the  existence of such 
issues determ ines w hether or no t sum m ary judgm en t is app ropria te .17 
Indeed, the legislative h isto ry  show s th a t Congress “ considers th e  
rules of sum m ary ju dg m en t applied by  the courts analogous” to the  
phrase “disputed issues of m aterial fact.”18

1316 CFR'Sec. 1.13(c). 18 16 CFR Sec. 1.11.
14 16 CFR Sec. 1.13(c) (1) (vi). 17 Rule 56, F. R. Civ. P., 28 U. S. C.
15 16 CFR Sec. 1.13(d)(5). 18 House Report at 46.
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N or are such issues foreign to adm inistra tive  law, w here such 
agencies as th e  F D A  have been able to  avoid holding hearings w here 
they  could convince a court th a t no such m aterial issue of fact exists.18 19

H ow ever, in the T R R  proceedings such disputed issues are no t 
used to  avoid a hearing  b u t are in tended to be criteria  for exercising  
th e  righ t to  cross-exam ine and to presen t reb u tta l.20 T hey  are also 
used to  group partic ipan ts  by in terest.

Because of the  apparen t im portance of these issues— and because 
the  FT C  has proposed such broad ru les— in terested  persons have rec
om m ended litera lly  hundred  of d ispu ted issues in pending proceed
ings. H ow ever, th e  P resid in g  Officers have invariab ly  chosen only a 
few broadly  w orded issues, usually  few er th an  30.21 In  the  O TC  
advertising  rule, only th ree issues of a very  broad and alm ost “syn
onym ous” n a tu re  w ere designated .22

D espite th e ir s ta tu to ry  im portance, how ever, in practice the  des
ignated  issues m ay not significantly  affect the  conduct of the hearing  
or the u ltim ate  reso lu tion  of the rule. T hey  have only in frequently  
been used to  re stric t cross-exam ination and th e ir gen era lity  w ould 
seem to offer little  help to  the  F T C  in d irec ting  support for a rule. 
U ndoubtedly , their role will one day be clarified by the courts.

A fter review ing the proposed issues, the P resid in g  Officer p u b 
lishes a final notice which includes: (1) the designated  issues of fac t; 
(2) hearin g  sch ed u les ; (3) in struc tions to  po ten tia l w itn e sse s ; and
(4) notice to “ in terested  persons” to notify  th e  P resid in g  Officer of 
th e ir  in terest in particu la r issues and of his in ten t to  group persons 
w ith  the  “sam e or sim ilar” in terests .23

Participating in a Hearing
A t th is point, a decision m ust be m ade as to w hether or no t to  

p artic ipa te  in the hearing  stage of the proceeding, since on ly  those 
w ho file a notice of in te rest m ay be active partic ipan ts thereafter.

O f course, failure to  note in te res t does no t preclude com panies 
from being represented by or assisting participating trade associations of 
w hich they  are m em bers. Conversely, notification of in te rest does not

18 E.g., Weinberger v. Hynson, West-
cott and Dunning, 412 U. S. 609 (1973).

20 FTC Act Sec. 18(e)(1)(B ); 16
CFR Sec. 1.13(d)(5) and (6); House
Report at 46.

21 See, e.g-. Final Notice in Food Ad
vertising TRR, 41 F. R. 8980 (Mar. 2, 
1976) (27 issues).22Final Notice, 41 F. R. 39768 (Sept. 
16, 1976).

2316 CFR Sec. 1.12.
PA R TIC IPA T IN G  IN  A TRR PAGE 3 7 3



necessarily com m it or entitle  a firm to any particu lar course of action. 
T he requirem ent of g rouping  often can act to relieve a firm from  th e  
need for constan t active participation , if it so desires, or to p reven t 
the firm from fully exercising its r igh t to cross-exam ine.

T he decision on w hether to partic ipate  a t hearing  depends upon 
the  w eighing of such factors as the im portance of the rule to th e  per
son, the likelihood th a t the person’s in terest will be adequately  repre
sented by o thers, the resources available, and the person’s w illingness 
to accept th e  risk of publicity  for opposing a T R R .

A fter he receives the notifications of in terest, the P resid ing  O f
ficer advises in terested  persons of their groups and invites each group 
to  select a represen tative. If the group fails to select a represen ta tive  
on its own, the P resid in g  Officer is authorized to select one.24 A single 
represen ta tive  is no t alw ays required, and a lte rna tes m ay be nam ed. 
T he represen ta tive  m ay be the party , counsel for one party , or even 
counsel specially reta ined  by the en tire  group. T he m ost im p ortan t 
requirem ent, as far as P resid in g  Officers are concerned, is th a t the  
group represen ta tives be available and com pletely inform ed on th e  
proceedings.

T he g rouping  of parties w ith the “sam e or s im ilar” in terests  is 
ano th er unique aspect of the T R R  procedures.25 Thus, while agencies 
such as the  F D A  encourage partic ipan ts w ith sim ilar in terests  to 
p resen t testim ony th rough  a coordinated group represen ta tive ,26 to  
m y know ledge, none has restric ted  cross-exam ination to such repre
sentative. I t will be in te restin g  to see w hether th e  s ta tu to ry  concept 
in the M agnuson-M oss A ct survives a challenge on the  basis of denial 
of due process.

Group Representation
The group ing  concept can create some significant problem s for 

partic ipan ts w ho wish to take an active role in the hearing. T he first 
problem  the partic ipan t faces is to s ta te  his in terest in a particu la r 
issue so as to avoid being placed in a group th a t ac tually  does no t 
share his in terest. T he group m ay, for exam ple, have such broad in
te rests  th a t they  m ay conflict w ith a p a rtic ip an t’s single or narrow  
in terest. T here  m ay also be com peting partic ipan ts for the  role of 
group represen tative.

24 FTC Act Sec. 18(c)(3)(B ); 16 25 FTC Act Sec. 18(c)(3).
CFR Sec. 1.13(d) (5) (ii). M Public Hearing Before the Com

missioner, 21 CFR Sec. 15.21(b).
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T o date, few significant problem s apparen tly  have arisen which 
have in terfered  w ith  the conduct of a hearing. T he broad scope and 
im pact of m ost rules have required  trad e  associations to partic ipate  
actively and they tend to be the na tu ra l represen ta tives for m any groups. 
In addition . P resid in g  Officers have been relatively  liberal in per
m ittin g  a lte rn a tes  to  cross-exam ine and, w here tim e has perm itted  
or the facts required , in p erm ittin g  individual firms to conduct cross- 
exam ination  on their ow n in terests. H ow ever, problem s have arisen 
in the  course of som e proceedings which m ay well lead to court review  
of the g roup ing  issue.

In the advertising proceedings, groups have generally been formed 
of the  m anu fac tu ring  in terests, the advertising  and m edia in terests, 
th e  F T C  staff and a so-called “consum er” group. In the food adver
tis in g  case, there was ano ther group represen ting  the health  food 
in du stry  and th ree  fu rth er subgroups who basically litigated  a single 
issue involving the  advertising  of fat and cholesterol con ten t in food.

T he problem s w ith group represen ta tion  are not unique to in
dustry , and m ay be w orse for the so-called consum er groups. T he 
question m ust arise of w hether there can be a single consum er in te rest 
in any T R R  proceeding. Consum ers surely  m ust have d ivergen t in 
terests , w ith  som e m ore concerned about econom ic effects of a r u le ; 
o thers about env ironm ental factors, etc. Yet, the P resid ing  Officer m ust 
determ ine who represen ts the consum er.

As usual, in practice th is has no t been too g reat a problem  since 
only a few  consum er organizations are actively involved in m ost p ro 
ceedings. W ith  aid from  governm ent g ran ts, these organizations have 
been w illing  and able to partic ipate  as fully as in du stry  parties.

T h a t raises ano ther unique aspect of the T R R , the M agnuson- 
M oss A ct au th o rity  to  com pensate partic ipan ts in a proceeding w ho 
will represen t m aterial in terests  th a t will not o therw ise be adequately  
represen ted .27 T his provision places the  F T C  in th e  forefront of the 
cu rren t m ovem ent to  com pensate consum er groups and others who 
purport to represent the public in te rest in adm inistra tive  proceedings.28 
In terestin g ly , the  A ct perm its the F T C  to g ran t up to 25 percen t of 
the funds to members of the potentially regulated industry, who otherwise 
m eet the criteria  of in terest and need.29

27 FTC Act Sec 18(h). sumer groups in regulatory proceedings,
28 See, e.g., FDA proposal to provide 41 F. R. 358S5 (Aug. 25, 1976).

funding for public interest and con- 29 FTC Act Sec. 18(h) (2).
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In  practice, the  F T C  has used th is au th o rity  to  insure legal rep re 
sen tation  of consum ers in T R R  proceedings and to  help certain  con
sumer groups to p repare testim ony and evidence for p resen ta tion  in 
hearings. In  the food advertising  T R R , the  FT C  authorized funds for 
expert groups to suggest revisions of the proposal. I t  has also g ran ted  
a substan tia l sum to a group to p resen t testim ony on the im pact of the 
ru le  on child ren’s advertising , even though  child ren’s advertising  w as 
neither a specific p a rt of the rule nor a d ispu ted issue in the hearings.

T he F T C ’s procedures to  aw ard com pensation require, am ong 
o ther th ings, th a t the applicant dem onstra te  th a t he represen ts an 
in terest no t o therw ise adequately  represen ted , b u t w hich is necessary 
for a fair determ ination  of the proceeding.30 T he applicant m ust also 
dem onstra te  th a t he cannot partic ipate  effectively w ithou t financial 
assistance. T his m ay well elim inate m ost in du stry  applicants. T here 
is no express provision for objection by o ther in terested  persons.

The actual decision is made by the Presiding Officer and the Director 
of the B ureau of Consum er Pro tection . T his raises the in te restin g  
possibility  th a t the F T C  staff can help to support its position by  ap
propria te  aw ards of com pensation.

In any event. Congress has been reviewing the F T C ’s compensation 
procedures to be certain  th a t the  m oney has been appropriately granted 
and to determ ine w hether sim ilar provisions should apply to  o ther 
adm inistra tive  agencies.31

Prehearing Conference
T he next step generally  is an inform al p re-hearing  conference 

w here final procedures are w orked out for the hearings. P rocedures 
for d is tribu tin g  w itness s ta tem en ts in advance of hearing, scheduling 
and other problem s are generally  discussed. T he P resid ing  Officer 
also uses the pre-hearing  conference to advise partic ipan ts of the  
groundru les for the  hearing, s tressing  heavily its in form ality  and the 
inapplicability of the rules of evidence.

W ritten  com m ents m ay be filed by any in terested  person, w hether 
or no t a partic ipan t in the hearing, up to  45 days before the  first day 
of the hearings. Officially, the record is then  closed to  outsiders, b u t 
in practice a g rea t num ber of o ther docum ents som ehow  m anage to  
ge t into th e  record by one m eans or another.

30 16 CFR Sec. 1.17. 31 Senate Bill S. 270, 95th Cong., 1st
Sess.
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The hearing itself is usually a lengthy, often a dull and repetitious 
proceeding. P rio r hearings w ere often divided in to several regional 
hearings. F o r exam ple, P hase 1 of th e  food advertising  T R R  had 48 
days of hearings in four locations.32 In  the  recen t O T C  advertising  
T R R  only a single, five-week hearing  w as held in W ash in g to n  and 
th is reported ly  will be the general ru le  in the  future proceedings.

A t the hearings, w itnesses, w ho have filed th e ir sta tem en ts  or 
“detailed ou tlines” in advance, appear and p resen t their testim ony 
either in a n arra tiv e  form  or in question and answ er exam ination by 
counsel whose in terests  th ey  represen t. T hey  are not under oath  nor 
has th e ir a ttendance norm ally  been com pelled by subpoena.

A lthough P resid in g  Officers frequently  disclaim  th a t th e  proceed
ings are adversary  in nature , they  do recognize com peting in terests  
by having the party who presents the witness or a group representative 
whose interests the witness most nearly represen ts conduct “d irect” 
exam ination  briefly to clarify any po in ts m ade in th e  sta tem ent. Then 
opposing group represen ta tives m ay cross-exam ine the w itness. W hile 
cross-examination is supposed to be limited only to those disputed issues 
designated  in the final notice, P resid in g  Officers usually  are liberal in 
perm itting a broader range of cross-exam ination if tim e allows. Attacks 
on a w itn ess’ credibility  or even qualifications, however, are usually  
no t perm itted .

C ross-exam ination by individual partic ipan ts som etim es m ust be 
preceded by a request and a show ing to  th e  P resid in g  Officer th a t they  
have an in te rest th a t is no t o therw ise being adequately  represented . 
W h ere  tim e perm its. P resid in g  Officers are usually  m ore liberal in 
th is regard  than  w here there  is a tig h t schedule.

T he unique im portance of cross-exam ination m ust be recognized. 
T here  are very  difficult com peting s ta tu to ry  in terests  which m ust be 
judged in the  contex t of each individual hearing. W hile the  P resid in g  
Officers have tried  to be extrem ely  liberal in p erm ittin g  cross-exam i
nation, they have not fully satisfied participants in many of the proceedings. 
T hus, it is inevitable th a t the issue of adequate cross-exam ination in 
T R R  proceedings will be presen ted  to a court in the near fu ture. 
E x ac tly  how  a court will balance th e  s ta tu to ry  contradictions cannot 
be predicted  a t th is tim e. H ow ever, som e indication of a t least one 
co u rt’s view  of th a t r igh t m ay be seen in the  Second C ircuit C ourt of 
A ppeals’ rem and a few years ago of the  F D A  special d ie tary  foods

32lSan Francisco, July 12-23, 1976; 12-15, 1976; Washington, D. C.. Nov.
Chicago, Sept. 13-17, 1976; Dallas, Oct. 15, 1976 through Jan. 12, 1977.
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regula tions for failure of the  hearing  exam iner to  g ran t adequate 
cross-exam ination to  one party , even in the absence of a s ta tu to ry  
requ irem en t.33

Despite the fact that the rules of evidence do not apply, objections 
are  often en terta ined , if no t usually  granted . W h ere  the  P resid in g  
Officer agrees, he m ay dispu te the r ig h t to ob ject b u t still g ra n t the 
relief sought. Otherwise, there seems to be an overwhelming tendency  
to  let any in form ation in and to leave to the  Com m ission the task  
of determ in ing  th e  w eight to  be given such evidence.

T here is also a s ta tu to ry  rig h t to p resen t rebu tta l, a lthough  the 
exact tim e and procedure for such reb u tta l varies w ith  the proceed
ing. In  som e instances, oral reb u tta l m ay be perm itted  a t the  hearing, 
provided that some notice is given as to the substance of the  testimony. 
W ritte n  reb u tta l is alw ays perm itted  a t any tim e du ring  th e  hearing 
and  for a period of tim e after the  close of th e  hearing. S u r-rebu tta l 
m ay also be perm itted , b u t is a m a tte r  w ith in  the discretion of the 
P resid in g  Officer.

U nder th e  rules and the s ta tu te , reb u tta l should only be presented 
by  in terested  persons w ho partic ipated  in the  hearings.34 In practice, 
reb u tta l has been presen ted  by  w itnesses and even by individuals 
w ho a t least p u rp o rt no t to  have any  connection w ith  any  of the 
partic ipan ts.

Conclusions of the Commission
A fter the  hearing  record is closed, th e  P resid in g  Officer prepares 

a sum m ary of the  record and his findings and  conclusions w ith  respect 
to the  dispu ted  issues and to any o ther issues he sees fit.35 T he F T C  
staff then  prepares its report and recom m endations to  the  Commission, 
based on the record and the P resid in g  Officer’s findings.36 A fter the 
staff report is available, the record is opened for 60 days for public 
com m ent on the P resid ing  Officer’s findings and th e  staff report, based 
on in form ation in th e  record .37 P resum ably , the com m ents m ay in
clude a request for oral a rgum en t before the Com m ission if desired. 
A t th is point, the procedural rules appear to  open up the  proceeding 
again to the  public a t large and com m ents m ay be filed by persons 
w ho have n o t o therw ise partic ipa ted  in th e  hearings.

33 National Nutritional Foods Ass’n v. 35 16 CFR Sec. 1.13(f).
FDA, 504 F. 2d 761 (CA-2 1974), cert. 3616 CFR Sec. 1.13(g).
denied 420 U. S. 946 (1975). 37 16 CFR Sec. 1.13(h).

34 FTC Act Sec. 1 8 (c )(1 )(B ); 16
CFR Sec. 1.13(d) (5).
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The Commission then reviews the record, which includes not only 
all of the materials presented at the hearing and afterwards, but all 
w ritten comments and any other materials placed in the rulemaking 
record.38 In fact, the statute provides that the Commission may also 
include “any other information which the Commission considers relevant 
to such rule.’’39 The Commission may then issue, withdraw, or modify 
the rule. W ithin 60 days, any interested person, expressly including 
a consumer or consumer organization, may petition for review in a 
court of appeals.40

The entire proceeding is likely to take two years or more before 
the m atter even reaches the courts. None has progressed beyond the 
post-hearing comments stage to date.

As this overview of participation in a TRR demonstrates, the 
TRR is still a new and developing form of administrative rulemaking. 
Those who are participating in such proceedings now will help to 
determine the procedures for future TRRs, as well as the outcome of 
their own rules. Given the obvious interest of the FTC in this rule- 
making mechanism, we may expect many more opportunities to help 
in this m aturation process. [ T h e  E n d ]

COURT RESTRAINS INTERSTATE TRAFFIC OF LAETRILE
A federal district court has granted a preliminary injunction pro

hibiting a manufacturer of laetrile from shipping articles containing 
laetrile in interstate commerce or holding laetrile-containing articles 
that have been, or whose raw materials have been, in interstate com
merce. Laetrile, or amygdalin, was a drug, a new drug, and a mis
branded and adulterated drug, the court found, and the substance was 
an adulterated food because it contained cyanide. The testimony of 
lay witnesses as to the safety and efficacy of the alleged cancer treatment, 
based on personal experience, could not be admitted.

CCH F ood D rug Cosmetic L aw R eporter, j[ 38,120

38 FTC Act Sec. 1 8 (e )(1 )(B ); 16 30 Id.CFR Sec. 1.18(a). 40 FTC Act Sec. 18(e) (1).
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MORE TIME ALLOWED FOR FILING EXCEPTIONS 
TO REDUCED-CALORIE FOOD RULE

The August 18, 1977 deadline for filing exceptions to the Food and 
Drug Administration’s (FD A ’s) tentative order concerning special 
dietary foods for use in reducing or maintaining body weight or caloric 
intake and for use by diabetics has been extended to October 18, 1977. 
The 60-day extension was granted by the FDA in response to a request 
from Markel, Hill & Byerley, the Grocery Manufacturers of America, 
Inc., and others who believe that the filing of meaningful exceptions 
would require more than the 30-day period originally offered.

Those requesting the extension stated that they do not intend to 
file merely cursory protests and that the extension is needed in view of 
the size of the -record and the length of time since the closing of the 
hearing IS years ago. In granting the extension, the Agency stated that 
exceptions must be specific in pointing out alleged errors in the findings 
of fact and tentative order and must refer to particular pages of the 
transcript of testimony and to particular exhibits on which the ex
ceptions are based.

CCH F ood D rug Cosmetic L aw R eporter, 41,981

FDA TO WITHDRAW PROPOSED GMPs 
FOR BAKERY PRODUCTS

In testimony given before the House Subcommittee on Special Small 
Business Problems on August 3, 1977, Food and Drug Administration 
(FDA) Associate Commissioner for Compliance, Joseph Hile, announced 
his Agency’s intention to withdraw its proposed good manufacturing 
practices (GM Ps) regulations for bakery products. Other draft GMPs 
for specific products will be cancelled as well, and, in their place, the 
FDA will expand the basic “umbrella” GMP rule which applies to all 
food processing, Hile stated.

The FDA has issued advisory opinions confirming the applicability 
of alternative ingredient labeling declarations to -certain bakery products. 
The opinions state that cake filling and icing, dough conditioners, leav
ening, ar.d yeast ingredients may be declared as such in ingredient 
statements, followed in parentheses by a list of the specific ingredients 
in each category. According to Hile, this will avoid the necessity for 
the exact disclosure of the quantity of proprietary components, and will 
not impede the development of improved components.

CCH F ood D rug Cosmetic L aw Reporter, 42,016
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