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REPORTS
TO THE READER

Briefing Session on the F D A ’s Pro
cedures and Practices. The follow ing 
papers were delivered a t a Food and 
D rug  L aw  In stitu te  Briefing Session 
on the  F D A ’s procedures and p rac
tices held on M arch 24 and 25, 1977 
in W ashington, D. C.

T h e  procedural regu la tions p rom u l
gated  in May, 1975, include a device 
by which in terested  parties can ob
tain form al advice from  the F D A  on 
a number of subjects—advisory opinions. 
W illia m  V a n  B ru n t , in his article, “Ad
visory  O pinions,” outlines the m ethod 
for filing such a request, and then 
goes on to  discuss the type of p rob 
lem s that would w arran t an advisory 
opinion. M r. V an B run t is A ssociate 
Counsel in the legal departm en t of 
the H ershey  Foods C orporation. T he 
article begins on page 304.

Subparts B and C of the F D A ’s pro
cedural regulations promulgated under 
the Federal Advisory Committee Act are 
the subject of D a n ie l R . T h o m p s o n s  
article, “Public Hearings—A View From 
the B ar.” He discusses the alternate 
forms of hearings provided by the Act 
and the provisions of each he considers 
likely to be successful. The requirements 
that must be met by petitioners filing 
complaints are also outlined in the article. 
H e  expresses concern rega rd ing  the 
F D A ’s a ttitude tow ards the use of 
cross-exam ination as a m eans of find
ing the tru th . M r. T hom pson  is a

pa rtn e r in the law  firm of Bonner, 
Thom pson , K aplan & O ’Connell. T he 
article begins on page 312.

In his article, “ Com m ittee or Com 
missioner,” A la n  R . B e n n e tt  concentrates 
on Subparts D and E  of the F D A ’s pro- 
cecural regulations promulgated under 
the Federal Advisory Committee Act. 
Among the topics discussed are the regu
lations that apply to the committee as 
well as what constitutes an advisory com- 
m iitee. Mr. B ennett poin ts out in the 
article, which begins on page 323, 
tha t some com m ittees are established 
by law  while o thers are initiated by 
the Agency for the specific purpose of 
resolving a ¡particular problem . Mr. 
Bennett is an attorney with the law firm 
of W eil, G otshal, and M anges.

In “The F D A ’s New Form s of Public 
H earing— Choosing A m ong the A lte r
natives,” J o e l E . H o ffm a n  discusses 
Subparts B, C, D and E  of the Agency’s 
procedural regulations. H e points out 
tha t only  one form  is au thorized by 
the Federal Food, D rug , and Cosm etic 
A ct and the A dm inistrative P rocedure 
Act, although other form s are also 
valid and, depending on the specific 
case, m ay be m ore appropriate. T he 
differences between the hearings as 
well as the advantages and disadvan
tages of each are discussed in the 
article, which begins on page 330. M r. 
H offm an is a p a rtn e r in the law  firm 
of W ald, H ark rad er and Ross.
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IbodDrogCbsmetic Law

Advisory Opinions
By WILLIAM VAN BRUNT

Mr. Van Brunt Is Associate Counsel in the Legal Department of 
the Hershey Foods Corporation.

I H A V E  B E E N  C A R E F U L L Y  following- th e  adoption of the  new 
procedural regulations since their first p rom ulgation  on M ay 27, 

1975. H ere  we are in 1977, thanks largely to  the efforts of the 
A m erican College of N europsychopharm acology, to discuss these 
new adm inistra tive  procedures and practices.

M y topic is section 2.191 of the new adm inistra tive  regulations 
of the  Food and D ru g  A dm inistra tion  (F D A ), dealing w ith advisory 
opinion requests.

T hese new  advisory  opinion regulations detail th e  m echanism  
by w hich in terested  parties, the  public and the regula ted  indu stry  
alike, can ob tain  form al A gency advice on a wide varie ty  of issues, 
as to which the  F D A  will th e reafte r be bound.

T hey  also m ake it perfectly  clear th a t advice rendered by A gency 
em ployees, o ther th an  in com pliance w ith  th is Section, will be con
sidered to  be inform al counsel which is no t b ind ing on the Agency. 
Therefore, it follows th a t any opinion I m ay proffer in regard  to 
th e  application of these regula tions is ju s t as b ind ing on the F D A  
as any  opinion offered by th is em inent panel a t th is time. * 21

1 S ubpart A was initially codified at it was reorganized and recodified at
21 CFiR Secs. 2.1-2.25 on M arch 22, 21 C F R  10. T he new section num bers
1977 (42 F . R . 15553). As pa rt of a are provided in the footnotes. Sec. 
com plete recodification of Subpart A, 2.19 is now  10.85.
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I am certain  th a t we are all in terested  in how th is new  mechanism 
for ob ta in ing  a form al opinion will w ork in practice. L ooking a t it 
from  th e  regula ted  in d u s try ’s po in t of view, it w ould be nice, each 
tim e we have difficulty in reaching a determ ination  on a m a tte r 
com ing w ith in  an arguab ly  am biguous section of the F ederal Food, 
D rug , and Cosm etic A ct or the  F D A ’s regulations, to be able to 
ob tain  a ru ling  quickly and sim ply from  the FD A . T h ink  of all the 
w ork and w orry  it w ould save us. On the  o ther hand, looking a t it 
from  the  view poin t of the  A dm inistra tion , is it fair to require an 
agency, charged w ith the responsib ility  of p ro tec tin g  the  health  and 
safe ty  of the public, to devote a substan tia l am ount of its resources 
to answ ering  the m ultip licity  of questions w hich can arise w ith  
respect to  law s as broad and encom passing as the  s ta tu te s  under 
w hich the F D A  has ju risd iction  and which govern the conduct of 
industries as large and com plex as the food, drug, cosm etic, device 
and associated industries?

Scope of the FDA's Functions
L e t’s look and see how the A dm inistra tion  has, based on its 

experience w ith the  Act, draw n th is  line.
The FD A  has had considerable experience with providing interpre

tive guidelines. E arly  advisory opinions, in the late 30’s and early  
in the m iddle 40’s, were frequently  issued as trade correspondence 
(som e of which has been form ally revoked and which I would 
assum e is largely  ou td a ted ). F rom  tim e to tim e, the F D A  did issue 
decisions designated as advisory opinions.

M ore recently, A gency guidance has been codified in the Agency’s 
com pliance policy guides m anual (a docum ent w hich can often be a 
very  valuab le tool w hen a ttem p tin g  to  in te rp re t and apply  the  law  
and regulations to  a new  fact s itua tion ). In te rp re tiv e  gu idance has 
been provided in pream bles to  new regulations. U nder Section 2.19, 
it is clear th a t these in terpretive  aids will be b ind ing  on the  FD A .

P erhaps the m ost plentifu l source of advice has come from  di
rect con tact and correspondence w ith various officials of the FD A  
charged w ith the responsib ility  of app ly ing  the law. U nlike th e  
o ther m echanism s for ob ta in in g  the guidance of the Food and D ru g  
A dm inistra tion , the F D A  takes the position th a t it will n o t be bound 
by the  inform al advice of A gency officials. T he  F D A  takes the stance 
th a t such advice is not necessarily given in a system atic  and c o 
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ordinated  fashion and the  F D A  believes th a t the risk  th a t such 
advice is incorrect has alw ays been borne by the regula ted  industry .

Format for Requesting an Advisory Opinion
N ow th a t we have a m echanism  for ob ta in in g  form al ru lings 

from  the  FD A , how  does one se t abou t seeking the  A gency’s counsel? 
T he form at for requesting  an advisory  opinion is se t o u t in Section 
2.19(b) of these regulations. A ppropriately , th e  prayer for relief 
should be en titled  “a request for an advisory opinion,” directed to 
the F D A  hearing  clerk.

T he regulations require  a concise s ta tem en t of th e  issues and 
questions raised and a com plete s ta tem en t of the  re levan t facts and  
law , w hether favorable or unfavorable to  th e  requesto r’s case. T his 
will require, in som e cases, the a ttachm en t of raw  data, and copies 
of articles from  p ertin en t reference sources. F or reasons I will de
velop later, I w ould also u rge th a t you explain in your request, if 
i t  w ould no t be obvious otherw ise, w hy the question  raised p resen ts 
a  policy issue of broad applicability . F inally , if tim ing  is an appro
p ria te  factor, I w ould request a response by a specific date and 
explain w hy it is essential th a t th e  question be resolved by  the 
date specified. O f course, each request m ust be filed in quadruplicate.

W h a t are th e  proper sub jects of an advisory opinion request?  
I t  is easy to generalize. I believe th a t it is proper to ask th e  F D A  
for an in te rp re ta tion  or clarification of any p resen t law, regulation  
or guides it m ay have adopted. Because, am ong o ther reasons, there  
is no gu aran tee  of the opportun ity  to com m ent on an adv iso ry  
opinion request, I w ould opine th a t the F D A  will not generally  en 
te rta in  advisory opinion requests w hen the substance of the request 
w ould come w ith in  ano ther form al m echanism  requiring  the filing 
of a petition  w hich is norm ally listed  in the Federal Register. I as
sum e th a t the  FD A  will alw ays w ish to insure  th a t those persons 
hav ing  a r ig h t by s ta tu te  to  com m ent or partic ipate  in th e  Agency’s 
determination, prior to a final resolution of the matter, are not excluded.

T hese regu la tions s ta te  specifically th a t the A dm inistra tion  will 
no t en te rta in  requests for specific labeling o r product approvals. T he 
regulations also s ta te  th a t an advisory  opinion request will no t be 
g ran ted  on m atte rs  clearly  governed by  a p rio r opinion or p resen t 
regulation . H ow ever, in the la tte r  instance, the ne t resu lt will be
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the  equ ivalen t of w hat the requesto r seeks, and th a t  is a form al 
s ta tm en t of the A gency’s position on the  precise questions raised.

T hese regula tions do not require th a t  one seek the  A gency’s 
advice before engaging  in the action w hich is the sub ject of th e  
adv iso ry  opinion request. I t  is no t im proper to  ask the  A gency’s 
advice w ith  regard  to p resen t practices. O bviously in th is case you 
should be certain  th a t you do no t invite som eth ing o ther th an  an 
advisory  opinion. I am  sure th a t a response which sta ted  th a t your 
request is not the  proper sub ject of an advisory opinion request— 
how ever, we are referring  th is m atte r to  a U nited  S ta tes a tto rn ey  
for action— w ould be ra th er unsettling .

I t  is clear, as far as the F D A  is concerned, th a t the p rim ary  
consideration, w ith regard  to w hether a question is deserving of an 
advisory opinion response, is w hether or not the m atte r raised is one 
of general applicability. W h at does th is m ean ? One th in g  it m eans is 
th a t the FD A  has m ade a determ ination  th a t it will devote its  
resources to  respond to  an advisory  opinion request w hen its ru ling  
will have significant p recedential value. As one official has p u t it. 
a request raising  an industry-w ide concern is the quid pro quo neces
sary  for the  A gency to  devote the tim e, m anpow er and resources 
necessary to respond carefully and system atically  to  such inquiries. 
T here  is m erit in th is view. H ow ever. I hope th a t the A gency will 
no t lose sigh t of the fact th a t, from  tim e to tim e, am biguities and 
conflicts in the  law  or in the regula tions will create isolated problem s 
of significant concern to  a regu la ted  com pany or a sm all segm ent of 
an industry . T hese m ay no t necessarily  be problem s hav ing appli
cation to po ten tia lly  large num bers of cases, b u t m ay certain ly  raise 
problem s of im portance from  a m onetary, health  or safe ty  view point. 
In  such cases, I hope th a t the  A dm inistra tion  will not lose s ig h t of 
the form al advice it gave in the pream ble to Section 2.19 which sta tes  
th a t “w here a p articu lar inqu iry  is of broad applicability  or im por
tance, th e  A gency will com m it its resources to  prov id ing its best 
in stitu tional judgment on a m atter th rough  an advisory  opinion.” I 
am  certain  th a t the public, the  regula ted  indu stry  and th e  A gency 
alike, wish to  insure th a t the law  is correctly  in terp reted  and followed 
so th a t the  public health  and safe ty  is p ro tected  and th a t consum ers 
are no t forced to  bear undue costs, as a resu lt of som e of the vagaries 
which m ay arise in a body of law  as com plex and com prehensive 
as the F ederal Food, D ru g  and Cosm etic A ct and the regulations 
p rom ulgated  thereunder.
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As I no ted  earlier, the F D A  has taken  the  position th a t it w ill 
no t g ra n t an advisory opinion request on a m a tte r  related  to a 
specific p roduct, ingredient or labeling  question. I w ould hope th a t 
w here such questions m ay relate  to  a generic class of products, 
ingred ien ts or labels, the  A gency will en terta in  such questions.

N o tw ith stand in g  the fact th a t the  m atte r raised is one of general 
app licability  and w ould o therw ise qualify for an advisory opinion 
request, Section 2.19 provides th a t the F D A  need not respond w here 
an opinion cannot reasonably  be given on the  m atte r involved. I 
assum e th a t th is exception w ould apply w here the  question is too 
indefinite or hypothetical and the  sub ject m a tte r  is so com plex th a t 
the  opinion itself w ould have to  be too qualified and general to be 
of any assistance. I would assum e th a t situations m ay also arise 
w here the question, though one of broad applicability, does not raise 
an issue significant enough for the  A gency to  devote the m anpow er 
required  to develop a response. O bviously the FD A  has responsibili
ties in addition  to  th a t of issu ing advisory opinions.

T he regu lations also provide th a t the F D A  m ay decline to issue 
an advisory opinion w here it believes th a t the public in terest would 
no t be served. T here  m ay be instances w here the  precise issue raised 
by  the request o r an analogous m atte r will be pending  before a court 
of law. In  such circum stances, th e  FD A  m ay very  well determ ine 
th a t, since the issue is before the courts, it should aw ait th e  co u rt’s 
determination, rather than issue an opinion which may be overturned.

E arlie r I alluded to the fact th a t th ere  is no gu aran tee  of an 
oppo rtun ity  to com m ent on an advisory opinion request. W hile such 
a request is a m atte r of public record, the FD A  has advised th a t it 
will no t file a notice of the  filing of advisory opinion requests in the 
Federal Register. F urtherm ore , except w hen the response is published 
as a guideline or in a pream ble to regulations, th ere  is no require
m ent th a t the  advice itself will be published in the Federal Register. 
T hus, it w ould appear th a t the opportun ity  to com m ent on a request 
or th e  F D A  ru ling  m ay come a fter th e  fact. T his may, to some 
ex ten t, underm ine the  value of the  rig h t to  com m ent. Flowever, 
w hether or no t th is will be the  case depends on how  widely these 
requests and opinions will be reported  by the trad e  press.

Exceptions to Granting of Advisory Opinions
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T have ou tlined the procedures for seeking- the A gency’s advice, 
b u t w hy seek an advisory op in ion? A n  advisory  opinion, w hen finally 
g ran ted , will be the  final ru lin g  of the  A gency. A ction taken  by the  
requesto r or persons in a sim ilar position in conform ance w ith  it 
w ill be insu lated  from  legal action by the  A gency, except in unusual 
situations involving an im m ediate and significant danger to  health . 
( In  those la tte r  circum stances, th e  regula tions provide th a t the  F D A  
will take on ly  civil enforcem ent action, con trary  to  the  te rm s of its  
adv isory  opinions.) I t  is in te restin g  to  note also th a t th e  regu la tions 
provide th a t action  undertaken  o r com pleted in conform ity w ith  an 
advisory  opinion w hich has been subsequen tly  am ended or revoked 
shall continue to  be acceptable except w hen con trary  to  a sub stan tia l 
public  in terest consideration o r w hen the  am endm ent o r revocation 
s ta tes  th a t continued action in conform ance w ith  th e  earlie r opinion 
will be unacceptable.

Another reason for seeking an advisory opinion relates to Sec
tion 2 .11 (d )2 of these new  R egulations. U nder th is section, an advisory 
opinion will be considered to be final A gency action w ith in  th e  
meaning of th a t section. In  certain  circum stances, such as w here one 
has received inform al opinions w hich indicate th a t follow ing a 
contem plated  course of action will run  the  risk  of an enforcem ent 
action by the A dm inistra tion  and the m atte r is no t free of doubt, 
ob ta in ing  a form al advisory opinion before engag ing  in th e  con
tem plated  action, and then  seeking cou rt review , m ay be preferab le 
to e ither foregoing the action a lto g e th e r or engaging  in it and risk ing  
sub stan tia l penalties.

O bviously there  are going to  be a g rea t num ber of questions 
w ith  which we will have to deal which cannot be the sub ject of a 
form al advisory opinion request. W h ere  can you tu rn ?  T he p re
am ble to  the regula tions and the  regula tions them selves clearly  
leave the door open to seeking the informal advice of Agency officials. 
If it w as n o t clear before, it is now  clear th a t the F D A  is tak in g  th e  
position th a t advice which is no t given p u rsu an t to Section 2.19 
or which is otherwise issued as a guide or guideline shall not bind or 
o therw ise ob ligate or com m it the A gency to the view s expressed.

2 N ow  Sec. 10.45.

Value of an Advisory Opinion
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T he F D A  has consisten tly  m ain tained an open-door policy. I t  
is obvious th a t the A gency realizes the  con tinu ing  need to keep th e  
door open to  tw o-w ay com m unication w ith  the regula ted  indu stry  
and the public. I hope th a t the fact th a t it has been estab lished by 
regulation  th a t the  inform al opinions will no t be b ind ing  on th e  
A gency will not lessen the consideration and a tten tion  paid to such 
m atte rs  by officials of the Agency.

I read Section 2.19 of the regulations as cum ulative, not exclu
sionary. W hen an advisory  opinion request has been subm itted  to 
the A gency, I do no t believe it is im proper, a t th e  sam e tim e, to seek 
an inform al opinion. In circum stances w here tim e is of the essence, 
and when, for reasons of the Agency’s own priorities, a formal opinion 
cannot be issued w ith in  the tim e needed, an inform al opinion which 
m ay indicate th e  w ay the  final decision will go, will be invaluable.

As circum stances, science and regulations change, it will often 
be necessary to am end or revoke advisory opinions previously granted . 
T he  regulations s ta te  th a t notice of such change shall be given in 
th e  sam e m anner in w hich the notice vcas orig inally  provided for in 
the Federal Register. T hey  fu rth er specify th a t th is notice will be 
recorded as part of the file on th e  m atte r in the office of the hearing  
clerk. As I read these regulations, once you receive an advisory 
opinion, you will be apprised of any changes, no m a tte r  which m ethod 
is followed, so long as you du tifu lly  follow the Federal Register. T h is 
does not mean that others who have taken action in conformity with an 
earlier adv isory  opinion will necessarily be pu t on notice of any 
changes. Since it is possible th a t notice of such changes m ay not 
be published in the  Federal Register, it will be incum bent upon those 
who rely on advisory  opinions to regularly  check the file in the 
hearin g  clerk’s office.

Conclusion

I th ou gh t I w ould try  to  b rin g  exam ples of som e advisory opinion 
requests  here. W h en  I recently  checked the  docket I learned th a t 
none had yet been filed, which is not su rp rising  considering the fact 
that most of us wait to act under new regulations until the Food and 
D ru g  L aw  In s titu te  has laid it all ou t for us.

T he  regulations do provide th a t the A gency m ay, in its discre
tion, handle any request for an opinion as an advisory opinion 
request and I u n derstan d  th a t a request has been or m ay soon be
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filed on the issue of w hether soft con tac t lenses are a d ru g  or device. 
I t  is clear th a t th is  issue is one of general applicability , though  I 
cannot say for certain  w h eth er there  m ay be a m ore appropria te  
m echanism  for ra ising  th is  issue which w ould insure public com m ent 
before it is finally determ ined. Y ou m ay w an t to follow the  m anner 
in w hich the  F D A  will handle th is issue.

W h a t does Section 2.19 really  m ean? I t  does no t appear th a t 
Section 2.19 will serve to perm it the regula ted  indu stry  to obtain 
A gency ru lings on the  m yriad of sm all problem s w hich arise as 
p roducts, ingredients, science, consum er needs and regulations change 
and develop. H ow ever, w here the FD A  believes the issue or problem  
has broad  applicability  or is im portan t, it w ill provide a ruling. I 
do hope th a t th is new  provision will serve as an im p ortan t ad jun c t 
to the prio r p ractices of the  A gency and th a t the A gency and its 
em ployees will continue to con trovert th a t old saw  about free advice, 
be it  form al or inform al. [The End]

CO M M EN TS S O U G H T  O N  
N E W  D RUG R EG U LA TIO N  PAN EL REPORT

Inform ation  and views on the recom m endations contained in the 
final report of the Review Panel on New D rug  R egulations have been 
invited by the Food and D rug Administration (F D A ). The report, now 
available from the Agency, concludes that, while the system  of new  drug 
regulation  is fundam entally  sound, the system ’s im plem entation p ro 
cedure needs substantial im provem ent. T he  FD A , the report states, has 
been neither pro- nor an ti-industry  in its  review and approval of new 
drugs. As directed b y  the S ecre tary  of H ealth , E ducation, and W elfare, 
the Com m issioner df Food and D rugs will review the P an e l’s recom 
m endations and identify  the actions he will take to im plem ent recom 
m endations with which he agrees. T he Com m issioner has also been 
directed to  consult w ith public in te rest groups, consum er organizations, 
affected industries, and o thers  in, reaching his final decisions. So th a t 
the F D A  will not have to delay action on p rogram s already under 
developm ent until all aspects of the reports  and recom m endations are 
com plete, the A gency may, in the near future, im plem ent o r propose 
ru les to  im plem ent certain Panel recom m endations. T h e  F D A  will, 
how ever, consider for la ter action in response to its request for in form a
tion and view s any com m ents received. T he last day for subm ission of 
com m ents is A ugust IS, 1977.

CCH F ood D rug Cosmetic L aw R eporter If 41,946
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Public Hearings—
A View From the Bar

By D AN IEL R. TH O M PSO N

M r .  T h o m p s o n  Is a  P a r t n e r  in t h e  L a w  F irm  o f  B o n n e r ,  T h o m p s o n ,  
K a p l a n  a n d  O ’C o n n e l l .

T H E  P U R P O S E  O F  T H IS  P A P E R  is an a ttem p t to understand  
the Food and  D ru g  A d m in istra tio n’s (F D A ’s) recently  finalized 
public hearing  regulations. S ubparts  B and C.1 T his is a task  th a t 

m ay som etim es seem com parable to deciphering the  fam ous R osetta  
Stone, which was w ritten  in E gy p tian  hieroglyphics and Greek, The 
F D A  calls its m odern equivalents “p ream bles” and “response(s) to 
com m ents,” m any of w hich appear to  be w ritten  in some exotic 
language. I t  took m any years to decipher the R o setta  Stone, and I 
suspect we m ay be facing a long period in learn ing  to  practice under 
the  F D A 's new  hearin g  procedures.

I have been w ork ing  for som e m onths now  under the  old pro
cedures contained in 21 C F R  P a r t  2, S ubpart F , which th e  F D A  
described, w hen proposing  the new  S ub part B in Septem ber of 1975, 
as “sub stan tia lly  ou t of da te” (40 F. R . 40683), a com m ent I fully 
endorse. H ow ever, I will com m ent on the  new  rules, a ttem p tin g  to 
forecast w hich portions will w ork, which will not, and how  they  
will work.

L e t me begin by discussing, briefly, no t the principal eviden tiary  
procedures of S ub part B, bu t ra th e r S ub part C, th e  Public H earin g  
Before a P ublic  B oard of Inqu iry  regulations. Subpart C w as the 
first portion  of th e  A dm inistra tive P ractices and P rocedures R egula
tions to  be issued in final form, June 28th, 1976. In  m y judgm ent,

1 O n T uesday, M arch 22, 1977, the section num bers are provided in foot- 
F D A  recodified the procedural regu- notes. Subparts B and C are now 
lations (42 F . R . 15553). T he tex tual P a rts  12 and 13. 
cita tions are outdated  and the new
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these regula tions definitely fall in to  the category  of regula tions th a t 
p robably  will no t w ork well.

In  general, the  S ub part C P ublic  B oard of Inqu iry  regulations 
provide w h at the  F D A  calls “an a lte rn a tiv e  to  a  form al tria l-type 
hearin g” in the form  of “a  scientific inqu iry  ra th e r th an  a legal 
tr ia l.”2 T he  justification  for th is a lte rn a tiv e  rests  en tire ly  upon tw o 
assum ptions by  the FD A .

T he first of these is th a t law yers are a t best unnecessary, and 
som etim es a handicap, to searching ou t the tru th  and ascerta in ing  
the  facts. As th e  A gency pu ts  it, “ (a)ccord ing ly , . . . there will be 
little , if any, need for partic ipation  by a tto rneys in the proceeding.”3 
Sim ilarly , the F D A  seeks to preclude “o ther legalistic procedures,” 
including one such procedure our founding  fa thers th o u g h t w o rthy  
of em bodying in the  C onstitu tion , the  righ t to  confron tation  and 
cross-exam ination.

T he second erroneous assum ption underly ing  S ubpart C is th a t 
scien tists, in con trad istinction  to  law yers, are in terested  in no th ing  
m ore th an  searching ou t the tru th  in a d isin terested  m anner. T he 
fact is th a t scien tists have no few er prejudices, are no t necessarily  
less com m itted to particu la r sides of a con troversy  in advance of 
seeing th e  evidence, than  any o ther professional person. T hey  m ay 
line up on one side o r ano th er for beliefs of th e ir ow n ju s t as 
read ily  as anyone else.

M oreover, scientific tru th  is no easier to identify  th an  legal 
tru th . A ppropriately , scien tists are no t able to say w ith ou t qualifica
tion th a t a p articu lar substance or p roduct is safe or not safe, th a t 
a te s t is w ell-designed and provides useful in form ation or not, or 
th a t  p a rticu la r types of te s tin g  are necessary  o r not. R egu la to ry  de
cisions obviously involve a m ix of science, law  and public policy, 
and w hile it is understandab le  th a t the  F D A  w ould seek a relatively  
quick, inform al solution to the  question of hearing  form at, I believe 
th a t lim iting  the  partic ipan ts to tra ined  scien tists will no t neces
sarily  resu lt in sa tisfac to ry  regu la to ry  decisions.

Board of Inquiry A pproach
A side from  the  fact th a t I find these underly ing  assum ptions to 

be incorrect, its procedures leave m uch to  be desired. L e t’s begin 
w ith  the  necessity  for such an approach. S ub part C procedures can 
be invoked in th ree  s itu a tio n s : W h en  the  C om m issioner decides th is

2 41 F . R . 26636. 8 40 F . R . 40706.
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is in the “public in te res t” , w hen F D A  regulations so provide, or 
w hen a p arty  w aives its righ t to  an eviden tiary  hearing  in favor of 
a B oard of Inqu iry  and the C om m issioner approves th is choice.4

U nder the  first of these, there are no stan dards im posed as to  
w hen the C om m issioner will invoke such a Board. T hus, the  appli
cation of S ub part C is likely to be erra tic  and arb itrary , as evidenced 
by the  fact th a t the  Com m issioner avoided the procedure en tire ly  
w hen he recently  review ed the Red-40 safety question. If there  are 
no stan dards for the  C om m issioner’s selection of cases, its use will 
no t create public confidence in the procedure.

I t  is difficult to judge the  u tility  of the second of these situations 
a t the presen t tim e, since the  pream ble to  th e  proposal notes th a t “no 
agency regulations cu rren tly  provide for the righ t to a public hear
ing before a Board of Inqu iry .”5 W e m ust sim ply w ait to  see how 
the Com m issioner im plem ents th is alternative.

F inally , in m y judgm en t, a p a rty  challenging an F D A  deci
sion w ould be m aking a serious m istake in g iv ing up the  righ t to 
a form al hearing  for the Board of Inqu iry  approach, since the pro
cedures provided in S ub part C seem designed to lim it a p a r ty ’s ability 
to expose w eaknesses in the  o ther side’s case.

T his begins w ith the selection process for the three-m em ber 
Board, which is done by the Com m issioner from  lists subm itted  by 
the F D A  Bureau, the  petitioner, and o ther parties.6 T he w eakness 
lies in the fact th a t from  the  lists subm itted  by the B ureau and the 
petitioner, the Com m issioner selects only one m em ber. T he second 
m em ber comes from  the lists subm itted  by o ther parties, and the 
Com m issioner selects the th ird  m em ber, who is the chairm an.

T his procedure will be acceptable w hen the B ureau has g ran ted  
a petition  which is then being challenged by ano ther m anufacturer 
or a public in terest group, for exam ple. In  those circum stances, the 
B ureau and the pe titioner could be in agreem ent, and one w itness 
from  their lists m igh t m ake som e sense. P resum ab ly  the  second 
m em ber w ould represen t the opposition, and there  would be a 
neu tra l chairm an.

B ut it is un sa tisfac to ry  in the m ore com m on situation , where 
the petition  is denied, and the  petitioner is the p arty  invoking the 
B oard of Inquiry . A ssum ing a consum er group in tervenes in such a 
proceeding, the Board w ould consist of one m em ber from the  Bureau

* Sec. 2 .200(a)-(c) (now  Sec. 13.1 5 40 F . R . 40703.
(a ) - (c ) ) .  * Sec. 2.202 (now  Sec. 13.10).
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of Foods and petitioner lists, one from  the o ther p a rtie s’ list, and 
one chosen by the Com m issioner. I t  is quite possible th a t the  pe ti
tioner would have had no m em ber nom inated by  it on th e  Board. 
M oreover, in situations w here only the  petitioner and the  B ureau 
are involved in a hearing, the  effect of the regulations is to have 
a tw o-m em ber Board.

I t  seem s to  me th a t it w ould have been sim pler and m ore logi
cal to  have the  C om m issioner select one m em ber from  nom inees 
subm itted  by those supporting  the petition , one from those opposing, 
and  a th ird  m em ber. I s tron g ly  suspect th a t actual p ractice  under 
S ub part C will force som e m odification of the  selection procedures.

Procedure of the Board
T he second problem  I see w ith th e  Board of Inqu iry  after the  

B oard’s selection is its procedures. W hile  a num ber of these are 
also com m on to S ubpart B form al ev iden tiary  hearings, such as the 
requ irem en t th a t a private  p arty  subm it all dam aging  evidence on 
pain of losing his r ig h t to  a hearing, several are unique to the 
P ublic  Board procedures.

T hese include th e  lack of op po rtun ity  to challenge the  adm is
sib ility  of data  or o th e r in fo rm ation ,7 a flat proh ib ition  upon ra ising  
objections w hile the opposing side is p resen ting  its v iew poin t,8 and 
an effective preclusion of cross-exam ination , stem m ing  from  the  fact 
th a t parties m erely suggest questions to  the  Board to be asked of 
th e ir opponen ts.9

T he goal of such procedures is th a t, in the F D A ’s w ords, the  
“proceedings of a B oard shall be conducted in the m anner of a 
scientific inquiry  ra th e r than as a legal tr ia l.”10 B ut we have learned 
th ro ug h  centuries of B ritish  and A m erican legal experience th a t 
th e  te s tin g  of view s and facts th rough  confron tation  is the m ost 
effective w ay to determ ine the tru th . Scientific tru th s  are no dif
feren t from o ther tru th s  in th is respect. T he F D A ’s efforts to  re
m ove the adversary  procedure from w h at is, in fact, an adversary  
s itua tion  is m isguided and unlikely to succeed in the long run.

W ith  th a t brief trea tm en t of S ub part C behind us, it is useful 
to  discuss in som e g rea te r detail the  S ub part B 11 procedures applicable 
to  w h at the F D A  denom inates as form al ev iden tiary  public hearings.

7 Sec. 2.206(d) (now  Sec. 13.30(d)). 10 Sec. 2.206(a) (now  Sec. 13.30(a)).
8 See foo tno te  7. 11 N ow  P a rt 12.
9 Sec. 2.206 (c) (n o w ‘Sec. 13.30(c)).
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T hese apply to  a  w ide spectrum  of F D A  actions, which are referred 
to  in Section 2.100.12 M ost of these, how ever, involve the r ig h t to  
a hearing  under 21 U. S. C. 371, the  form al hearin g  section of the 
F ederal Food, D rug , and Cosm etic Act.

Submission of Hearing Request
T he F D A  begins its hearing  regulations w ith  a ra th e r restric ted  

view  of w hen a p a rty  has the  rig h t to  such a  hearing. W hile 
acknow ledging th a t the  Congressional in ten t in m odifying Section 
701(e) was to  “require a hearing  . . . upon receipt of objections and 
a request for a hearin g” (40 F. R. 40698), th e  FD A  adopts a postu re  
w hich m akes it difficult for a party  to ob tain  a hearing.

T his in ten tion  is im plem ented by substan tia l new  provisions 
add ing to the requirem ents th a t m ust be m et before a hearin g  will 
be g ran ted .13 T hus, the  s ta tu to ry  requirem ent th a t a p arty  specify 
w ith p a rticu la rity  the  p arts  of the o rder objected to, “s ta tin g  the 
grounds therefore ,” is in terp re ted  by the F D A  to m ean th a t a 
person m ust p ro v id e :
“a detailed description and analysis of the specific factual inform ation intended 
to be presented  in support of the objection in the  event th a t a hearing  is held .”14
In  addition, the p arty  m ust subm it copies of any docum entary  m a
teria l and a “sum m ary of the  nondocum entary  testim ony to  be 
presented  by any w itnesses relied upon .”15

T here  are, of course, sta tem en ts  in the pream ble th a t a party  
need not reveal his entire  case in his request for a hearing, b u t only 
so m uch as is necessary  to show  a genuine factual issue is present 
for resolution. R ealistically , how ever, one w ould be ex trem ely  un 
likely to  hold back factual m aterials and expert testim ony w hen he 
know s th a t the FD A  w ould decide— according to  criteria  as yet unr 
specified— th a t he had not subm itted  enough to ju s tify  a hearing.

T he practical po in ter is th a t even g rea te r im portance rests  upon 
d raftin g  an effective request for hearing, w ith  the g rea te s t possible 
degree of specification for each hearing  issue, since the F D A  will 
deny any separate  objection if sufficient facts are no t pled in sup
port of it,10 even if o ther issues w arran t hearings.

T he m aterial subm itted  m ust show  th a t (1) there is a genuine 
and substan tia l issue of fact, and (2) th a t th is  issue can be resolved

13 Now Sec. 12.1. 1C Sec. 2.112(a) (S) (1) (11).
13 Sec. 2.112 (now  Sec. 12.22). 14 Sec. 2.115 (now  Sec. 12.28).
14 Sec. 2 .112(a)(5).
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“by available and specifically identified reliable evidence.”17 T h ere 
fore, the  m oving p a rty  m ust identify  w ith  particu larity , early  in the 
proceeding, exactly  w h at evidence will be sufficient to  prove his 
case. T his is a difficult task , indeed.

In  addition , the factual issue to be resolved by th is evidence 
m ust be adequate to ju stify  the. regu la to ry  action sought, consisten t 
w ith all s ta tu to ry  standards. T hus, th ere  is a bias in the regula tions 
in favor of sum m arily  disposing of hearing  requests.

T here  m ay be judicial review  of the  Com m issioner’s denial of 
a request for a hearing, or his partia l denial as to  some issues w hen 
he finds th e  issues severable from  those on w hich a hearing  is 
granted,18 and the regula tions specify w hat the con ten t of the  ad
m in istra tive  record on appeal shall con tain .19

Regulations Pertaining to Hearing
W hen a hearing  has been ordered, the new rules provide for 

filing, w ith in  30 days, of a “w ritten  notice of partic ipa tio n” in lieu 
of an appearance.20 T he notice m ust contain a s ta tem en t of the 
party 's interest, and a commitment to present evidence or testimony 
a t the hearing. T he in ten t behind these provisions appears to be 
to  assure  th a t all partic ipan ts ju stify  th e ir presence in the proceeding.

T he new  regulations add broad  au th o rity  to rem ove persons 
from  partic ipation  in a hearing .21 T he F D A  m akes it clear th a t vio
lation  of provisions of the  regulations, including particu larly  requ ire
m ents or orders go ing to w ard  su b m ittin g  or disclosing inform ation 
adverse to  a person ’s case, m ay re su lt in the person’s losing his righ t 
to  partic ipa te  in the hearing. Insufficient partic ipation  in the  hearing 
can also lead to im position of th is  sanction .22 In  e ither case, there 
ex ists  a righ t of appeal to the Com m issioner,23 b u t no provision for 
judicial review.

M ore serious than  these requirem ents is the F D A ’s new requ ire
m ent involving d isclosure of da ta  by the  partic ipan ts.24 T here are 
a t least tw o m ajor flaws in th is  section, one of w hich m ay well be 
of C onstitu tional proportions.

F irs t th is section requires the head of the B ureau involved to  
file the “adm inistra tive  record” w ith  the  hearing  clerk before the

17 Sec. 2.113 (now  Sec. 12.24).
18 Sec. .2.115(d) (3) (now  Sec. 12.28

(d )(3 ).is c Pr ? 1 1  cr,o ' !

20 Sec. 2.130 (now  Sec. 12.40).

21 Sec. 2.131(g) (now  Sec. 12.45(g)).
22 See footno te 21.
23 Sec. 2.131(g).
24 Sec. 2.153 (now  Sec. 12.85).
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notice of hearing  is published. T his adm inistra tive  record m ay no t 
include all the docum ents th a t a party  w ould have the  B ureau desig
n a te ; the  B ureau head is to  om it m aterial which is, in his judgm en t, 
“no t re lev an t” to  the  issues. In  the absence of discovery rules, th is  
m ay be the tim e for the  p a rty  adverse to the  governm ent to exercise 
his Freedom  of In fo rm ation  (F O I)  righ ts.

T he regulations do require th a t th e  B ureau head subm it, a long 
w ith a “narra tiv e  s ta tem en t of his position” and the “ type of evi
dence he in tends to  in troduce in the  hearing .”25 all the data “un 
favorable to his position. . . ,”26 If carried ou t th is w ould indeed be 
a sa lu ta ry  change in F D A  procedures. H ow ever, th e  com m ents to 
the  regulation  po in t ou t th a t th is requ irem en t:
“does not extend to docum ents reflecting the A gency’s internal deliberative 
process, e.g., docum ents expressing the point of view of agency em ployees . . . 
even though such docum ents are contained in an adm inistra tive file relating  
to a m atter th a t is the subject of the hearing .”27
T he essence of th is is th a t the FD A  will reveal only “facts,” not 
opinions, even though the distinction betw een the  tw o m ay be slim 
or hard  to make.

T he second objection has to do w ith the obligation to disclose 
im posed on the  m oving party , and all o ther parties to  the  hearing. 
T hey  m ust disclose all data  detrim en tal to  their position w ith in 60 
days of the hearing  notice.28 F ailure to do so com pletely “shall 
co n stitu te” a w aiver of the  righ t to fu rther participation , and if done 
by the party  requesting a hearing, shall waive his right to the hearing.29

T here  is at least one infirm ity in requiring  a person, on pain of 
losing his righ t to con test agency action, to  subm it all related  factual 
data  in his files adverse to his position. M aking a person offer data 
show ing, for exam ple, w hy a given product should no t be marketed 
as a condition to perm ittin g  him to m arket it could be a serious in
road in to any reasonable concept of due process.

To illustra te , it is no t at all unusual for a petitioner, in m atters  
which m ay resu lt in a hearing, to subm it m aterial to  outside experts 
for purposes of evaluation . Should a particu lar expert report th a t 
there are deficiencies in any aspect of the p resen tation , presum ably  
th a t w ould have to be disclosed to  the  FD A  and w hether the obser
vation  w as valid or resu lted  from the  use of deficient m ethods of 
analysis or poorly controlled tests. H ere we could also encoun ter

25 Sec. 2 .153(a)(4). 28 Sec. 2.153(b).
Sec, 2 .153(a)(2). 20 Sec. 2.153(d).

27 41 F . R . 51714.
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the  th in line betw een fact and o p in io n ; b u t w here the  sanction for 
guessing  w rong  is loss of the hearing, one is na tu ra lly  hesitan t to 
decide not to  m ake such reports  available.

Right to Cross-Exam ination
The F D A  also seeks to  fu rth e r m odify the adversary  process by 

severely lim iting  the rig h t to  cross-exam ination . T w o particu lar sec
tions of the regula tions do this. In  one, the C om m issioner requires 
“ w ritten  cross-exam ination” as the usual procedure in FD A  hearings.30

T his m eans th a t w itnesses will no t be tested  on the firing line 
w here  th e ir  dem eanor, know ledge of the  sub ject, and ability  to deal 
w ith  inferences from  th e ir rem arks all can be tested. I t  tends to 
encourage the  offering of a m inim um  of in form ation useful to the 
cross-exam ining party .

Second, while oral cross-exam ination is no t precluded, it will be 
g ran ted  only w here the p arty  show s (1) th a t in the  absence of oral 
cross-exam ination  the  p arty  will be unable “ to adduce testim ony re
qu ired for a full and true  d isclosure” of the facts, and (2) th a t he 
“will be p re jud iced” by denial of the request.31 Such show ings will 
have to be tied to  th e  particu la r situation , and not sim ply reflect the 
general inadequacies of w ritten  cross-exam ination . T hey  will be hard  
show ings to  make.

M oreover, the  pream ble indicates th a t any cross-exam ination, 
w ritten  or oral, is to be perm itted  “only w hen o ther m eans of de
velop ing the evidence are no t sufficient.”32 In  o ther w ords, cross- 
exam ination will be allow ed only in sharp ly  lim ited circum stances, 
set forth  generally  in Section 2.154(c). T he hearing  officer is to  con
sider, in ru ling  on a request for oral cross-exam ination , w h e th er: (1) 
perm itting additional d irect testim ony  w ould be p referab le ; (2) there 
are  gu aran tees th a t th e  testim ony m ay have been t ru th fu l ; (3) the 
testim ony of the  p arty  to be cross-exam ined is im portan t to the 
factual is su e s ; (4) any disagreem ent involves facts or inferences from 
th e  fac ts ; (5) the testim ony is related  to  the  issues in the hearin g ; 
and (6) w hether cross-exam ination would “expedite the hearing .”

In m y judgm en t, the person who should m ake these kinds of 
decisions is counsel for the  adverse party , no t the hearing  officer. 
Such decisions as to  w hether the testim ony can be answ ered by * 81

30 Sec. 2.154(b) (now  Sec. 12.87(b)). 32 41 F . R . 51715.
81 Sec. 2 .1 5 4 (b )(1 )(H ).
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red irect or cross-exam ination , w hether it was tru th fu l, and w hether 
it relates to the issues are m atte rs  for counsel’s evaluation.

U nfo rtunate ly , it m ay take a considerable am ount of experience 
and effort a t try in g  to live w ith th is approach to  cross-exam ination 
before the F D A  gives up and re tu rns to  m ore trad itional procedures, 
if ever. W e can tru st, as well, the ju dg m en t and good sense of the 
hearing  officer to lean in favor of the fam iliar form s of cross-exam i
nation. T he point, though, is th a t a party  should not be in the position 
of hav ing to ask for, and justify , such a basic and necessary righ t 
as cross-exam ination.

My final negative criticism  is th a t the regulations do no t p ro
vide for usual discovery procedures. Possibly, the C om m issioner be
lieves th a t he lacks the au tho rity  to include discovery provisions 
absen t som e specific au th o rity  to do so. B ut if he m ay compel a 
p rivate p arty  to tu rn  over adverse item s in its possession, he m ay 
surely  provide for the trad itional and fam iliar form s of discovery, 
modified if necessary to suit the administrative rather than judicial hearing.

Indeed, pe rm ittin g  discovery would appear consisten t with the 
announced purposes of these rules to fu rther discover the tru th  
th rough  disclosure of evidence and positions well in advance of the 
actual hearings. U nfo rtunate ly , the provisions of the regulations p ro 
vide no opportun ity  to probe the F D A ’s case except insofar as the 
A gency itself chooses to pu t it in the record. For exam ple, there is 
no procedure for uncovering m aterial in FD A  files if th a t m aterial 
consists of opinions. P erm ittin g  discovery would rectify  this, and 
thereby sub stan tia lly  im prove the hearing  process.

Improvements Inherent in the N ew  Regulations
W hile m y com m ents have been largely  critical of the new regu

lations, there are a num ber of im provem ents upon the existing  regu
lations. and areas w here the FD A  has done a good job in spelling 
ou t procedures th a t have been in som e doubt.

F irst, the regula tions m ake explicit the fact th a t requesting  a 
hearing  is not a precondition of judicial review .33 T here m ay well 
be situations w here a particu lar FD A  action on a petition  is influenced 
by legal considerations th a t the petitioner disagrees w ith, bu t w here 
there are no d ispu ted factual issues. In such circum stances, counsel 
could file ob jections bu t either not request a hearing, or expressly

33 Sec. 2.116 (now  Sec. 12.30).
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w aive it. The F D A ’s action on those com m ents then  produces an 
o rder ripe for ad jud ication  under Section 701(f) of the Act, w ithou t 
the  need for go ing  th ro ug h  a hearing  process.

Second, I am inclined to believe th a t w hile oral cross-exam ina
tion  is vital to an effective fact-finding process, oral presen ta tion  of 
d irect testim ony m ay not be necessary. W ritten  d irect testim ony 
m ay well expedite the  hearing. M oreover, it encourages counsel to 
p repare and coordinate their case thoroughly , and m akes available 
well in advance of cross-exam ination the opposing side’s direct evi
dence. T his should in tu rn  sub stan tia lly  im prove the quality  of the 
cross-exam ination.

T here are, of course, som e defects in the procedure. In  fact, 
counsel, ra th e r than the w itness, m ay end up hav ing a g rea te r hand 
in p reparing  the  testim ony than  is com m on w ith oral direct. H o w 
ever, th is is likely to resu lt in testim ony being focused m ore n arrow 
ly on the specific m atters  for decision.

T hird , the regulations specifically s ta te  th a t the hearing  officer 
can add to. or delete, issues as they are set forth  in the  notice of 
hearing. T his is an im p ortan t pow er because as the hearing  p ro 
gresses, additional issues m ay well come to the fore, and the parties 
should not be restric ted  to those issues form ulated long ago. T his 
is particu larly  true  since the Bureau con testing  the hearing  norm ally 
determ ines w hat the issues will be. T he possibility  th a t these can 
be redeterm ined by an im partial hearing  officer is most desirable.

F inally , the regula tions generally  s treng then  the pow er of the 
hearing  officer,34 and expand the purposes of the prehearing  confer
ence.35 Both these changes m ay con tribu te to  a fairer hearing  by 
g iv ing the officer the au th o rity  to take actions th a t clearly will 
expedite the  hearing.

One of the deficiencies of the old hearing regulations has been 
the F D A ’s repeated  assertions th a t certain  th ings cannot be decided 
by the hearing  officer, bu t are instead m atte rs  for the Com m issioner. 
T his position has been asserted  w ith regard  to discovery, to ob ta in 
ing governm ent w itnesses, and in several o ther situations. T he F D A  
seem s to  have felt th a t it should not be bound by the hearing  officer’s 
concept of its ob ligations to  live up to a fair hearin g ; perhaps the 
additional pow ers will be helpful in re jec ting  such assertions in 
the  future.

34 Sec. 2.140—2.2, 144 (now Sec. 12.60, 35 Sec. 2 .158(a)(2) (now  Sec. 12.92
.62, .70, .75, .78). (a ) (2 )) .
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Conclusion
In  sum , th ere  are benefits in these new  regulations w hich should 

im prove the  hearing  process. B u t there are four m ajo r areas w here 
changes are, in m y judgm ent, u rgen tly  needed. T hese a r e :

(1) the lim itations on the rig h t to  a hearing, in particu lar 
the requirem ent th a t a p a rty  disclose v irtua lly  its en tire  case 
in order to ju s tify  a hearin g ;

(2) the requirem en t for sub m itting  any unfavorable evidence 
w ith ou t the  righ t to exercise judgm ent, particu larly  in ligh t of 
the substan tia l penalty  (disqualification) if th is is no t done;

(3) the lim itations upon th e  r ig h t of cross-exam ination ; and
(4) the  absence of discovery procedures in the  regulations.

[The End]

M A RKETIN G  O F  O T C  DAYTIM E SED A TIV ES  
W ILL BE D ISCO N TIN U ED

All over-the-counter daytim e sedatives will be rem oved from, m ar
keting  as the outcom e of a ru lem aking proceeding tha t the Food and 
D rug  A dm inistration  (F D A ) will begin th is sum m er, according to  FD A  
Com m issioner D onald K ennedy. In  a sta tem en t presen ted  on June  21 
to  the Senate Subcom m ittee on M onopoly and A nticom petitive A c
tivities, K ennedy indicated th a t the drow siness caused by daytim e 
sedatives p resen ts a significant risk to users who need to be alert. T he 
only an tianxie ty  effect of daytim e sedatives is the drow siness produced 
by an tihistam ines, K ennedy stated.

In  F eb ru ary  of th is year, the  O T C  Sedative and Sleep-Aid Panel 
concluded tha t O T C  daytim e sedatives p resen t an  unacceptable risk, but 
m ost m em bers recom m ended th a t m arke ting  of the p roducts continue 
pending  fu rth er studies. K ennedy stated th a t the F D A ’s adoption of 
the panel’s m inority  position th a t the ingred ients in daytim e sedatives 
are  no t generally  recognized as safe and effective does not preclude a 
reconsideration, based on additional evidence (if any ex ists), of the 
m erits  of the products. K ennedy stated  tha t the  panel m ajority  will 
endorse th e  F D A ’s upcom ing action.

CCH  F ood D rug C o sm e t ic  L a w  R eporter, N o. 7SS
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Committee or Commissioner
By A LA N  R. BEN N ETT

Mr. Bennett Is an Attorney with the Law Firm of Weil, Gotshal 
& Manges.

Subpart D of the FD A ’s Procedural Regulations1

AD V IS O R Y  C O M M IT T E E S  in som e form  have existed  a t the 
Food and D ru g  A dm inistra tion  (F D A ) and its predecessor agen
cies for m any years— at least since 1897 w hen C ongress, in its w is

dom, estab lished the Board of T ea E xp erts  who m eet once a year 
to  provide advice on which teas are fit for consum ption in the  U nited  
S tates. I t  is on ly  re latively  recen tly  how ever th a t the num ber and 
types of adv isory  com m ittees have grow n su b s ta n tia lly ; now  there  
are advisory com m ittees prov id ing  the A gency w ith advice in nearly 
every area of its au tho rity , from  over-the-counter (O T C ) drugs to  
rad ia tion  stan dards for color televisions.

B oth Congress and th e  A gency have reacted in som ew hat con
trad ic to ry  fashion to  th is p roliferation  of com m ittees. O n th e  one 
hand, Congress has often criticized the  F D A ’s reliance on advisory 
com m ittees as a sub terfuge by  w hich the A gency can delay tak in g  
reg u la to ry  actions and sh ift th e  responsibilities of decision-m aking 
to  others. O n the o ther hand, Congress has, on several occasions, 
m ost recen tly  in the  M edical Device A m endm ents,2 required  th e  
F D A  to set up additional adv isory  com m ittees.

F o r its part, th e  F D A  has view ed com m ittees as a m ethod for 
o b ta in in g  advice from  lead ing experts on im p ortan t regu la to ry  m a t
ters, b u t has no t hesita ted  to d isregard  th e ir advice w hen the ad
visory  com m ittee’s views differ from  the A gency’s.

1 O n T uesday, M arch 22, 1977, the  section num bers are provided in foot-
FD A  recodified the procedural regula- notes. S ubpart D is now  P a r t  14. 
tions (42 F . R .  1SSS3). T he tex tual 3 P . L. 94-295 (M ay 29, 1976).
cita tions are ou tdated  and th e  new
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In  order to place some lim its on the  g row ing  num ber of ad hoc 
com m ittees prov id ing  advice, no t only to the  F D A  b u t a t all federal 
agencies, Congress in 1972 passed the F ederal A dvisory Com m ittee 
A ct (F A C A ).3 * T he A ct defines advisory  com m ittees and th e ir func
tions and obligations, and requires a finding before an advisory  com 
m ittee  is established, th a t its estab lishm ent is in the public in terest.

Procedural Regulations
T he FA C A  defines an advisory com m ittee as any group “es tab 

lished or utilized in the in terest of ob ta in ing  advice or recom m enda
tions,” and provides th a t any group m eeting th a t definition m ust 
com ply w ith  the term s of the Act, including ob ta in ing  a charte r 
defining its purpose from the Office of Management and Budget (O M B ), 
conducting  periodic m eetings, and, except in very  lim ited circum 
stances, conducting  its m eetings in the open. W hile  the s ta tu to ry  
definition seem s ra th e r stra igh t-fo rw ard , it has given rise to a num 
ber of questions. If, for exam ple, the  FD A  m eets w ith  an in du stry  
group  on a pending  regu la to ry  m atter, and the indu stry  group, as 
it is likely to  do, m akes certain  recom m endations to the A gency on 
w hat it should do w ith its pending regu la to ry  m atter, has th a t 
group acted as an advisory com m ittee? Are D ep artm ent and OM B 
clearance and public m eetings and transcrip ts  therefore necessary? 
T he answ er is, it depends.

In Food Chemical N ew s v. Davis,'1 the B ureau of Alcohol, Tobacco 
and F irearm s (B A T F ) m et inform ally w ith represen ta tives of con
sum er groups and the  alcoholic beverage in du stry  to discuss labeling 
proposals, p rio r to the appearance of any proposal in the  Federal 
Register. T he m eeting  was closed to the public. Food Chemical N ew s 
sued, claim ing, th a t the m eetings w ere advisory com m ittee m eetings 
and had to  be open. T he court ruled in favor of Food Chemical News, 
ho ld ing th a t the in du stry  and consum er groups w ere advisory com 
m ittees, and prohib ited  B A T F  from hold ing fu rth er m eetings behind 
closed doors.

On the  o ther hand, in Consumer Union v. H E W ,5 a trade associ
ation requested  a m eeting  w ith  the F D A  to  discuss an indu stry  spon
sored vo lu n tary  cosm etic safety review  program . C onsum er U nion 
sued, claim ing th a t the  trade  association was acting  as an agency 
advisory  com m ittee whose m eetings had to be open. The court

3 P. L. 92-463 (O ct. 6, 1972). =409 F. Supp. 473 (D C  DofC 1976),
* 378 F. Supp. 1048 (D C  DofC 1974). appeal pending.
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denied C onsum er U n ion’s claim, noting that the FD A  had not called 
the  m eeting  to discuss a pending  reg u la to ry  m atter, and, in fact, 
th e  A gency w as m erely reac tin g  to  th e  trade  association in itia ted  
and adm inistered  program .

T he procedural regu la tions a t 21 C F R  2.3006 clarify th is situation . 
As a  general rule, an advisory  com m ittee is any  group  th a t is not 
com posed solely of federal governm ent em ployees th a t m eets regu
larly  a t the A gency 's request to  provide advice or recom m endations. 
M eetings called on an ad hoc basis at the request of outside parties 
to  provide the F D A  w ith  data  or inform ation or to seek the F D A ’s 
advice are no t adv isory  com m ittee m eetings. B etw een these tw o 
clear-cut positions are m any o ther situations which m ay be deem ed 
to  be advisory  com m ittee m eetings. G enerally speaking, routine 
m eetings or discussions betw een the A gency and ou tside parties are 
no t advisory com m ittee m eetings, and the  regulations so provide. 
H ow ever, since im p ortan t consequences can flow from  being  found 
an advisory  com m ittee, I w ould sug gest checking th e  regulations 
before m eeting  w ith  th e  A gency, particu larly  if those m eetings are 
to  be on any reg u la r basis.

T he regu lations a t Section 2.340" list the s tan d in g  advisory  com 
m ittees th a t have been estab lished by the FD A , have received OM B 
charters, and m eet regu larly  to  provide the  A gency w ith advice on 
a w ide range of m atters. Some of these com m ittees, like the device 
classification panels, have been estab lished  by la w ; o thers, like the 
O T C  panels, have been estab lished by the  A gency to  assist in the 
reso lu tion  of p articu lar problem s. I t is im portan t to keep in m ind 
th a t these com m ittees provide advice bu t their advice is no t legally 
b ind ing  on the  A gency, which re ta ins under the law  u ltim ate  responsi
b ility  for decision-m aking. N evertheless, these advisory com m ittees 
do have v ast influence, often outside the FD A , on o ther agencies, 
the  courts and the  public.

Selection of Committee Members
W h o serves on these advisory  com m ittees? T here  are several 

answ ers to th is question, depending on the type of com m ittee in
volved. As a general rule, the  regula tions m ake clear th a t the 
advisory  com m ittees are to  consist of a fair cross-section of views 
on any particular matter. Committees which advise the FD A  on policy, 
such as the N ational Food and D ru g  A dvisory  C om m ittee, are com-

* N ow  Sec. 14.1. 7 N ow  Sec. 14.100.
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prised  of m em bers rep resen ting  different in terests, such as m anu
facturers, consum ers, and agricu ltu ra l in terests. H ow ever, insofar 
as technical advisory com m ittees are concerned, Section 2.330s re
quires th a t vo ting  m em bers of the  advisory com m ittee be cleared 
as special governm ent em ployees, w ho have no personal financial 
stake in the outcom e of any m a tte r  and have no significant re la tion
ship to the  m anufactu rer or seller of a p roduct regu la ted  by  the FD A . 
As a p ractical m atter, th is m eans th a t vo ting  m em bers of technical 
advisory com m ittees cannot come from  industry , b u t m ust come 
from  the academ ic or m edical com m unities. T he regulations also 
provide for non-vo ting  in du stry  and consum er liaison m em bers. T he 
regulations provide th a t non-vo ting  m em bers are no t to represen t 
th e ir  particu lar com pany or organ ization , b u t ra th e r should represen t 
all in terested  persons w ith in the  class they have been chosen to 
represen t. N on-voting  consum er m em bers have access to  trade 
secret data only if they are cleared as Special G overnm ent Em ployees. 
T he regulations provide th a t non-voting  in du stry  represen ta tives are 
no t to be given any access to trade secret data  under any circum 
stances to avoid even the  appearance of po ten tia l conflict of in terest.

Sections 2.331 and 2.332° outline the procedures used by the 
A gency for nom inations of vo ting  and non-voting  advisory com m ittee 
m em bers. Given the im portance advisory  com m ittees have assum ed 
at th e  FD A , I w oidd strong ly  suggest th a t if you are in terested  in 
the  w ork of a p articu lar com m ittee, you utilize these procedures to 
partic ipate  fully in the  selection process.

Grounds for C losed Meetings
A dvisory com m ittees p resen t a couple of problem s to  in du stry  

in addition to the  usual one of convincing the  com m ittee of the m erits 
of a particu la r position. N ot so long ago, a good portion of advisory 
com m ittee m eetings w ere closed to the  p u b lic ; recently, however, 
in response to  court decisions and a change by C ongress in the FACA, 
the grounds for closing advisory com m ittees have been sharply  re
duced. T he regulations, in the  P ream ble and in Section 2.31810 spell 
ou t the grounds for closing an advisory com m ittee m eeting. As a 
general rule, they will be closed only for the review  of certain  draft 
regulations, w here open m eetings w ould resu lt in the un w arran ted  
invasion of personal privacy, w here investigato ry  files are to  be dis
cussed, and for the discussion of trade  secrets and confidential com- * 9

s N ow  Sec. 14.80. 10 N ow  Sec. 14.27.
9 N ow  Secs. 14.82 and 14.84.
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m ercial inform ation. T hey  will no t be closed for general discussions 
of p rocedures or requirem ents applicable to classes of p roducts or 
the  p resen ta tio n  of any o th e r data. T he m ost im p ortan t change from  
previous F D A  procedure is th a t com m ittees m ay no longer be closed 
du ring  th e ir deliberations.

T he decision to  close a m eeting  m ust be m ade by the Com m is
sioner w ith  the  concurrence of the Chief C ounsel’s office. If  you 
believe th a t da ta  you wish to presen t to an advisory  com m ittee is 
trad e  secret data, do not sim ply show  up w ith it at the m eeting  and 
expect the session to be closed a t your request. Instead , as soon as 
you know  th a t your p rod uct is to be discussed at an upcom ing 
advisory  com m ittee m eeting, you should consult the A gency’s F O I 
regu la tio ns11 to see if any da ta  you w ish to  discuss are entitled  to  
trade  secret protection. If it is or if there is a question about it, you 
should contact th e  A gency em ployee on the com m ittee, and explain 
th e  n a tu re  of your problem . Get a ru ling  in advance, w ith enough 
tim e for the  A gency to  publish a notice in the Federal Register ex
p lain ing the reasons for closing th e  m eeting, as it is required to do- 
by  th e  regu la tions and the  law.

I t  should be noted th a t th e  regula tions require th a t all advisory 
com m ittee m eetings be transcribed. W hile the FD A  will no t release 
the  tran sc rip t of closed portions of m eetings, it will release m inutes 
of closed m eetings. I t  is alw ays possible th a t litigation  seeking the 
release of the tran scrip ts  will ensue.

Scope of Committee Authority
A nother problem  th a t has arisen w ith  respect to  advisory com 

m ittees concerns the  tendency  of som e of them  to exceed the  stric t 
le tte r  of their au tho rity , as se t out in their charters, and tak e  on 
issues w hich m ay no t be d irectly  before them . O ne recen t exam ple 
has been the O T C  panels w here individual panels have extended their 
review  beyond labeling  and have go tten  into advertising  as well. 
T he im plications of such action for the pending F ederal T rad e  Com
m ission T rad e  R egulation  R ules on O T C  d ru g  advertising  is fairly 
obvious.

T he regulations provide th a t w here a person feels th a t an advi
sory  com m ittee has exceeded its au th o rity  or acts im properly in any 
way, he m ay petition  the Com m issioner, under Section 2.319.12 I f  
the C om m issioner determ ines th a t th e re  w as a violation, he shall

11 Now  P a r t  20. 12 N ow  Sec. 14.7.
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g ra n t “ap p ro p ria te” relief. I t is som ew hat difficult to im agine how 
“appropriate  relief” will be transla ted  into actual practice. You 
should, how ever, be aw are of the procedure, and utilize it w here you 
feel an advisory com m ittee has acted im properly.

In  sum m ary, advisory com m ittees operate in nearly  every area 
of the F D A ’s ac tiv ities; if you have any significant dealings w ith the 
A gency, you will find yourself before one sooner or later. In order 
to pro tect your righ ts, and m ake the m ost effective presen ta tion  of 
your views, you should become fam iliar w ith S ub part D.

Subpart E
S ubpart E 13 provides the fram ew ork for public hearings before 

the Commissioner. Such hearings are essentially legislative in nature— 
th a t is, they perm it in terested  persons to testify  before A gency of
ficials on m atte rs  of in terest w ithou t any of the trapp ing s of a judicial 
proceeding. T here is no judge, no rules of evidence, no objections 
and no cross-exam ination . Y ou sim ply s ta te  your case, and answ er 
w hatever questions the  A gency officials conducting  the hearing  m ight 
have. T his type of hearing  is really  sort of an oral version of notice 
and com m ent rulem aking.

The regulations provide th a t a public hearing  is available in th ree 
s itu a tio n s :

(1) W here  the C om m issioner determ ines such a hearing is 
in the public in terest. T his is not likely to  occur in a dispute 
betw een the F D A  and a com pany over a particu lar product. I t 
will m ost likely occur w here an issue has broad public policy or 
health  consequences. T he recent good labora to ry  practices hear
ing. which I un derstan d  w as well received, is an exam ple of th is 
situation , as is the  upcom ing hearing  on the  im pending sac
charin ban.

(2) W here  specific regulations require it. C urrently , the 
only regula tions requ iring  a S ubpart E  hearin g  are the O TC  
regulations which provide th a t a fter the panel issues a report, 
bu t before the A gency takes final action on it. the report m ust be 
the sub ject of a S ub part E  hearing.

(3) W here  a party  entitled  to  a form al S ubpart B hearing  
waives that right.

13 Now P a rt IS.
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A S ub part E  hearing  will be g ran ted  only if all of the parties 
entitled to a formal hearing have waived that right. Like Subpart B,14 
the  g ran tin g  of a hearing  stays the  regulation  in question. U nlike a 
form al hearing, however, a S ub part E  hearing  is quick, la s tin g  a 
few days a t the m ost, and the A gency will no t in troduce any evi
dence itself.

Given the  A gency’s reluctance to hold form al hearings, due in 
p a rt to the m assive expend itu re  of tim e and resources involved, you 
m ay be m ore likely to g e t a S ub part E  hearing. W hile  you lose some 
of the  procedural pro tections afforded by form al hearings, such as 
th e  r ig h t to require the  A gency to affirm atively m ake its case before, 
and the benefit of a decision by, an independent A dm inistra tive  Law  
Judge, S ub part E  does provide in terested  parties w ith  the ability  
to  s ta te  th e ir  case d irectly  to  A gency decision-m akers, w ho are often 
iso lated from  yo ur real concerns.

A S ub part E  hearing  is in itiated  by notice in the Federal Register. 
In  addition to  s ta tin g  tim e and place of hearing, the  notice will 
define its scope. In  som e cases, such as review  of O T C  m onographs, 
th e  hearing  will be lim ited to an already com piled adm inistra tive  
record.

T he hearing  is presided over by the Com m issioner or his designee 
and o ther F D A  personnel. W itnesses m ay b rin g  any  o ther person 
w ith  them  and subm it w ritten  com m ents for inclusion in th e  record. 
T he record is kep t open for 15 days after the hearing, so th a t you 
m ay subm it additional w ritten  m aterial addressing  any issues th a t 
m ay  have arisen a t the oral hearing.

As stated , the  hearing  is inform al. No questions from  the audi
ence are p e rm itte d ; the only questions are from  F D A  personnel.

Because S ubpart B is m ore trad itional, th ere  is no doub t a 
reluctance to use S ub part E. H ow ever, it should no t be ignored. 
T here  will certain ly  be situations w here you feel your in terests  are 
b e s t served by  quick, d irect p resen ta tion  of your case to  A gency 
decision-m akers w ith ou t need for the  blizzard of paper and com plex 
legal procedures th a t accom pany m ore trad itional hearings a t the 
FD A . [T he  End]

14 N ow  P a rt 12.
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The FDA’s New Forms 
of Public Hearing— 

Choosing Among the Alternatives
By JO E L  E. H O FFM AN

M r .  H o f f m a n  Is  a  P a r t n e r  in  t h e  L a w  F irm  o f  W a l d ,  H a r k r a d e r  
&  R o s s .

ON L Y  O N E  T Y P E  of public hearing is expressly authorized by 
the Federal Food, D rug, and Cosm etic Act and the  A dm inistra

tive P rocedure  A ct (A P A )— the form al eviden tiary  hearing, presided 
over by an independent A dm inistra tive L aw  Judge. T he m erest 
mention of th is process reduces m ost staff m em bers of the Food and 
D rug  A dm inistra tion  (F D A ) to  a s ta te  of pathological te rro r, as if 
they  personally  had been frightened a t the m om ent of b irth  by a 
ho rro r movie con trap tion  created from living, vitam in-fortified pea
n u t bu tte r.

T his creates som eth ing  of a dilem m a for the FD A . T he s ta tu te  
requires th a t contested factual issues presented  by a varie ty  of 
A gency proposals be resolved th ro ug h  a public eviden tiary  hearing. 
No am ount of official rhetoric  claim ing broad au th o rity  to  dispense 
w ith hearings can overcom e th a t fact, as some courts have been 
w illing  to recognize.1 Even w here formal evidentiary hearings a rg u 
ably are no t required, there are lim its on the A gency’s au tho rity  to  
proceed w ithou t any hearing  a t all.2

Alternative Forms of Hearing
T he new procedural regu la tions prom ulgated  by the  FD A  con

tain, in S ub part B, extensive provisions to  govern form al ev iden tiary
1 U S V  P h a rm a c e u tic a l C orp. v . S e c -  E d iso n  P h a rm a ce u tic a l Co. v. F D A ,  S13 

re ta ry  o f H E W ,  466 F. 2d 45S (CA  DofC F. 2d 1063 (CA Dof'C 1975).
1972) ; N a tio n a l N u tr i t io n a l F oo d s A s s ’n  a See R u th e r fo r d  v. U n ited  S ta te s  513 
v . F D A ,  504 F. 2d 761 (CA-2 1974); F. 2d 1137 (CA-10 1976).
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hearings. In  addition , how ever, th ree  novel a lternative  form s of 
hearing  are e s tab lish ed : the  public board of inqu iry  in S ub part C, 
the public advisory  com m ittee in S ubpart D, and the  public hearing 
before th e  Com m issioner in S ub part E. T aken  together, th ey  seem 
in tended to provide a th ree-pronged  escape route from  the  F D A ’s 
dilem m a.

First, Subparts C, D and E  provide decision-making mechanisms 
w hich th e  F D A  evidently  hopes the regu la ted  industries (and per
haps consum er in terests) will find m ore prom ising than  the form al 
ev iden tiary  hearing.

Second, the F D A  im plies in the  pream ble to  the  proposed reg u 
lations th a t an a lternative  form  of hearing  m ay be g ran ted  under 
particu la r circum stances. T his w ould occur w hen a S ub part B form al 
ev iden tiary  hearing  is denied, and th e  p rivate  parties first waive 
th e ir  r ig h t to litigate  the  denial and th us save bo th  sides from  th e  
risk of an all-o r-no th ing  decision in the  courts. In  fact, the  rule, 
as orig inally  proposed by the FD A , was sub ject to the in terp re ta tion  
th a t only if all r igh ts  to  challenge th e  denial of a form al eviden tiary  
hearing  w ere w aived w ould the F D A  even consider a request for 
an a lte rn a tiv e  form  of hearing.

T he A m erican B ar A ssociation’s (A B A ’s) Section of A dm in
is tra tive  L aw  filed com m ents ob jecting  to th is app aren t prerequisite 
of w aiver of judicial review. T he final pream ble to the regulations 
tu rn s aside the A B A ’s objection by no ting  the  F D A ’s discretion to 
g ran t an a lte rn a tiv e  form  of hearing  after a form al ev iden tiary  
hearin g  is requested  and denied,3 w hether or no t judicial review  of 
th e  denial is sought. N either the  pream ble nor th e  regula tion  sta tes 
w hether discretion will be exercised ju s t as freely as w hen the pe ti
tio n in g  p a rty  w aives his claim of en titlem ent to a form al eviden tiary  
hearing. T he inducem ent to op t for one of the  a lternative  form s in 
the  first place is therefore no t w holly absent.

Third, as an apparent raison d’etre for prov id ing  a lternative  form s 
of hearing, is the  claim th a t such proceedings would be legally  suffi
cient in som e circum stances w here a hearing  cannot w holly be denied. 
T he pream ble to th e  proposed regulations asserts  th a t “ [u jn d e r  
recen t case law , it is clear th an  an a lternative  form  of hearing  could, 
in m any instances, be required even w ithou t the consent of the 
parties .”4

8 Preamble to Subpart C, 41 F . R .  4 40 F . R . 40682, at 40701 ( Sept. 3,
26636, at 26638 (June 28, 1976). 1975).
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H o w  th is can be squared w ith  th e  requirem ents of the  A P A , 
w hich w as enacted precisely for the  purpose of im posing a uniform  
hearing  procedure in all cases “required  by s ta tu te  to be determ ined 
on the record a fte r o p po rtun ity  for an A gency hearing ,”5 is now here 
explained. T his need no t trouble  us today, how ever, as hope evi
den tly  springs e ternal in the F D A ’s collective b re a s t ; for the  tim e  
being the A gency professes reliance on a supposed likelihood th a t 
parties “w ould readily  agree to  the form  of hearing  th a t  would 
resolve the issue m ost expeditiously .”6

Choosing The Appropriate Form
W h atev er th e  reasons for the  F D A  hav ing  estab lished the  new  

a lternative  form s of hearing, in every proceeding before the A gency, 
th e ir availab ility  will p resen t th e  question of which one to  pursue. 
M y assignm ent is to  discuss th e  factors w hich should go into th is 
choice.

Suppose th a t one fine m orn ing  your Federal Register includes a. 
notice of opportun ity  for a hearing, or a so-called “final” regula tion  
on w hich a hearing  m ay be requested, th a t th rea ten s  your in terests. 
H ow  to decide which of the  four available form s of hearing  to re
qu est?  W h a t are the  benefits and disadvantages of each form ?

U nfo rtunate ly , a t th is early  s tage of life under the new regu
lations, there  are very  few data  on which a decision could ra tio nally  
be based, and m ost of th e  available evidence is anecdotal in the 
extrem e. O nly a few  general guidelines can be suggested.

I t  seem s clear th a t your choice of a form  of hearing must depend 
heavily on the facts of th e  particu la r case. First, be certain  th a t 
you have identified your objective— is it to  win before the Agency, 
or are you counting  on subsequent success in cou rt?  Second, what 
is the n a tu re  of the issue in your case— is it a narrow  factual d ispu te, 
or a question  of w ork ing ou t a desirab le regu la to ry  policy? Is the 
issue scientific, or one of “w ho did w h a t to  whom  ?” And, if the 
issue is scientific, is the science w ith  you or against you? Third, what 
is the con tex t of the case— are you off the  m arket and try in g  to  g e t 
on, or on the  m arket and try in g  to  s tay  th ere?  A re there  opponents 
in addition  to the  A gency? A re th ey  consum er groups or are they  
com petito rs?

5S U.S.C. Secs. SS3, SS4. “ 40 F . R .  40682, a t 40701 (Sept. 3,
1975) (preamble to proposed Sec. 2.117, 
now 21 C FR Sec. 12.32).
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T he decision as to w hich form  of hearing  to  choose should be 
m ade on the basis of the to ta l m ix of all these factors and more. In  
m ost cases, no one factor will be determ inative. E xperience under 
each of th e  new procedures will doubtless require constan t réévalu
ation  of th e ir probable risks and advantages in the many different factual 
se ttings th a t will arise.

O n the  v irg in  face of the new regulations, each of the four 
available form s of hearing  has som e unique characteristics m aking 
it m ore a ttrac tiv e  for som e kinds of controversies th an  for others. 
L et me describe a few of the ju dgm en ts you m ight m ake in th is 
regard.

Formal Evidentiary Hearings
T he first decision to  be m ade in responding to  a notice of oppor

tu n ity  for hearing  or to a regula tion  sub ject to  ob jection is w hether 
to  insist on your rig h t to a S ubpart B form al eviden tiary  hearing  as 
opposed to one of the  new  alte rn a tiv e  form s. T he  crucial factor here 
is the likelihood th a t, in your case, the F D A  could m ake a denial 
stick if th e  denial w ere challenged in court. T his is because, if 
h isto ry  is any guide, the odds are overw helm ing th a t a request for 
a form al ev iden tiary  hearing  will be denied.

In  1973, soon after the quartet of Suprem e C ourt decisions th a t 
so g rea tly  expanded the F D A ’s pow er to deny hearings,7 P e te r  B ar
ton H u tt explained at another Food and D rug Law Institute conference 
th a t th e  reason no hearings had been held on new d rug  w ithdraw als 
up to th a t tim e was th a t only the “abso lu tely  clear-cut ineffective” 
drugs had th u s  far been considered. T h ings w ould have been different, 
he said, if the A gency had begun its review  of pre-1962 drugs w ith 
th e  “probably  effective” d rugs.8

T h a t w as in 1973. T oday the  F D A  still has failed to g ran t a 
single ev iden tiary  hearing  in a new  d rug  m a tte r  except w hen ordered 
to  do so by a court.9 Food and color additives have fared better.

T W e in b e rg e r  z>. H y n so n , W c s tc o t t  &  
D u n n in g . In c .. 412 U . S. 609 (1973); 
C ib a  C orp. v . W e in b e rg e r , 412 U. S. 640 
(1973); W e in b e rg e r  v . B en te .r  P h a rm a 
ceu tica ls. Inc., 412 U. S. 645 (1973); 
U S V  P h a rm a ce u tic a l C orp . v . W e in 
b erger, 412 U. S. 655 (1973).

8 1973 C o u r t C ases In v o lv in g  R u le 
m a k in g :  Im p lic a tio n s  fo r  F e d e ra l R e g u 
la tion— M o rn in g  Q u e s tio n  and  A n s w e r  
S e ss io n , 28 F ood D rug Cosmetic Law 
Jourxal 718, 725-26 (Nov. 1973).

0 Hearings have been granted only on 
Lutrexin (see W e in b e rg e r  v . H y n so n . 
W c s tc o t t  &  D u n n in g , In c ., 412 U. S. 609 
(1973)); D ES for lieef cattle (see H e ss  
&  C la rk  v. F D A .  495 F. 2d 975 (CA 
DofC 1974)); C orthyrobal (see E d iso n  
P h a rm a ce u tic a l Co. v . F D A ,  513 F. 2d 
1063 (CA  DofC 1975) ; and Laetrile 
(see R u th e r fo r d  v . U n ite d  S ta te s , 542
F. 2d 1137 (CA-10 1976)).
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bu t only w here effectively rem oved or kep t from  the  m arket pending 
the  requested  hearing .10

If you conclude th a t the F D A  is likely to prevail aga inst a p ro 
cedural challenge to  the denial of an eviden tiary  hearing, the  com 
parative risk /benefit calculus in choosing a form  of hearing  is heavily 
w eighted  tow ard  op ting  for one of the a lternative  form s. I t  w ould 
be hard  to im agine a s ituation  w here som e kind of hearing  w ould 
no t be b e tte r th an  no hearing  at all.

T his does no t apply, of course, if you are a petitioner seeking 
F D A  approval of your product, and the op po rtun ity  for a hearing  
is being offered no t to you bu t to  adverse parties seeking to prevent 
a favorable outcom e. The regulations do no t give a petitioner like 
you a veto if the  ob jecting  parties are w illing to  accept an a lte rn a
tive  form of hearing. T he regulations contain an undertak ing , how 
ever, to  take in to  account the  views of an affected petitioner as to 
the appropriateness of g ran tin g  an a lternative  form  of hearing .11 In 
these circum stances, it m ay be w orthw hile  to insist th a t if a hearing 
is to be held at all, only the hated  form al ev iden tiary  hearing  will do.

As noted above, the  regulations hold ou t an op po rtun ity  to re
quest your second choice after a form al eviden tiary  hearing  is denied. 
I t  therefore m ight be suggested  th a t if a form al eviden tiary  hearing 
w ould in fact be preferable to any of the a lternative  form s, the 
probability  th a t the  FD A  could defend the denial of a hearing  should 
not affect your choice. T his w ould be a reasonable conclusion in 
s itua tions w here the F D A  is genuinely  in doubt as to  w hat its 
final determ ination  of the m erits should be, or is anxious to  legitim ize 
its in tended action by developing support from  a prestig ious board 
of inquiry  or advisory com m ittee.

In  o ther situations, how ever, the FD A  is likely to agree to one 
of the a lternative  form s of hearing  only as a com prom ise, to avoid 
litigation  over a denial. A post-denial request for an a lternative  form 
m ay well be viewed by the A gency as no m ore than  a “heads I win. 
ta ils  you lose" proposal. In  short, if you w an t to live by the sw ord, 
be prepared to die by the sword. * 18

10 See M o n sa n to  Co. v. G ardner. No. 11 41 F .R .  51706, at 51711 (N o v .  23, 
77-1245, (CA D ofC ), decided M arch 1976) (preamble to Sec. 2.117, now 21
18, 1977 (reversing the denial of a C FR Sec. 12.32). 
hearing  prior to  revocation of a food 
additive regulation for acrylonitrile bev
erage bottles).
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Even if in your case a form al ev iden tiary  hearing  w ould be 
g ran ted , if no t by the F D A  then  by  a review ing court, you m ust 
still decide w hether to  request one of the  a lternative  form s. T his 
requires an analysis of the com parative s tren g th s  of th e  four possible 
choices in ligh t of the  facts of your case.

T he form al ev iden tiary  hearing  is of g rea test value w hen the 
d a ta  relied upon by  your opposition are suspect, and cross-exam ina
tion of the person responsible for conducting  a stu dy  m ig h t show  
un reported  departu res from  the protocol or lapses in adherence to 
approved techniques. I t  m ay be true, as the  F D A  w as once fond of 
saying, th a t no am ount of exam ination o r cross-exam ination can 
m ake an inadequate or uncontro lled  study  into som eth ing it is n o t.12 
B u t even a m odicum  of w ell-conducted cross-exam ination can help 
determ ine w hether a  s tu dy  was, in fact, adequate and w ell-controlled 
as advertised.

Sim ilarly, conclusions pu rported ly  draw n from  data  m ay depend 
on un sta ted  prem ises or fau lty  reasoning  no t apparen t on the  face 
of a report. O r they  m ay have been draw n in ignorance of o ther data  
th a t  w ould require the conclusions to be changed. W here  these are 
th e  dom inant issues in your case, th e  form al eviden tiary  hearing  
m ay  be the  best m ethod for reso lv ing them .

An inevitable d isadvantage of the form al ev iden tiary  hearing, 
on the  o ther hand, is th a t the A dm inistra tive L aw  Judge is a t best 
a generalist in science and medicine. T o be sure, th is  can be a g reat 
s tren g th  of any fact-finding process—th a t a party  can prevail only 
by persuad in g  an in telligent, inquisitive hum an m ind w ithou t p re
conceptions and w ith  no u n sta ted  b u t unprovable assum ptions. A nd 
it is w orth  rem em bering  th a t if you cannot convince an A dm in istra
tive  L aw  Jud ge  because he or she is insufficiently expert, you m ay 
have even more difficulty convincing the federal district court or court 
of appeals.

Public Board of Inquiry

In  m any cases, how ever, the facts are so technologically  com 
plex, and so sophisticated  an approach is required, th a t a public 
board  of inqu iry  chosen under S ubpart C w ould be m ore likely th an  
an A dm inistra tive  L aw  Jud ge  to  reach a desired result. T h is oppor
tu n ity  can probably  be realized under the  new  regulations w ithou t * 944

12 See U p jo h n  Co. v . F in ch , 422 F. 2d
944 (CA-6 1970).
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sub stan tia lly  foregoing the benefits of the adversary  hearing as a 
fact developm ent process.

The new regulations expressly contem plate th a t public boards 
of inqu iry  will “function as tr ib una ls .’’13 I t  is tru e  th a t the regu
lations also s ta te  th a t “ the proceedings shall be conducted in the 
m anner of a scientific inqu iry  ra th e r than  as a legal tr ia l.’’14 B ut 
even cross-exam ination (a lthough  carefully no t so labeled) is a u th o 
rized by Subpart C w here th e  board of inquiry  chairm an “determ ines 
th a t  th is  will facilita te  reso lu tion  of the issues.”15

The principal difference between a public board of inquiry and the 
trad itional eviden tiary  hearing, in term s of procedure, seem s to  be 
th a t under S ub part C “ [n ]o  partic ipan t m ay in te rru p t the  p resen ta tion  
of ano ther partic ipan t for any reason.”10 B ut th is  w ould be avoided 
in a w ell-run form al eviden tiary  hearing  as well, if d irect testim ony 
w ere required to be subm itted  in w ritin g  in advance, and if all 
ob jections to adm issib ility  w ere required  to be m ade in the same 
m anner. By v irtue  of the A PA , m oreover, the rules of evidence are 
inapplicable in a form al ev iden tiary  hearing  before an A dm inistra tive 
L aw  Ju d g e .17 As for objections to  adm issibility  under the A PA  
m andate th a t “ irrelevant, im m aterial or undu ly  repetitious evidence” 
be excluded, there is a popu lar say ing  am ong som e A dm inistra tive 
L aw  Judges th a t no one w as ever reversed for le ttin g  som eth ing 
into the  record .18

T he fact th a t the m em bers of a board of inqu iry  are scien tists 
ra th er than  law yers will not in and of itself m ake the proceeding 
less adversary  or even less form al. S im ilar tribunals, called A tom ic 
S afety and L icensing Boards, are utilized by the N uclear R egulatory  
Com m ission (N R C ) in hearings on nuclear facility construction  and 
opera ting  perm its.19 T hose proceedings are not the models of elevated 
scientific discourse for which the  FD A  seem s to  yearn. T he usual 
ad jud icato ry  procedures apply, and th e ir value has been well proven 
even (o r perhaps especially) w here the trie rs  of fact are scientific

1341 F .R .  S2148, at S21S2 (Nov. 26, 
1976) (preamble to Sec. 2.330(f), now 
21 C FR  Sec. 14.80).

14 Sec. 2.206 (41 F .R .  26641 (June 
28, 1976) now 21 C FR  Sec. 13.30). See 
also 40 F . R . 40682, 40706 (Sept. 3, 1975) 
(preamble to proposed Sec. 2.206) ( “ [I] t 
is anticipated that there will be little, 
if any, need for participation by attorneys 
in the proceeding” ).

15 Sec. 2.206(c), su p ra  note 14.

13 Sec. 2.206(d), sup ra  note 14.
175 U.S.C. Sec. 556(d).
18 See also Remarks of Administrative 

Law Judge Donald A. Campbell at the 
1974 ABA National Institute on Federal 
Agencies and the Public Interest, 26 A d .  
L . R e v . 504-10 (1974).

10 See Sec. 191 of the Atomic Energy 
Act of 1954, as amended, 42 U.S.C. Sec. 
2241.
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experts. As the C hairm an of the  N R C ’s A tom ic Safety and L icensing 
A ppeals Panel recently  s a id :

. . [T ]he annals of NRC licensing proceedings are replete with instances 
in which either skillful cross-exam ination by counsel (o r a technical in te rroga to r) 
or questions posed by the board itself have b roug h t to light serious infirm ities 
in the foundation of the  conclusions which have been reached by an expert 
on a m a tte r of large safety or environm ental im portance. I t  m igh t be added 
tha t, in some instances, the conclusions thus underm ined were those of the  
N R C  staff—as set forth  in its safety evaluation report, final environm ental 
s ta tem ent or w ritten  testim ony.”20

Public Advisory Committee
Som etim es your goal in requesting  a hearing  m ay be not so 

m uch to prove a fact, or to docum ent a conclusion, as to  estab lish  a 
scientific consensus in support of your position. H ere, the  public 
advisory com m ittee m ay be the m ost appropria te  procedural vehicle. 
S ub part D of the new regulations m akes clear th a t, as required  by 
the  F ederal A dvisory Com m ittee A ct (F A C A ), the m em bers of a 
public advisory com m ittee m ust reflect a d iversity  of view points on 
th e  sub ject of its advice.21 A favorable advisory com m ittee repo rt 
should carry  particu la r w eigh t w ith the FD A  (and subsequently  in 
court) for precisely th is  reason.

A nother consideration th a t m ight incline you to opt for a public 
advisory  com m ittee hearing  ra th e r than  a public board of inquiry  
w ould be a need for fam iliarity  w ith the  regu la to ry  background of 
your issue, or for con tinu ity  in dealing w ith  a series of sim ilar issues. 
T he advisory com m ittees utilized under S ubpart D are likely to be 
the F D A ’s s tan d in g  advisory com m ittees, if only because of the 
FA C A  requirem ent th a t the creation of every new com m ittee be 
justified. A lthough a public board of inquiry  should be as expert 
as any advisory com m ittee, its ad hoc character m ay give it difficulty 
in apply ing the regu la to ry  perspective th a t comes w ith  experience, 
as well as give you difficulty in b ring ing  the m em bers up to speed.

On the other hand, the advisory committee assigned to hear your 
case m ay have no m em bers w ith expertise bearing  precisely upon 
the  particu lar issues involved. T he m em bership of a public board 
of inqu iry  can be tailored  precisely to  fit the  requirem ents of the  
case it is to hear.

20 “The Role of Atomic Safety and 2141 F .R .  S2148, at S21S2 (Nov. 26, 
Licensing Boards and Appeal Boards in 1976) (preamble to Sec. 2.330(f), now 
Reviewing NRC Staff Technical Conclu- 21 C FR Sec. 14.80). 
sions,” Remarks of Alan S. Rosenthal 
Before the Atomic Industrial Forum,
Feb. 7, 1977.
PUBLIC HEARINGS PAGE 337



Finally , there is the obvious tactical point th a t it would be dis
ingenuous no t to  m ention. T he  public board of inquiry has only 
th ree m em bers, w hile an advisory com m ittee is likely to  include a 
significantly  la rger num ber of experts. You have th a t m any m ore 
chances to persuade a m ajo rity  w hen you are before a public adv iso ry  
com m ittee.

Hearing Before The Commissioner

T he final form  of a hearing  offered by the  new regulations in 
lieu of a form al eviden tiary  hearing  is in S ub part E, called a hearing  
before the Com m issioner. T he first th in g  to be said about th is 
a lternative  is th a t the hearing  m ay no t be before the  Com m issioner 
at all. T he regulations are explicit th a t one or m ore staff m em bers 
m ay be designated to  hear the proceeding, except w here a m ore 
specific provision requires the Com m issioner to preside personally .22 
T his w as done in the recent good laborato ry  practices hearing  held 
before senior officials of the Bureau of Veterinary Medicine, the Bureau 
of M edical Devices, and the Office of the  Chief Counsel.

T he pream ble to  S ubpart E  stresses th a t separation  of functions— 
the separation  of th e  decision-m aking function from  the advocacy 
function of A gency staff— will no t apply in hearings before the 
C om m issioner or his designee.23 T his is necessary, the pream ble 
explains, so th a t the Com m issioner is no t deprived of advice from 
the  staff m em bers “best inform ed about a particu lar m a tte r .” T he 
principal advantage in a S ubpart E  hearing  thus m ay be to  b rin g  ou t 
on the record, in the  form  of findings and conclusions form ing a 
ten ta tiv e  A gency decision,24 the detailed views and argum en ts of 
the staff m em bers advising the Com m issioner.

T his oppo rtun ity  m ay be high ly im portan t in a case w here the 
factual con troversy  can be presented  w ith ou t cross-exam ination of 
e ither side’s w itnesses, and the policy com ponent of the  dispute 
predom inates. Even w here the  C om m issioner personally  conducts 
th e  hearing, to have a ten ta tive  decision th a t can be tested  and 
rebu tted  in a focused m anner can add g rea tly  to  your chances of 
u ltim ate ly  persuad ing  th e  A gency of your position. Such a hearing  
before the Com m issioner and tw o senior F D A  officials was held on 
the ten ta tive  final m onograph for over-the-counter antacid drugs,

22 Sec. 2.403 41 F . R . 48262 (N ov. 24!See Sec. 2.117(f) 41 F . R . 51723 
2, 1976), (now  21 C F R  Sec. 15.30). (N ov. 23, 1976), (now  21 C F R  Sec.

23 41 F. R . 48258 (Nov. 2, 1976). 12.32).
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and  reported ly  gave the  parties a good oppo rtun ity  to  focus the  issues 
for the decision-m akers.25

Conclusion
In  th is  aspect, as well as m any o thers th a t will arise in apply ing 

the new system  of procedural options, one tru th  should alw ays be 
kept in m ind : I t  m ay be possible to get an agency tem porarily
reversed for e rro rs in procedure, b u t h is to ry  dem onstra tes th a t, on 
the  m erits, there  is alm ost no th ing  an agency cannot do w ith in the 
general area of its au tho rity , sooner or later, if procedural foul-ups 
are avoided. W hen  given your choice of procedures, the one to  choose 
is inescapably th e  one by w hich a record can be created in your case 
th a t in the end is m ost likely to persuade the F D A  of the soundness 
of your position. [The End]

N EW  LABELS, W A R N IN G S  
PRO PO SED  FOR O T C  PAIN RELIEF D RUGS

M ajor labeling restric tions, including significant w arnings, for the 
tw o m ajor over-the-counter pain-and-fever relief drugs, aspirin and 
acetam inophen have been proposed  by the Food and D rug  A dm inistra
tion (F D A ). Changes recommended by the F D A ’s Advisory Panel on OTC 
In terna l A nalgesic and A ntirheum atic P rodu cts  include w arn ings against 
tak ing  aspirin  at the same tim e as ce rta in  prescrip tion  drugs or during 
certain m onths of pregnancy. C oncerning acetam inophen, the Panel 
found no basis ¡for claim s tha t th is  ingred ient is safer than aspirin  and 
urged labeling to w arn against the danger of liver dam age from  over
dose. T he Panel also proposed tha t the FD A  prohibit all claims for 
relief of a rth ritis  or rheum atism  on aspirin p roducts because consum ers 
should not self-trea t these  diseases.

O n the basis of these recom m endations, the agency is proposing 
the conditions under which these pain drugs are generally  recognized as 
safe, effective, and not m isbranded. W hile noting th a t the proposal is 
intended to  elicit com m ents from  the public to assist the F D A  in de
veloping an official policy on these products, D onald Kennedy, Com
m issioner of Food and D rugs, predicted w ithout qualification th a t the 
P an e l’s report will lead to m ore explicit labeling and essential new 
w arn ings th a t will m ake it easier for consum ers to  select and use pain- 
and-fever relief p roducts w ithout physician  supervision.

C om m ents on the  proposal m ust be filed by O ctober 6, 1977; reply 
com m ents m ust be filed by N ovem ber 7, 1977.

CCH  F ood Drug Cosmetic Law Reporter, f[ 41,971

25 See O ’Keefe, Daniel F., “A Fine 
New Twist—A Brief Commentary on 
the Commissioner of Food and Drugs’

F irs t O ral H earing ,” 29 Food Drug 
Cosmetic Law Journal 116 (M arch 
1974).
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VITAM IN /M 1NERAL RULES TO  TAKE EFFECT IN 1979
T he effective date of the regula tions governing the  labeling and com 

position of dietary  supplem ents containing vitam ins and m inerals has 
been postponed by the Food and D rug  A dm inistration  (F D A ) until 
Ju ly  1, 1979. T he N ational N utritional Foods A ssociation, the N ational 
A ssociation of P harm aceutical M anufacturers, and the Solgar Co., Inc., 
had petitioned the F D A  for a stay of the effective date pending judicial 
review ; a petition for review of the  regula tions and for a m odification of 
the effective date, or in the alternative for a stay, has been filed in a U. S. 
court of appeals. In  addition to  requesting  the stay, the petition to  the 
F D A  poin ted  out the lack of conform ance betw een the effective date 
oif th e  v itam in /m inera l rules and the uniform  effective date for food 
labeling regulations.

T he F D A  extended the effective date to conform  to  the uniform  
effective date, bu t did not g ran t the stay. T he A gency said th a t if jud i
cial review is still p end ing  on Ju ly  1, 1978, the form er effective date, 
petitions for further postponement of the effective date would be considered.

T he new effective date should provide am ple tim e for judicial re 
view, according to  the FD A , and for com panies to  bring  their products 
into com pliance if the rules are sustained. V o luntary  com pliance with 
the regula tions is already perm itted.

CCH F ood Drug Cosmetic Law Reporter, (J 41,969

AN IM AL D RUGS C O N T A IN IN G  
H EX A C H LO RO PH EN E TO  REQUIRE N ADAs

Anim al d rugs contain ing hexachlorophene will require approved new 
anim al drug  applications (N A D A ). Topical p repara tions containing not 
m ore than  0.1 percen t hexachlorophene as a preservative are not af
fected by  the new  rule prom ulgated  by  the Food and D rug  A dm inis
tra tion  (F D A ). T he A gency stated  th a t there is no adequate da ta to  
establish th a t such drugs are safe and effective and th a t there is no 
inform ation on th e  po ten tial risk  to  persons who adm inister anim al 
products contain ing the drug  a t levels h igher than  0.1 percent, w ho are 
exposed to  anim als on which these drugs have been used, or w ho 
consum e edible products of trea ted  anim als. N A D A s for hexachloro- 
phene-contain ing drugs m ust be subm itted  to  the F D A  by Septem ber 
29, 1977. T he  in terim  m arketing  of such drugs m ay continue until the 
application has been approved, has been found n o t approvable, or until 
an ex isting  approved application has been w ithdraw n. A ny hexach loro
phene anim al drug  for which a N A D A  has not been subm itted will be 
deem ed adulterated  after Septem ber 29.

CCH F ood Drug Cosmetic Law Reporter, (141,694
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