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B e g in n i n g  o n  p a g e  383 , t h e  a r t i c l e  c o n 
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C h ie f  C o u n s e l  f o r  F o o d  in  th e  F o o d  
a n d  D r u g  A d m i n i s t r a t i o n ,  s p e a k s  a b o u t  
c u r r e n t  t r e n d s  in  F D A  re g u la t io n  m a k 
in g , c i t in g  th e  s t a t u t o r y  a u t h o r i t y  a n d  
c a s e  h i s t o r y  u s e d  b y  th e  A g e n c y  a s  
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N e w  A g e  o f  F D A  R u le - M a k in g ,” b eg in s  
o n  p a g e  393 .

Food Update X V . T h e  f o l lo w in g  
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Section 305 Hearings 
and Criminal Prosecutions

By EUGENE M. PFEIFER

Mr. Pfeifer Is Associate Chief Counsel for Enforcement in the Food 
and Drug Administration.

Ob v i o u s l y , t h e  m o s t  s e v e r e  e n f o r c e m e n t  p r o b 
l e m  a com pany and its m anagers can face is a crim inal prosecu

tion  un der the  F ederal Food, D ru g  and Cosm etic A ct or o ther statutes 
enforced by the  Food and D ru g  A dm in istra tion  (F D A ) which authorize 
prosecution. F o r sim plicity’s sake, m y rem arks will be directed only 
to  the  Food, D ru g  and Cosm etic Act.

F rom  a read ing  of the Act, it is apparen t t h a t :
(1) any  violation carries the  po ten tia l for prosecution of both 

artificial business entities, such as corporations, and individuals w ho 
ow n or m anage businesses ;

(2) because w rongful in ten t is not an elem ent of the  offense, 
responsible persons with no specific intent to break the law neverthe
less m ay be prosecu ted  for violations ;

(3) po ten tia l penalties upon conviction are significant, par
ticu larly  for individuals who run the risk, albeit a rem ote risk, 
of confinem ent as -well as a fine ; and 4

(4) th e  range of businesses to  w hich th e  law  applies en 
com passes no t on ly  p rim ary  businesses in which food, drugs, de
vices and cosmetics are manufactured, processed, packed or held 
for sale, b u t also ancillary  businesses such as consu lting  labora-
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tories and ex term inato rs w hich service p rim ary  com ponents of 
the industries.
A dditionally , h isto ry  teaches us th a t m ost crim inal prosecu tions 

resu lt in conviction, e ither because the  defendants plead gu ilty  o r “no 
con test” before the  tr ia l com m ences or because the evidence presented 
convinces the  trier-of-facts th a t a conviction is w arran ted . H av ing  
stated these facts, one might wonder why he or she is in this business. 
O stensib ly , it could be m ade to  appear th a t any official in a regulated 
in du stry  is in constan t jeopardy. B ut, as the  s tu den t of h is to ry  also 
know s, only a sm all percen tage of violations resu lt in prosecution.

Evaluative Process
Since the Suprem e C ourt’s decision in  United States v. Park, much 

attention has been focused on the process through which and the criteria 
under which a crim inal p rosecu tion  is in itia ted . W ith in  the lim its of 
m y rem arks, I propose to tell you generally  w hat th e  evaluative 
process is, how  we judge w hether a violation should be the  cause of a 
crim inal proceeding and, finally, a little  about a Section 305 hearing.

T here  are certain  th ings I cannot tell you. F o r instance, it is not 
possible to  set a lim it for filth or a percen tage for d rug  super- or sub
po tency which, if exceeded, will resu lt in the in stitu tio n  of criminal 
proceedings. Such specificity is not possible given the tens of thousands 
of articles and the  varie ty  of businesses and different practices falling 
w ith in  the purv iew  of the FD A . In  addition , o ther factors of at least 
equal im portance m ust be considered. H ow ever, before dealing w ith  
th e  factors which are considered when weighing a potential p rosecu
tion , it  w ould be helpful to sum m arize briefly the system  th ro ug h  
w hich a po ten tia l case is evaluated. W ith  th is  background , I am 
confident th a t you will begin to appreciate  th a t decisions to  p rosecu te 
are no t im pulsive, ad hoc gestures but, rather, are the  products of a 
deliberate schem e w hich em ploys the  ta len ts  of m any persons w ith  
different disciplines, and which is designed to safeguard  against im 
provident action.

Each decision to  prosecu te a case is review ed at several adm inis
tra tive  levels w ith in  the F D A  and in the  Office of th e  Chief Counsel 
of the  FD A . T his review  process o rd inarily  involves a m inim um  of 
from 12 to 15 persons. In  som e instances, m any m ore persons p a r
ticipate in the  review . E ach successive stage of review  represen ts a 
m ore critical exam ination of th e  action under consideration.
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G enerally , cases arise as a consequence of an inspection conducted 
by  a d is tric t office w here at least one investigator, tw o analysts, a 
supervisory investigator and a supervisory chemist participate in establish
ing  the facts involved and in making an initial recommendation that 
regulatory action be pursued. Thereafter, a compliance officer, th e  chief 
of the com pliance un it and the d irector of the  involved d istric t review  
th e  m atter. If  th ey  agree th a t  a prosecu tion  should be considered, 
they  will request th a t the  bureau  w ith responsib ility  for th e  product 
classification (for example, Bureau of D rugs, B ureau of Foods, etc.) 
au thorize  the requesting  d istric t to give th e  proposed defendants an 
oppo rtun ity  to  explain in a Section 305 hearing  w hy prosecution 
should not be pursued. The district’s request is then reviewed by a bureau 
consumer safety officer and one or more of the officer’s superiors.

Section 305 Hearing
If  th e  decision is to conduct a Section 305 hearing, the  d is tric t 

assigns a hearing  officer who presides over th e  hearing. All of the  
evidence and the  report of the hearing officer are again review ed by 
the  d istric t com pliance unit, the d is tric t d irector and, in som e cases, 
the  regional food and d rug  director. T he d is tric t’s recom m endation to 
proceed w ith  prosecu tion  is review ed again in the  appropria te  bureau 
by  a consum er safe ty  officer and one o r m ore of th e  officer’s super
visors. The m a tte r  is then  referred  to the  Office of the  A ssociate Com
m issioner for Com pliance for review  by  at least tw o m ore officials be
fore it is finally review ed by th e  a tto rn ey  assigned to the  case and the 
Chief Counsel of the FDA. Thereafter, if a decision to initiate a pros
ecution is reached, the m atter is referred  to the  U nited  S ta tes D ep art
m ent of Ju stice  w here it is again review ed before filing.

C ontrary  to  view s occasionally  expressed by F D A  critics, these 
officials use ne ith er a dart board nor a lo tte ry  drum  in exercising  th e ir  
responsibilities. T here  are certain  criteria  against which the conduct 
of the  po ten tia l defendants is m easured at every stage of the  evalua
tion process.

O f necessity, these  criteria  will be s ta ted  in general te rm s since 
th ey  apply across the  board to all businesses regulated under th e  F ed 
eral Food, D ru g  and Cosm etic Act. T hus, w hether a business is large 
or sm all, w h eth er it is engaged in m anufacturing , w arehousing, or 
packaging, or w hether its p roducts are foods, m edical devices, cos
m etics or drugs, these criteria  con stitu te  th e  standards referred  to  by 
th e  FD A .
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T here are generally  seven criteria , one or m ore of w hich m ust be 
m et, before a Section 305 hearing  is au thorized  and, u ltim ately , before 
a p rosecu tion  is in itia ted  against a business. T here  is an eigh th  con
sideration  which m ust be satisfied before prosecu tion  of an individual 
is considered to be w arran ted .

F irst, any deliberate or in ten tional violation of any  provision of 
the  law  will be considered for crim inal prosecution. P u re ly  economic 
v iolations will be view ed no differently  th an  violations which pose a 
th re a t of in ju ry  to the public health.

Gross Negligence
Second, any violation caused by gross negligence or reckless dis

regard  of th e  requirem ents of any provision of law  will be considered 
for prosecution in th e  sam e ligh t as a deliberate violation.

Third, any violation which exposes the public to the risk of poten
tia lly  dangerous conditions will be considered for prosecution.

F ou rth , any violation w hich is obvious or easily detectab le to  a 
person know ledgeable abou t the  involved in du stry  will be considered 
for prosecution. “ O bvious” does no t alw ays m ean detectab le th ro ug h  
th e  unaided senses. G eneral in san ita ry  conditions in a w arehouse o r 
m anufac tu ring  facility  m ay be detected w ith ou t using  special investi
gative techniques. O ther violations, such as unacceptable bacterial 
contam ination , are no less obvious no tw ith stand in g  the use of special 
labora to ry  techniques to  detect them . C ertain o ther system s defects, 
such as failure to  analyze finished d rug  products for po tency m ay be 
no less obvious, depending on th e  circum stances presented. T he 
keystone here is the standard  w hich should be m et by  the  person en
gaged in th e  particu la r activity , no t w h at the  eye can see.

F ifth , any  uncorrected  or recu rren t violation will be considered 
for prosecution. A violative condition w hich persists  or occurs after 
in form ation concern ing the  sam e or sim ilar violative conditions has 
been provided to, or is detected by. som e responsible em ployee or 
officer of th e  business, m ay resu lt in crim inal prosecution. Businesses 
and individuals cannot w ait un til the  F D A  discovers violative condi
tions before m aking correction. W e are all aw are th a t  som e businesses 
and individuals seek to  w alk a fine line betw een com pliance w ith  the 
law  and violative conduct and, thereby, to  achieve a savings of m oney 
and effort th a t m ore publicly responsible individuals and businesses 
deliberately invest to assure compliance. Such conduct is unacceptable, for
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th e  sim ple reason th a t m arg inal efforts usually  resu lt in in te rm itten t 
violative conduct. W e  consider m arg inal effort to  be clearly  irrespon
sible and  will consider p rosecu tion  in all instances.

Quality Control System
T he six th  factor is in m any respects th e  m ost im portan t. W e will 

consider for p rosecu tion  any  violation w hich resu lts  from  any  act of 
com m ission or om ission and  w hich could have been prevented , de
tected  or corrected, for we believe it is the  du ty  of all regu la ted  firms 
and  individuals to  take affirm ative system atized action to  assure com 
pliance w ith  the  law. T he  adoption of an adequate qu ality  control 
system , rig id ly  enforced and sufficiently funded, will p reven t viola
tions which otherwise would be difficult to detect. T he absence of such 
a system  will w eigh heavily w hen prosecu tion  is considered.

Seventh, any  violation w hich m ay have resu lted  in significant 
economic dam age to  th e  segm ent of the public affected will be con
sidered for prosecution. The F D A  is not concerned only w ith  p ro 
tection  of public health . I t  has an equal obligation to  p ro tec t the  
public from  econom ic violations of law. V iolations w hich resu lt either 
in significant m on etary  dam age to a re latively  sm all portion  of th e  
public o r in re la tively  sm all dam age to  a large segm ent of the public 
cause significant m onetary  dam age to  th e  public in the aggregate  
and are considered as serious in fractions of the  law.

E ig h th  is the  crite ria  we use to determine which individuals to 
prosecute. I say “w hich individuals” because it is the policy of the  
F D A  to include individuals in alm ost all prosecutions. C orporations 
do no t com m it v iolations alone. T hey  are artificial entities designed, 
operated  and m ain tained by  real people who. for profit, have taken  on 
the  responsib ility  of p rov id ing  food, m edical devices and pharm aceu
tical p roducts for over tw o hundred m illion people.

P rosecu tion  of a business w ith ou t including an individual or in 
dividuals w ould rare ly  serve to  im part the  de te rren t effect th a t  a case 
should have upon th e  persons involved and those sim ilarly  situated . 
P rosecu tion  of a business en tity  can resu lt only in m onetary  fines, 
which m ay be absorbed as the  cost of doing business. To be effective, 
prosecu tion  should include those individuals responsible for th e  con
duct of th e ir  businesses and w ith  th e  pow er to  correct violations. 
T hus, any  ind iv idual w ho knew  or should have know n of th e  circum 
stances, conditions or actions su rro un d in g  a violation, and w ho oc
cupied a position w ith th e  pow er a n d /o r  au th o rity  to  p reven t, de tec t
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or correct the violation, whether directly or indirectly, may be included 
in  a crim inal prosecution.

Responsibility
C om m issioner Schm idt, a t the  n ineteen th  annual conference of 

th e  Food  and D ru g  L aw  Institute, quoted with approval the rem arks 
of A dm iral R ickover on responsibility . Since I am  unaw are  of any 
b e tte r  explanation  of ou r approach to  prosecution of individuals, I 
w ill le t the Adm iral’s words speak for us. H e said :
“ R e sp o n s ib ili ty  is  a  u n iq u e  c o n c e p t;  it  can  o n ly  re s id e  a n d  in h e re  in  a  s in g le  
in d iv id u a l. Y o u  m a y  s h a re  i t  w ith  o th e rs , b u t  y o u r  p o rt io n  is  n o t dim inished. 
Y o u  m a y  d e le g a te  it, b u t  it is s till w ith  y ou . Y o u  m a y  d isc la im  it  b u t  y o u  c a n 
n o t  d iv e s t y o u rs e lf  o f it. E v e n  if y o u  do  n o t  re c o g n iz e  i t  o r  a d m it i t s  p re se n c e , 
y o u  c a n n o t e sc ap e  it. I f  re sp o n s ib ili ty  is  r ig h tfu lly  y o u rs , n o  ev a s io n , o r  ig n o r 
ance, o r  p a s s in g  th e  b lam e  can  s h if t  ¡the b u rd e n  to  so m eo n e  e lse .”

W e are aw are th a t m any in the regu la ted  industries do no t agree 
w ith our approach to individual responsibility . T h a t is, how ever, the  
fair reading of th e  s ta tu te  and the  position to  which we stron g ly  
adhere. A nd th is is w hy I said our six th  criterion is so im portan t. 
T he public is best p ro tected  against violative articles and responsible 
officials are best p rotected  against a possible prosecution w hen a well- 
designed and  com prehensive quality  control system  is m aintained. I t  
costs money—lots of m oney, as you know —b u t it m ust be regarded 
as crucial.

F inally , a few w ords about the Section 305 hearing. Prospective 
defendants o rd inarily  will receive notice prov id ing them  w ith an op
p o rtu n ity  to  appear before a hearing  officer and to p resen t th e ir  views 
regard in g  the contem plated prosecution. W hile  Section 305 of the  A ct 
provides for such a p resen ta tion  of views, th e  notice and hearing  are 
no t a p rerequisite  to th e  in stitu tio n  of proceedings.

R esponse is vo lu n ta ry  and m ay be m ade in w riting , in person o r 
through a representative. A Miranda-type warning concerning the right 
to rem ain silent and th e  use of incrim inating  sta tem en ts  is no t re
quired in ou r view and  will no t be given. B ecause the hearings are 
inform al, form al rules of evidence do no t apply. O rdinarily , th e  hear
ing  will no t be transcribed  bu t, ra ther, sum m arized in w ritin g  by  the 
official conducting  the  hearing.

T he only advice I can provide w ith  respect to th e  hearing  con
sists of one “do” and several “don’t ’s.” T here is a na tu ra l inclination 
in th e  past of som eone appearing  a t a Section 305 hearin g  to  present 
facts selectively, choosing on ly  th o se  w hich are excu lpatory  and fail
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ing  to  deal fo rth rig h tly  w ith  the facts which led to th e  violation and 
precip ita ted  the  Section 305 hearing. If  a person chooses to  respond to 
a hearing notice, he does so openly, candidly and fully. H e cannot hurt him 
self, for the Agency already has enough information to justify prosecution.

Now the “don’t.” While the Agency takes all factors in to account, 
there  are several approaches w hich, th ou gh  frequently  preferred  as 
reasons to  forgo prosecu tion, carry  little , if any, w eight. A case will 
not be deterred  by  these  argum en ts :

(1) th e  persons involved a lready have suffered loss of m oney 
and  repu ta tio n  as a resu lt of publicity  and o ther enforcem ent ac
tiv ities p receding th e  in stitu tio n  of crim inal prosecu tion  and th a t 
p rosecu tion  is no t needed ;

(2) correction has been accom plished now  th a t  violative con
ditions have been d iscov ered ;

(3) th a t  resources did no t perm it a b e tte r  effort to  correct 
or to  p reven t the  violation, o r th a t age, illness or infirm ity of an 
individual defendant m ilita tes against prosecution.
W e do no t view  these  argum en ts as persuasive. If seizures or re

calls necessary  for the  alleviation of th e  violation cause m onetary  loss 
o r  adverse publicity , w e view  these  only as the  natu ral independent 
consequences of violative conduct, no t as a su b stitu te  for prosecution. 
N or is voluntary correction of a violation, once discovered, a meritorious 
argum ent. The corrections would not be necessary if the business or 
individual had been observ ing  th e  law  in th e  first instance and, in any 
event, correction w ould be required  by judicial decree in the  absence 
of vo lu n tary  action. As for those who claim  a lack of adequate re
sources, our view is th a t th e  ven tu re  should no t have been undertaken 
in the first instance. W e believe, finally, an individual not too aged, 
ill or infirm  to  occupy a position of responsib ility  affecting the  public 
health is not too aged, ill or infirm to make a public accounting. An in
dividual too aged, too ill, too infirm , too lacking in tra in ing , experience 
and resources to  com ply w ith the  law  m enaces the  public and has no 
place in the industries regula ted  by  th e  FD A . [The End]

All Factors
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Product Recall
By ROBERT W . HARKINS, Ph.D.

Dr. Harkins Is Vice-President of Scientific Affairs of the Grocery 
Manufacturers of America, Inc.

IT  M A Y B E  H E L P F U L  to  th is  audience to  take a few m inutes to  
review  the  Food and D ru g  A d m in istra tio n ’s (F D A ’s) recen t re

publication of its Recall P rocedures in the R egu la to ry  P rocedures 
M anual. T his publication is an in ternal docum ent w hich spells ou t 
how A gency personnel shall conduct them selves. I t  is a w orthw hile  
docum ent to review  if you have recall responsibilities for your 
corporation.

W hile the  F D A  has no s ta tu to ry  au th o rity  to require a recall 
of a violative product, clearly such au th o rity  is exerted by the  
A gency. T he F D A  recognizes th a t recalls are the m ost effective 
m ethod of rem oving violative products from  the m arketplace. T he 
F D A  believes an A gency-in itiated  recall is th e  action of choice w here 
th ere  is a definitive th re a t or po ten tia l th rea t to  life, or w here a 
significant num ber of in ju ries are know n, or w here gross consum er 
fraud requires extensive rem oval of a fau lty  product from  the  m arket.

R ecognizing th e  pow er of the  recall, the F D A  has balanced th is  
au th o rity  w ith a  ra th e r com plex set of in ternal procedures to ensure 
full partic ipation  of a num ber of individuals before a recall w ould be 
in itia ted  by the A gency. R equests for F D A -in itia ted  recalls m ust 
be approved by, or m ade w ith , th e  know ledge of the  A ssociate Com 
m issioner for Com pliance. “As a m a tte r  of general policy . . . F D A  
will have evidence capable of sup po rting  a legal action, if necessary, 
p rio r to  requesting  F D A -in itia ted  recalls. I t  is recognized th a t th ere  
m ay be exceptions w hen a serious danger to  life is involved, or 
o th e r em ergency circum stances ex ist.” W hile  there  m ay be specific 
and heated  d ispu tes on the  facts in a specific case, the  A gency has 
set for itself in te rn a l guidelines w hich, in th e  abstrac t, are non- 
controversial.

T ouch ing  on several sections w hich are of particu la r in terest, 
the A gency has divided recalls into th ree  p a r ts : (1) Class I, w here 
there  are p roducts w hich cause serious, adverse health  consequences
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or d ea th ; (2) Class II , w here th ere  are tem p orary  or m edically 
reversible adverse health  consequences; and  (3) Class I I I , w here 
use of a v io lative product is no t likely to  cause adverse health  con
sequences. In  co n tras t w ith  th e  earlier versions of th e  R eg u la to ry  
P rocedures M anual, a Class I o r Class I I  recall no longer invokes 
an au tom atic  response from  the A gency. T he A gency will con tinue 
to  conduct effectiveness checks, bu t th e  degree of the  effectiveness 
checks w ill be ta ilo red  to  th e  facts of a specific recall. T he A gency 
has m atu red  and recognizes th a t  “each circum stance w hich neces
sita tes a recall is unique and requires its ow n recall s tra teg y .”

A Reputation to Protect
W hen a corporation  is p resen ted  w ith circum stances w hich ap

pear to  ju s tify  a recall, th e  agony of th e  decision centers as m uch on 
th e  adverse public ity  w hich accrues to  the  corporation  as on financial 
circum stances. Each corporation  selling brand  nam e goods has a 
repu ta tio n  to  protect. P ro tec tion  of your b rand nam e is not the busi
ness of the  FD A . Y ou should be aw are th a t no t every recall neces
sarily  will be accom panied by th e  sound of trum pets  and th e  roll of 
drum s from  th e  P ark law n castle. T he P rocedures M anual spells out 
th ree  op tions on pub lic ity :

(1) p ress release (nationw ide or affected areas only) ;
(2) com m unication w ith  specific segm ents of the popu la

tion  (physicians, veterinarians, hospitals, etc.) ; or
(3) none.

T here is, how ever, a “hooker” in th is  situation . W h eth er or no t 
th e re  is pub lic ity  generated  by the  A gency th rough  its active ef
forts, all recalls nevertheless will appear on the w eekly recall list. 
L et me t r y  to  d istingu ish  betw een these A gency actions. By publicity, 
it is m eant th a t  th e  trum pets  will be sounded to  announce the  viola
tion. W hile  you m ay be able to  avoid the trum pets  in a p articu lar 
circum stance, yo u r com pany nam e will still appear on th e  castle 
door a long  w ith  th e  nam es of o ther sinners w ho have fallen from  
grace. H ence, there  m ay still be press inquiries and search ing  ques
tions a rising  from  th e  w eekly recall list, a lthough  the  A gency will 
no t go ou t of its  w ay to  s tim u la te  press inquiries.

T he  F D A  can also be expected to  conduct an in -depth inspec
tion  of th e  firm to  determ ine the  basic cause for each Class I and 
Class I I  recall. You need to  be prepared. T he P rocedures M anual 
s ta tes t h a t : -
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“ I f  t h e  D i s t r i c t  O f f ic e  e n c o u n t e r s  d e la y s  b y  t h e  r e c a l l i n g  f i r m  ( s u c h  a s  d iv e r t in g  
t h e  i n s p e c to r  t h r o u g h  th e  h i e r a r c h y  o f  f i rm  a t t o r n e y s ,  m a n a g e r s ,  v ic e  p r e s i 
d e n t s ,  e tc . ,  o r  r e q u i r i n g  c l e a r a n c e s  f r o m  th e  f i r m ’s le g a l  s ta f f ,  e t c . )  t h i s  in f o r 
m a t io n ,  w i th  t h e  D i s t r i c t  r e c o m m e n d a t i o n s  f o r  c o r r e c t i o n ,  s h o u ld  b e  r e f e r r e d  
to  E D R O / F i e l d  C o m p l i a n c e  B r a n c h ,  w i th  a  c o p y  t o  t h e  a p p r o p r i a t e  B u r e a u  
R e c a l l  U n i t . ”

Rigorous Standard of Cooperation
Q uite  obviously, the  A gency will im pose a m ore rigorous s tan dard  
of cooperation d u ring  the  tim e of a recall th an  on o ther, happier 
occasions. Since th e re  is th e  possib ility  of legal action against the  
corporation , you and your colleagues will be sub jected  to  an in tense 
period of high em otion. W hile  you are tossed and tu rned , and 
expected to  do the im possible, keep yo u r eye on the  consum er as 
your first p rio rity . W hile  we are no t sug gesting  th a t you abnegate 
your legal responsibilities, certa in ly  not a t a m eeting  of the Food and 
D rug  L aw  In stitu te , keep your eye on the  consum er and undertake 
those efforts, individually  or w ith  th e  FD A , which will relieve the 
problem  as quickly as possible. As for your legal protection , depend 
upon the  estab lishm ent of a clear log of activities undertaken  by 
the corporation . A good-faith effort on your part is w hat is expected 
by  the  courts, and estab lish ing  a record of those efforts is clearly 
your responsibility.

P R O D U C T  R EC A LL R E F E R E N C E S
(1) Guidelines for Product Recall. A  120-page m anual prepared by 

th e  G rocery M anufactu rers of A m erica, Inc., as a practical aid to 
help perfect corporate recall m echanism s to ensure consum er p ro 
tection.

(2) “Recall P rocedures,” C hapter 5-00, of th e  R egu la to ry  P ro 
cedures M anual of the Food and D ru g  A dm inistra tion , F eb ru ary  18,
1976. T he  chap ter defines recalls and recall policy and specifies the 
duties and responsibilities of the  FD A  and the procedures to  be 
followed relative to  recalls. A vailable under the  Freedom  of In fo r
m ation A ct from  th e  Supervisor, P ublic  R ecords and D ocum ents 
Center, F D A , Rockville, M aryland 20852. Also reprin ted  in the  
M arch 1976 issue of “T he Gold S heet.”

(3) Khan, Paul and Healton, Donald C., “Recall of Food P ro du cts: 
E m ergency  S tan dby  P rocedures at the  H om e Office,” 27 F ood D rug 
Cosm etic  L aw  J ournal  709 (Nov. 1972).

(4) Fisk, G eorge and C handran, R ajan, “H ow  to T race and R e
call P ro du c ts ,” Harvard Business Review  90 (N ov.-D ec. 1975).

[The End] *
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Section 305 Hearings— 
Defense Considerations

By RAYMOND D. McMURRAY

M r . M c M u r r a y  Is a  P a rtn e r in th e  L a w  Firm o f  M c M u r r a y  a n d  P e n - 
d e rg a s f.

Introduction

ON E  N E V E R  K N O W S  w h at will appear in th e  m orn ing’s mail, 
and if you are a m anufactu rer of foods, drugs, cosm etics, de
vices or diagnostic products, your m orn ing  m ail can be excitin g  in

deed if it contains Form  FD -466 w ith its accom panying m aterials.
Form  FD-466 bears in its upper righ t hand corner in a black 

box the phrase “N O T IC E  O F  H E A R IN G .” T h is is the  official be
g inn ing  of a procedure “m andated” by Section 305 of the  F ederal 
Food, D ru g  and Cosm etic Act. I will explain la te r  w hy there  are 
quotes around the  w ord “m andated .” Section 305 reads as fo llo w s:

“B e f o r e  a n y  v io la t io n  o f  t h i s  A c t  is  r e p o r t e d  b y  t h e  S e c r e t a r y  to  a n y  
U n i t e d  ¡S ta te s  a t t o r n e y  f o r  i n s t i t u t i o n  o f  a  c r im in a l  p r o c e e d in g ,  t h e  p e r s o n  
a g a i n s t  w h o m  s u c h  p r o c e e d in g  is  c o n t e m p la t e d  s h a l l  b e  g iv e n  a p p r o p r i a t e  
n o t i c e  a n d  a n  o p p o r t u n i t y  t o  p r e s e n t  h is  v ie w s , e i th e r  o r a l ly  o r  in  w r i t i n g ,  
w i th  r e g a r d  t o  s u c h  c o n te m p la te d  p r o c e e d in g .”

The Notice of Hearing
As a general rule, a N otice of H earin g  will arrive by  certified 

mail, re tu rn  receip t requested. I t  is sent from  the  d istric t office of 
the Food and D ru g  A dm inistra tion  (F D A ) hav ing  ju risd ic tion  over 
the  facility in w hich violations are alleged to have occurred. I t  is d i
rected to  the  com pany and (uniform ly, these days) to one or m ore 
individuals. I t invites those addressed to an inform al hearing  to  be 
held at the d is tric t office before a com pliance officer (usually  the  of
ficial who has signed the  N otice) at a specific date and tim e. A t
tached to  th e  Notice of H earin g  is a C harge Sheet which details
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the  alleg-ed v io lations of the F ederal Food, D ru g  and Cosm etic Act 
and re lates these  alleged violations to  particu lar sam ple num bers 
which have been assigned by the  FD A .

C harges are generally  e ither m isbrand ing  or adu lteration . T he 
sam ples have traveled  in in te rs ta te  com m erce and, for the  m ost 
part, th ere  is very little  question  of ju risd ic tion . A t th is  point, you 
will p robably  rem em ber th e  request of an F D A  inspector th a t the 
com pany give him  records concerning th e  shipm ent of p articu lar 
p roducts to  consignees in sta tes  o ther th an  the  s ta te  in which the 
facility  is located. As a m atte r of fact, such requests can act as an 
early  w arn ing  device signaling  th a t  a t least the inspector considers 
th e  violation serious enough to  begin to  lay the  ju risd ic tional g round
w ork in case court action is necessary. I t  is tru e  th a t these requests 
concern ing shipm ents are m ade ra th e r rou tine ly  and, for the  m ost 
pa rt, e ither no th ing  comes from  them  or there  is a seizure ra th e r than  
crim inal action. N evertheless, w hen in te rs ta te  sh ipm ent inform ation 
is sough t and received, an im portan t step  has been taken by the  FDA.

T he N otice of F fearing tracks th e  language of the  s ta tu te  in 
th a t it says th a t the inform al hearing  is to give the  responden t an 
o p p o rtu n ity  to  give his view s in the m atter. To explain the  na tu re  
of th e  hearing, th ere  is an Info rm ation  Sheet Form  FD-466a also a t
tached. F inally , the  recipient is w arned th a t if no response is received 
on or before th e  date set for the  inform al hearing, th e  decision of 
th e  F D A  on w h eth er to refer th e  m a tte r  to  the  D epartm ent of Justice  
for prosecu tion  will be based on the evidence a t hand.

I t  has alw ays been a curiosity  to  me th a t, a lthough th e  N otice 
of H earin g  and its  a tten d an t docum ents are clearly based on Section 
305 of the  A ct, now here in them  is the  respondent referred  to  the  
s ta tu te . Is th is  m erely oversigh t?

Preparation for Hearing
M ake no m istake about it, a  Section 305 hearin g  is a m ost im 

p o rtan t con tact w ith  th e  FD A . T he  A gency uses it to  screen fla
g ran t violations from  o thers which, a lthough prohib ited  by  the A ct, 
appear not to  require severe punishm ent. H ow ever, p rio r to  the  is
suance of a N otice of H earing , a case already  will have been m ade 
w ith in  the  A gency for prosecu tion  and th e  m atte r will have been 
considered im p ortan t enough to have been discussed w ith com pliance 
officers in Rockville.
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I t  is im p ortan t th a t the com pany and th e  individuals p u t to 
g e th er a response which is well th ou gh t out, carefully  prepared  and 
docum ented w herever possible. T he tim e set for the hearing  in the  
N otice is generally  no t less th an  tw o nor m ore th an  th ree  w eeks 
from  the  date thereof. H ow ever, it u sually  is possible to  secure a 
reasonable ex tension of tim e for the hearing, especially if a good 
deal of investigation  and m arshalling  of facts and exhibits is neces
sary. As in any proceeding, adversary  or otherw ise, one should never 
seek delay for its ow n sake b u t should seek it in o rder to  be as well 
prepared  as possible. D epending upon the violation alleged, the tim e 
necessary to p repare  can vary  widely.

I t  is no t a good idea to hold back any in form ation on th e  con
sideration  th a t, if the m a tte r  does proceed to  tria l, you will n o t have 
opened your w hole hand to the  regu la to ry  agency. T h is a ttitu d e  is 
short-sighted . A lthough  it is true  th a t you are exposing your de
fenses to  th e  A gency, you are also g iv ing it an oppo rtun ity  to  judge 
the  na tu re  of th e  violation. I will have m ore to say about th is  later.

T he inform al n a tu re  of th e  hearing  also allow s you to p u t in 
background in form ation by w ay of m itigation  and m ake certain  as
sertions which m ight not be adm issible in a trial. T here is only one 
tactic  in p reparin g  for a Section 305 hearing  and th a t is to  p u t to 
ge ther sufficient in form ation to convince the D istric t D irector e ither 
th a t a violation did not occur or th a t, if it did, the circum stances are 
such th a t prosecu tion  w ould accom plish no real purpose. H opefully, 
w hatever violation is alleged can be s ta ted  to have been corrected 
and th a t fu tu re  operation of the facility  will continue to  adhere s tr ic t
ly to  th e  requirem ents of the law  and pertin en t regulations. I t  is in 
o rder to have visual aids, including photographs w here appropriate , 
charts, g raphs and th e  like. By indicating, by  a thorough  response, 
th a t you have given the m a tte r  your best effort, you go a long w ay 
tow ard  convincing the  F D A  th a t you are sincere in w hatever your 
response contains.

The Hearing
O ne of the  decisions which m u st be m ade is w hether or no t to 

appear in person or be represen ted  by an a ttorney . T he corporation 
can appear by one of its officers, and individuals m ay appear pro se. 
I t  is considered, how ever, th a t appearance by  an a tto rn ey  who has 
been in strum enta l in p reparin g  the  response is preferred.

A very  real consideration w here th e  corporation  and several of 
its em ployees are nam ed is w h eth er o r no t the  em ployees should be
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represen ted  by counsel o ther than  counsel rep resen ting  the corpora
tion. I t  is no t inconceivable th a t  individuals could have defenses un 
available to  th e  corporation . By the  sam e token, certain  individuals 
could have defenses unavailable to the o ther individuals. An exam ple 
of such a situa tion  is an em ployee nam ed in the  N otice who notified 
his superv isor—also  nam ed in the  N otice—of the  existence of the vio
lation  b u t no steps w ere taken to  correct it. T h is again raises the 
possib ility  of m ultip le groups of law yers appearing  in an early  stage 
of action w hich is no t an appetiz ing  th o u g h t in term s of tim e ex
pended and  cost. Some responden ts prefer to aw ait th e  outcom e of 
the hearin g  before engaging  counsel for those individuals listed in 
the  N otice, should the  m atte r proceed to trial. O thers consider it 
useful to  have a t least one o ther counsel help ing in th e  p reparation  
of the  response, w hose job it is to p ro tec t as m uch as possible the 
in terests  of the individuals. T his is to ta lly  a judgm en tal m atte r but, 
in general, the  m ore severe the  alleged violation and its sanction, the 
m ore w eigh t m ust be given to the  possibility  of an early  role for 
counsel for the individuals.

I t is e lem entary  th a t no adm issions of gu ilt should be m ade and 
that, consisten t w ith  full cooperation w ith  the  Agency, events should 
never be characterized  by the  respondents as violations. T here  is 
no th ing  to  p reven t the  reference a t tria l to  adm issions against in te r
est m ade by or on behalf of responden ts a t a Section 305 hearing. 
So-called violations are alw ays “alleged” and references are alw ays 
to  “even ts” o r “situa tion s,” the  circum stances su rround ing  which 
did not resu lt in a violation described in the C harge Sheet.

P erhaps the seed of g rea te s t m isun derstan d in g  of the  law yer’s 
role in a Section 305 hearing  arises under these circum stances. T here  
are those w ho consider th e  refusal to adm it a violation as evincing 
an a ttitu d e  of lack of cooperation. One m ight even have som e anxious 
m om ents w ith clients in th is regard. H ow ever, since the  proceeding 
is clearly a p recursor to  crim inal action and since th ere  is no g u aran 
tee  of im m unity , counsel is w ell-advised to  be aw are of the pitfalls 
bo th  of adm itting  liability  on the  one hand and in ho ld ing  back re le
van t in form ation on the  other. F o rtu n a te ly  m ost com pliance officers 
are aw are of th e  delicate n a tu re  of advocacy in th is situation  and 
are to le ran t of the  necessary disclaim ers and som etim es cum bersom e 
sentence structure .

T he hearing  generally  is held som ew here in th e  d is tric t office 
in a room  suitable to  the  accom m odation of those present. I t  can
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be anyw here from  th e  Com pliance Officer’s ow n office to a large 
conference room. T he  Com pliance Officer m ay o r m ay no t be ac
com panied by ano ther F D A  em ployee. If he is, i t  is usually  because 
the o ther em ployee is tra in in g  for fu tu re  du ty  as a Com pliance O f
ficer. If a violation is considered to  be extrem e, the  F D A  m igh t in
sist upon the appearance of a particu lar individual respondent. If 
th is is the case, th e  Com pliance Officer reads a Miranda-type warning 
to  the individual. Since th is p rim arily  involves a notice th a t the  
responden t has a r ig h t to counsel and since counsel is present, the 
w arn ing  serves only to  m eet a requirem ent th a t it be given, w hile 
a t the sam e tim e ind icating  the seriousness w ith  which the  F D A  
regards the alleged violation. I t  also indicates th a t th e  A gency has 
already “zeroed in ” on the individual as the responsible crim inal 
actor. T hus, as a general rule, individuals should appear th ro ug h  an 
a tto rney  unless there  is som eth ing  really  valuable to be gained by 
th e ir  appearance.

T he Com pliance Officer opens the h earin g  by  read in g  th e  charges 
on the C harge Sheet and asks if these are generally  understood. A f
te r  th a t he tu rn s  the  m eeting  over to the responden ts and hears oral 
argum ents, sees exhibits and receives w ritten  docum ents th a t are 
profferred by them . T here  are no rules of evidence and, therefore, 
all th ings are received w hether s ta ted  orally  or p resented  in w riting  
and m ade a p a rt of the record. R espondents and th e  F D A  are at 
liberty  to ask w hatever questions occur. I t  generally  is helpful to 
m ake certain  th a t the  Compliance Officer understan ds and has a good 
grasp  of the m atte rs  presented. A t th e  conclusion of th e  hearing, 
which can take from  a few m inutes to several hours depending upon 
the sub ject m atte r and th e  type of p resen ta tion  m ade, the Com pliance 
Officer requests a s tenographer to  come in to th e  room  and, in the 
presence of the respondents, dictates his un derstan d in g  of the views 
presented. A t the  conclusion of th is  report, th e  respondents are given 
an opportun ity  to  s ta te  th e ir  view s and e ither disagree w ith  som e 
of the  conclusions of the  Compliance Officer or offer fu rth e r inform a
tion bearing  on those views. H ere  again, no sta tem en t is refused and, 
depending upon w hether o r no t it is perceived th a t the  Com pliance 
Officer understands th e  response, any sta tem en t by a responden t may 
or need not be made.

Post-Section 305 Hearing
A fter the  Section 305 hearing, the  Com pliance Officer m akes his 

report and recom m endation for prosecution or no prosecution. T he
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recom m endation is forw arded th rough  channels to  the  appropriate  
Com pliance Office branch  a t F D A  headquarters w here it is review ed 
and  ano ther p rosecu te or no prosecu te decision is made. T he  unfor
tu n a te  th in g  about the post-Section 305 hearing  situation , which I 
hope could be corrected w hen the F D A  issues its prom ised regu la
tions dealing w ith  these  hearings, is th a t one never hears w hat th e  
resu lt is. O ne m ore or less w aits  for the A gency to drop the  o ther 
shoe and, the  longer the w ait, generally  the b e tte r th e  news. T here 
is a provision in the  reg u la tio n s1 prov id ing  a system  under certain  
safeguards w hereby a Freedom  of Info rm ation  request m ay be made. 
If  the consideration of crim inal prosecu tion  based upon a Section 
305 hearing  has been closed w ith  a recom m endation no t to  prosecute, 
such in form ation m ay be m ade available. T his is one w ay of g e ttin g  
to know  the resu lt b u t th e  F D A  m ust recognize the understandable  
reluctance of a respondent to m ake such a  request. I t  seem s to me 
th a t it w ould no t be ask ing  too m uch to have the responden ts no ti
fied of the decision. I have been to ld by F D A  com pliance officers 
th a t such a decision m ight rem ove certain  op tions from  the A gency 
in case of fu rth er violations e ither of the sam e natu re  or of a different 
n a tu re  (p resum ably  w ith in th e  tim e of the  s ta tu te  of lim ita tions). I 
believe th a t sufficient caveats can be b u ilt into a notification arran g e
m ent w hereby respondents m ay be told th a t, a t least for th e  present, 
there  will be no prosecution and th a t the  Section 305 hearin g  is 
closed, th us ending the agonizing suspense otherw ise bu ilt in to  a 
system  calcu lated—by the  F D A ’s characterization—to help th e  re
spondent.

The Requirement for a Hearing
You will recall th a t the  clear language of Section 305 seem s to 

m andate  an inform al hearing  before any  recom m endation is m ade 
to the  D ep artm en t of Ju stice  for prosecution. T his is so. B u t the  
im plication th a t a crim inal prosecu tion  cannot be com m enced w ith 
ou t it is invalid.

I t  has been held th a t N otice under Section 305 is adm inistra tive  
and the  lack of it does no t deprive a court of ju risd ic tion .2 T his 
principle, w hich was re ite ra ted  in the now  fam ous Dotterweich case,3 
is overshadow ed by  the  fact th a t the  Park case4 relied on o th e r p rin 
ciples expounded in Dotterweich, relating to the criminal responsibility of

1 21 C F R  1 .6 ( c ) .  3 U. S. v. Dotterweich, 320  U . S . 277
2 U. S . v. Commercial Creamery Com- ( 1 9 4 3 ) .

pony. 43 F . S u p p . 714 ( D C  W a s h . 1 9 4 2 ). 4 U. S. v. Park, 421 U .  S . 658 (1 9 7 5 ) .
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corporate executives. D efendant D otterw eich was not afforded a Sec
tion  305 hearing  and m oved th a t the charges against him  be dism issed 
because of this. T he C ourt held th a t th e  op po rtun ity  for a Section 
305 hearing  is  no t a p rerequisite  to prosecution, re ly ing  on U. S. v. 
Morgan,5 6 w hich had so held under a sim ilar 1906 A ct provision, and 
the  legislative h is to ry  of Section 305, ind icating  th a t C ongress did 
no t in tend to  o v ertu rn  th is  proposition  because of a  change in 
phraseo logy from  the  1906 to  the 1936 Act.

T he  rationale  is th a t the clear m andate to all U n ited  S ta tes a t 
to rneys to  prosecu te  based on crim inal acts of w hich th ey  have 
know ledge cannot be fru s tra ted  by an adm in istra tive  requirem ent 
w ith in  a particu la r agency. T he law in th is  regard  is settled.

Conclusion
A Section 305 hearing  is im p ortan t and should be given the 

m ost in tense consideration  by those charged w ith responding. I t is 
an oppo rtun ity  to  m ake a full disclosure w ith  the  benefits and d raw 
backs a tten d an t thereto. C onsistent w ith  the pro tection  of the  client 
as far as adm issions against in terest are concerned, every effort 
should be m ade to cooperate fully and to show  the  good faith and 
con tinu ing  com pliance efforts of the  respondent. F o r its pa rt, I urge 
the F D A  to hasten  the  day w hen m ore adequate guidelines are w rit
ten® govern ing  the  procedure w ith  an especial consideration given 
to  no tify ing  the  responden ts th a t the case has been closed adm inis
tra tiv e ly  so th a t all involved m igh t get back to  th e  business of p ro
ducing foods, drugs, cosm etics, devices and th e  like w ith ou t th e  un 
com fortable spectre of the  possib ility  of crim inal prosecution looking 
indefinitely over the shoulder. [T he E nd]

5 U. S. v. M organ, 2 22  U . S . 274  
(1 9 1 1 ) .

6 S u b s e q u e n t  to  th e  p r e s e n t a t i o n  o f  
t h i s  p a p e r  t h e  F D A  p u b l i s h e d ,  in  th e  
Federal Register  o f  A p r i l  7, 1976, p r o 

p o s e d  r u l e s  fo r  i t s  in t e r n a l  p r a c t i c e s  
a n d  p r o c e d u r e s  g o v e r n i n g  I n f o r m a l  
H e a r i n g  B e f o r e  R e p o r t  o n  C r im in a l  
V io la t io n  u n d e r  S e c t io n  305 o f  t h e  
A c t .  S e e  41 F. R. 14769  ( A p r .  7, 1 9 7 6 ) .
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The New Age 
of FDA Rule-Making

By STEPHEN HULL McNAMARA

Mr. McNamara Is Associate Chief Counsel for Food in the 
Food and Drug Administration.

IT  IS A  P L E A S U R E  to have th is  opportun ity  to be w ith  you and 
to participate in this symposium on food regulation  held in honor 
of P ro fessor K enneth  G. W eckel.

As an a tto rn ey  for the Food and D ru g  A dm inistra tion  (F D A ), 
I have been asked to offer som e personal views on th e  sub ject of 
current trends in FD A  regulation making, or “rule-making” as lawyers 
w ould p u t it. In  recen t years th e  s ta te  of the law  concerning the 
legal status and permissible scope of FD A  ru le-m aking has changed 
dram atically . I am pleased to have th is  op po rtun ity  to  share w ith 
you som e FD A  perspectives about “w h at it all m eans” and “w here 
we are go ing.”
I. The Rule-Making Authority in the Federal Food, Drug and Cos

metic Act
(1) Sections 701(e) and 409.— T he F ederal Food, D ru g  and Cos

m etic A c t1 provides th a t five types of food regulations are to  be 
p rom ulgated  by the F D A  p u rsu an t to form al ru le-m aking procedures 
incorporated  in Section 701(e).2 3 T hese  a re :

(1) regulations establishing a definition and standard of identity 
for a food;a

(2) regula tions estab lish ing  labeling requirements for a special 
dietary food;*

(3) regu la tions estab lish ing  emergency permit controls for a 
class of food ;5

1 21 U . S . C . 301 etseq . 4 21 U . S . C . 3 4 3 ( j ) .
3 21 U . S . C . 3 7 1 ( e ) .  5 21 U . S . C . 3 4 4 ( a ) .
3 31 U . S . C . 341.
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(4) regulations establishing tolerances for poisonous or deleter
ious substances in food ;8 and

(5) regu la tions listing  a color additive for use in food.7
In  addition , the  A ct provides th a t food additive regulations are to 

be p rom ulgated  by  th e  F D A  pu rsu an t to form al ru le-m aking proce
dures incorporated  in Section 409.® The ru le-m aking procedures of 
Sections 701(e) and 409 include an opportun ity  for an adversely 
affected person to  request a form al adm in istra tive  hearing  before an 
A dm inistra tive  L aw  Ju d g e .9 T he A ct provides th a t anyone who will 
be adversely  affected by  th e  final regu la tions m ay file a petition  for 
review  in a U n ited  S ta tes C ourt of A ppeals.10 T hese regulations have 
long been recognized as having the force and effect of law, and they 
are no t sub ject to  collateral a ttack  on th e ir m erits w hen the  F D A  
seeks to  enforce them  in cou rt.11

(2) Section 701(a) Regulations.— In addition to th e  specific rule- 
m aking provisions m entioned in Subsection (1) above, Section 701(a) 
of the  A c t12 p ro v id es : “T he au th o rity  to  prom ulgate  regulations for 
the efficient enforcem ent of th is  A ct. except as o therw ise provided in 
th is  section, is hereby vested in the  Secretary  [F D A ].” T he A ct does 
no t specify th e  procedures th a t the FD A  m ust follow in prom ulgating  
Section 701(a) regu la tions and it m akes no provision for judicial re
view of such regulations. I t  is th is  general, open-ended au th o rity  “to  
p rom ulgate  regu la tions for the efficient enforcem ent of th is A ct,” long 
neg lected by the FD A , w hich is the  source of the recen t developm ents 
in F D A  rule-m aking th a t are the  sub ject of th is  paper.

II. The “Historical View” of the Status of Section 701(a) Regulations
F o r th ir ty  years a fte r passage of the F ederal Food, D ru g  and 

Cosm etic A ct in 1938, it w as accepted am ong m any food and drug
9 21 U . S . C . 346.
7 21 U . S . C. 376.
“ 21 U .'S . C . 348. T h e  A c t  a lso  p r o 

v ides th a t  a  re g u la tio n  e s ta b lish in g  a  
pestic id e  re s id u e  to le ra n c e  fo r  a  food 
sh a ll be p ro m u lg a te d  p u rsu a n t to  fo rm a l 
ru le -m a k in g  p ro ced u re s . S u ch  re g u la 
t io n s  a r e  p r o m u lg a te d  b y  th e  E n v i r o n 
m e n ta l P ro te c tio n  A gen cy . 21 U . S. C. 
346a.

6 21 U . S. C. 371 Ce) ( 2 ) ,  3 4 8 ( f ) ( 1 ) .
10 21 U . S. C. 3 7 1 ( f ) ( 1 ) ,  3 4 8 (g )  ( 1 ) .
11 United States v. Bodine Produce

Company, 206 F . S upp . 201 (D C  A riz .
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1962) ; United States v. 20 Cases . . . 
“Buitoni 20% Protein S p a g h e t t i 130 F . 
Supp . 715, 717 (D C  D el. 1954), affirm ed 
per curiam 228 F . 2d 912 (C A -3  1956) ; 
cf. United States i'. Lord-M ott Co., 57 
F . S upp . 128 (D C  M d. 1944). T h e  la t te r  
w as  dec ided  p r io r  to  th e  A d m in is tra tiv e  
P ro c e d u re  A c t ( A P A ) ,  re je c te d  in  Bo- 
diuc and , to  m y  kno w led g e, is n o t s e r io u s 
ly p resse d  as  v a lid  s ta te m e n t o f th e  la w  
by  th e  p riv a te  food  an d  d ru g  b a r  a t  th is  
tim e.

12 21 U . S . C. 3 7 1 (a ) .
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law yers th a t Section 701(a) regulations, insofar as th ey  pu rported  to 
establish requirem ents for the labeling or com position of foods, were 
“m erely in te rp re ta tiv e” or “adv iso ry” of the F D A ’s opinion concern
ing the requirem ents of the  Act. One w ell-know n food and d rug  law 
yer p u t it th is w ay :
“In te rp re t iv e  re g u la tio n s  . . . is s u e d  p u r s u a n t  to  s e c t io n  7 0 1 (a )  c o n s i s t  o f  F D A  
o p in io n s  o f th e  m e a n in g s  o f v a r io u s  s e c t io n s  o f th e  A c t, a n d  o p in io n s  a s  to  
th e  im p a c t  o f th o s e  s e c t io n s  o n  p a r t ic u la r  f a c t  s i tu a t io n s .  T h e y  h a v e  a d v is o ry  
e f fe c t o n ly . T h a t  is, th e y  te l l  p r iv a t e  p a r t ie s  w h a t  th e  F D A  p o s i t io n  w ill b e  in  
a n  e n fo rc e m e n t  p ro c e e d in g . B u t  in  t h a t  p ro c e e d in g , th e  c o u r t  m u s t  c o n s id e r , 
o n  a  fu ll  e v id e n t ia r y  s h o w in g , w h e th e r  th e  p a r t i c u la r  c o n d u c t c h a lle n g e d  b y  
th e  F D A  p u rsu a n t to  its an n ou n ced  en fo rc em e n t policy  is a  v io la tio n  of th e  A c t.” 13

III. The Abbott Laboratories Decision
Conventional wisdom concerning the “merely in te rp re ta tive” s ta tus 

of the  F D A ’s Section 701(a) regula tions began to  crum ble in 1967 
when the U nited  S ta tes Suprem e C ourt decided Abbott Laboratories v. 
Gardner.1* Abbott involved tw o Section 701(a) regulations which re
quired certain  labeling and advertising  for prescrip tion  drugs. W ith 
out w aiting  for the F D A  to recom m end an action for condem nation 
of a d rug  product pu rsu an t to  the labeling requirem ents of the  Act, 
the in d u stry  sued the A gency seeking a declara to ry  ju dg m en t th a t 
the  regu la tio ns’ in terp re ta tion  of the A ct was im proper and exceeded 
the FD A ’s authority. The FD A  responded that judicial review  of the 
issue w as p rem atu re  and w ould have to w ait un til it acted to enforce 
its interpretation of the law, that is, until an allegedly violative product 
w as seized in a civil seizure action. T he Suprem e C ourt rejected  the 
F D A ’s position, ru ling  th a t the regula tions constitu ted  “final agency 
action” and th a t judicial review  of the regula tions could be had im 
m ediately  in a U nited  States District Court.

T his decision, a t first view ed by th e  in du stry  as a g rea t v ictory  
au tho riz ing  pre-enforcem ent judicial review  of Section 701(a) rule- 
m aking, proved to be a tw o-edged sword. W illiam  Goodrich, the 
F D A ’s Chief Counsel, th e reafte r m ain tained th a t if F D A  regulations 
issued p u rsu an t to  Section 701(a) had such legal s ta tu s  th a t they  
w ere sub ject to  pre-enforcem ent judicial review , then  th ey  were no t * 23

13 M u nsey , R od n ey , “ S u rv e y  o f C u r-  bergcr, 512 F . 2d 688, 696 (C A -2  1975),
re n t L eg a l P ro b le m s  in th e  D ru g  A re a ,” cert, denied —  U . S. — , 96 S. C t. 44
23 F ood D rug Cosmetic L aw J ournal (1 9 7 5 ).
449, 454 (S e p t . 1968), as q uo ted  in  N a- 14 387 U . S. 136 (1 9 6 7 ). 
tional Nutritional Foods Assn. v. W ein-
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m erely in sub stan tia l expressions of A gency opinion bu t instead legal 
requirem ents w ith  th e  s ta tu s of law .13

IV. The Constitution Theory
In  D ecem ber of 1972, F D A  Chief Counsel P e te r B arton H u tt, 

speak ing to  the annual E ducational Conference of the  Food and D rug  
L aw  In stitu te , added an additional perspective w hich m ade the Abbott 
decision of even g rea te r im port. H e analogized the A ct to a “consti
tu tio n ” which au thorized  the FD A  to specify any requirem ent th a t is 
reasonably  re lated  to the  A c t’s purpose and th a t is no t specifically 
proh ib ited  by the  A ct, and he asserted  th a t the FD A  possessed wide- 
rang ing  au th o rity  to  prom ulgate  regula tions to  fu rther th e  general 
public health  purposes of the  A ct.10

T hus, the F D A  had come to assert a tw ofold claim of ru le-m ak
ing au tho rity  under Section 701(a) : (1) the F D A  cited Abbott for the 
proposition th a t Section 701(a) regula tions had the b ind ing  s ta tu s  of 
law; and (2) the FD A  asserted that it possessed au th o rity  under Section 
701(a) to  im pose w ide-ranging  innovative requirem ents not specifically 
m entioned in the  Federal Food, D ru g  and Cosm etic Act, for example, 
the  au th o rity  to require detailed nu trition  labeling w hen a nu trition  
claim is m ade for a food15 * 17 and the au th o rity  to establish a com m on or

15 “ T h u s , if  w ith in  th e  C o m m iss io n e r’s 
a u th o rity , th ey  [the  S ec tio n  7 0 1 (a )  re g u 
la tio n s] have th e  s ta tu s  of law  an d  v io 
la tio n s  of th em  c a r ry  h eav y  c rim in a l 
an d  civil s a n c tio n s .” Abbott Laboratories 
v. Gardner, supra 387 U . S. a t  151— 152.

10 “ . . . th e  A c t m u st be re g a rd e d  as 
a  co n stitu tio n . I t  e s ta b lish e s  a  se t o f fu n 
d a m e n ta l  o b je c t iv e s — safe , e ffe c tiv e , 
w h o le so m e , a n d  t r u th f u l ly - la b e le d  p r o 
d u c ts — w ith o u t  a t t e m p t i n g  t o  sp e c ify  
ev e ry  d e ta il of re g u la tio n . T h e  m ission  
of th e  F o o d  an d  D ru g  A d m in is tra tio n  is 
to  im p lem en t th ese  o b jec tiv es  th ro u g h  
th e  m o st effec tive  an d  efficient co n tro ls  
th a t  can  be dev ised .

“ . . . th e  fa c t th a t  C o n g ress  s im ply  has 
n o t co n side red  o r spoken  on  a  p a r t ic u la r  
issu e  c e rta in ly  is no  b a r  to  th e  F o o d  
an d  D ru g  A d m in is tra tio n  e x e r tin g  in it ia 
tive  an d  le ad e rsh ip  in  th e  pub lic  in te re s t. 
E x c e p t w h e re  e x p re ss ly  p ro h ib ited , I b e
lieve th e  F o o d  an d  D ru g  A d m in is tra tio n  
is o b lig a te d  to  develop  w h a te v e r  in n o v a 
tive  an d  c rea tiv e  re g u la to ry  p ro g ra m s

a re  re aso n ab le  an d  a re  m o st a p p ro p ria te  
to  ach ieve th e  fu n d a m en ta l o b jec tiv es  
la id  dow n  by C o n g ress . A n d  in  spite  o f 
th e  d iv e rs ity  o f th e  A g e n c y ’s n ew  p ro 
g ram s, I am  n o t a t a ll c e rta in  th a t  th e  
F o o d  an d  D ru g  A d m in is tra tio n  h as  y e t 
b eg u n  to  e x p lo re  th e  fu ll reaches  of 
e x is tin g  s ta tu to ry  a u th o r ity .” H u tt .  P e te r  
B a r to n ,  “ P h i lo s o p h y  o f  R e g u la t io n  
U n d e r  th e  F e d e ra l F oo d , D ru g  an d  C o s
m etic  A c t,” 28 F ood D rug Cosmetic 
L aw J ournal 177, 178— 179 (M a rc h  
1973). F o r  a n  im m e d ia te  r e s p o n s e  b y  
M r. H u t t ’s fo rm e r  m en to r, o pen ing  w ith  
re fe ren ce  to  an  ap o cry p h a l s to ry  th a t  it  
w as a  fo rm e r pup il w ho  h an d led  S o c ra te s  
th e  h e m lo c k , see  A u s te rn ,  H . T h o m a s , 
“ P h ilo so p h y  o f R e g u la tio n — A  R ep ly  to  
M r. H u t t ,” 28 F ood D rug Cosmetic 
L aw J ournal 189 (M a rc h  1973). T h is  
sam e issue o f th e  F ood D rug Cosmetic 
L aw J ournal in c lud es  sev e ra l in te r 
e s tin g  p ap ers  o n  th e  p h ilo so ph y  o f re g u 
la tio n  a t  th e  F D A .

17 21 C F R  1.17.
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usual nam e for a food requ iring  declaration  of the percen tage of a 
characteriz ing  ingred ien t p resen t in the food.18 *

V. The Recent Case Law
T he recen t case law has clearly sustained the F D A ’s assertions 

concerning the b ind ing  legal s ta tu s  and broad perm issible scope of 
Section 701(a) regulations.

(1) In  Ciba-Geigy Co. v. Richardson,19 the FD A  had withdrawn 
approval of a new d rug  on the  ground th a t there was lack of “sub
stan tia l evidence” to support claim s of effectiveness. T he A gency had 
relied upon Section 701(a) of 'the A ct to  prom ulgate  regula tions de
ta iling  requirem ents for th e  g ran tin g  of a hearing  on th e  issue of 
efficacy. In  affirm ing the  F D A ’s action, the C ourt s ta ted  th a t “ the 
C om m issioner has th e  pow er to issue b ind ing  in terp re ta tive  regu la
tions. . . . Indeed the particularization of a s ta tu te  by ru le-m aking is 
not only acceptable in  lieu of p ro tracted  piecem eal litigation  . . . bu t 
it is the  preferred  procedure.”20

Such language— “bind ing  in te rp re ta tive  regu la tio ns”— would have 
been a non sequitur under the old in terp re ta tion  of the F D A ’s Section 
701(a) ru le-m aking au tho rity . M anufactu rers generally  had contended 
th a t such regulations w ere “m erely in te rp re ta tiv e .” In  Ciba-Geigy, the 
Second C ircuit recognized th a t the  regula tions at issue w ere “ in te r
p re ta tiv e” of the A ct, b u t w ent on to rule th a t they  were neverthe
less “b ind ing .”

(2) The 1973 Supreme Court cases.— In four significant decisions 
involving the F D A ’s authority over drugs, decided in 1973, the  Suprem e 
C ourt broadly susta ined  the A gency’s pow er to  p rom ulgate su b stan 
tive regula tions th a t have th e  b ind ing  force of law pu rsu an t to  Section 
701(a) of the  A ct.21 T he Suprem e C ourt upheld the pow er of the 
F D A  under Section 701(a) to  prom ulgate  b ind ing  regulations which 
defined the stan dards of evidence to be m et by d rug  manufacturers 
to dem onstra te  the efficacy of th e ir  p roducts in new d rug  applications 
and perm itted  the  w ithdraw al w ith ou t a hearing  of an application 
failing  to m eet these standards. A ny doubt th a t th e  F D A  m igh t no t 
have the  pow er to issue b ind ing  regulations under Section 701(a) of

18 21 CFR 102. Ciba Co. v. Weinberger. 412 U. S. 640
18 446 F. 2d 466 (CA-2 1971). (1973); Weinberger v. Bentex Pharma-
20 446 F. 2d at 468. ccuticals. Inc.. 412 U. S. 645 (1973);
81 Weinberger v. Hynson, W estcott U S V  Pharmaceutical Co. v. Weinberger, 

and Dunning, Inc., 412 U. S. 609 (1973) ; 412 U. S. 655 (1973).
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th e  A ct disappeared witli the decisions in these cases, as subsequent 
case law  has recognized.

(3) In National Nutritional Foods Association v. Weinberger22 in
vo lv ing review  of Section 701(a) regula tions w hich specified th a t 
v itam in A  and D prepara tions in excess of certain  specified levels 
would be deem ed to be prescrip tion  drugs ra th e r th an  foods, the United 
S ta tes C ourt of A ppeals for the Second C ircu it s ta ted  th a t Section 
701(a) of th e  A ct gives the F D A  “the pow er to  p rom ulgate  su b stan 
tive regula tions hav ing  the b ind ing  force of law .”

(4) In National Health Federation v. Weinberger, 22 23 the FD A  success
fully argued  for th e  first tim e a new proposition— th a t review  of a 
Section 701(a) regulation  should be confined to a single consolidated 
case in one court and th a t a second a ttack  on a Section 701(a) regu la
tion  in a second court should be dism issed. T he C ourt of A ppeals for 
th e  Seventh C ircuit agreed and ordered the U nited  S ta tes D istric t 
C ourt for th e  N o rthern  D istric t of Illinois to  dism iss a second attack 
on Section 701(a) regu la tions which were already under review  in 
ano ther C ircuit.

(5) F inally , th ree  very  recen t decisions in the U nited  S ta tes D is
tr ic t C ourt for th e  D istric t of Colum bia have amplified the  judicial 
recognition of the  F D A ’s au th o rity  to issue b ind ing  regulations under 
Section 701 (a) of the  F ederal Food, D ru g  and Cosm etic Act.

In  Cosmetic, Toiletry and Fragrance Association, Inc. v. Schmidt,2'1 
Judge Richey upheld Section 701(a) regula tions requ iring  specific w arn 
ings on aerosol food, d rug  and cosm etic products. T he C ourt spe
cifically ruled th a t the  F D A ’s “broad s ta tu to ry  pow ers to  promulgate 
regulations for the efficient enforcement of the Act, 21 U. S. C. 3 7 1 (a ),” 
include au th o rity  to  require th a t w arn ing  sta tem en ts appear on the  
im m ediate label of a product.

In American Frozen Food Institute v. Mathews,25 Judge Robinson 
susta ined  F D A  regu lations prom ulgated  pu rsu an t to  Section 701(a) 
of the A ct which estab lish com m on or usual nam es for “seafood cock
ta ils” (req u irin g  the percen tage of seafood p resen t in the food to  be 
declared as a p a rt of the nam e) and “frozen heat-and-serve d inners” 
(requ iring  th a t the “d inner” contain at least th ree  of certain  specified 
types of charac teriz ing  com ponents, one of w hich m ust be a significant

22 S12 F . 2d 688. 697 (C A -2  1975), 21 —  F . S upp . — , C iv il N o . 75-1715 
c e rt, d en ied  —  U . S . — , 96 S. C t. 44 (D C  D o fC  1976).
(1 9 7 5 ). 25—  F . S upp . — , C iv il N o . 74-354

23 5 1 8 F . 2d 711 (C A -7  1975). (D C  D o fC  1976).
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source of protein , and th a t the nam e of the “d inner” include a list of 
the characteriz ing  com ponents in descending order of predom inance, 
followed by any o ther servings of food presen t in descending order 
of predom inance). Jud ge  R obinson ruled th a t the FD A  could em ploy 
Section 701(a) no t only to recognize an ex isting  nam e b u t also, as in 
th is  case, to require the in du stry  to em ploy a m ore inform ative nam e 
th an  is cu rren tly  in use.

And in National Confectioners Association v. Mathews,26 Judge Green 
ru led  th a t th e  F D A  m ay rely on Section 701(a) of the A ct to  prom ul
gate  good m anufac tu ring  practice (G M P ) regulations for the m anu
facture of confectionery products. T hese regula tions require, am ong 
o ther th ings, coding of the  shipp ing  containers or retail packages in 
order to facilitate recalls.

T here is a single d issen ting  case— United States v. Everett Fish
eries, Inc.27 T his w as a crim inal prosecu tion  in which the D istric t 
C ourt for the  W estern  D istric t of W isconsin found the defendants 
not guilty , ru lin g  th a t violation of the  F D A ’s G M P regulations gov
ern ing  the m anufacture of sm oked fish did not au tom atically  establish 
a crim inal violation of the  Act. T his decision has not been appealed. 
(T he  double jeopardy  clause of the  C onstitu tion  ordinarily  forbids the 
government from  appealing  a crim inal case.) H ow ever, th e  case is 
no t much of a precedent for any proposition o ther th an  th a t “incon
sistent pleadings lead to confused decisions.” Examination of the briefs 
filed w ith the C ourt show s th a t the  governm ent m ade inconsisten t 
legal a rgum en ts before the  C ourt and did not consistently argue that 
th e  regu la tions had the force of law. F u rth erm ore , the C ourt w aited 
m ore than  tw o years a fter tria l before en tering  a verdict, and the 
“ O pinion and O rd er” m ade no m ention of th e  1973 Suprem e C ourt 
decisions or th e  National Nutritional Foods Association decision. Such 
circum stances ten d  to underm ine the credib ility  of Everett.

V I. The New Age
R ichard  A. M errill, who becam e the  F D A ’s Chief Counsel in 1975. 

has continued to press the  trend s developed under Counsels Goodrich 
and H u tt—there will be no vo lu n ta ry  w ithdraw al by the  F D A  from  
th e  new  ground w on in ba ttles  over the  ex ten t of the A gency’s Section 
701(a) ru le-m aking au thority . 20

20—  F . Supp . — . C iv il A c tio n  N o . 75- 27 —  F . S up p  — , N o. 72-C R -109  (D C
1272 (D C  D o fC  1976). W D  W ise . 1975).
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Indeed, it w ould seem clear to us a t the F D A  th a t the  new era  
of ru le-m aking is in everyone’s in terest. D eveloping new legal re
qu irem ents by ru le-m aking under Section 701(a) is fairer and m ore 
efficient than  developing new law case-by-case in civil seizure ac
tions, in junctions and crim inal cases in the  federal courts. Even th e  
U nited  S ta tes C ongress has recognized the valid ity  of th is proposi
tion. T he conference report w hich determ ined the final details of 
recent legislation concerning the  F D A ’s au th o rity  to regu la te  d ietary  
supplem ents included the  follow ing s ta te m e n t:
“ T h e  S e c r e t a r y  [ 'F o o d  a n d  D r u g  A d m in is t r a t io n ]  in  r e c e n t  y e a r s  h a s  re lie d  
in c r e a s in g ly  o n  a d m in is t r a t iv e  ru le m a k in g  to  e n fo rc e  th e  r e q u ir e m e n t s  o f th e  
la w  [ F e d e r a l  F o o d , D ru g , a n d  C o s m e tic  A c t ] .  R u le m a k in g  a f fo rd s  o p p o r tu n i ty  
fo r  b ro a d e r  p a r t ic ip a t io n  in  th e  fo rm u la t io n  of a g e n c y  p o lic y , p r o m o te s  c la r i ty  
o f  le g a l re q u ir e m e n ts ,  a n d  a s s u r e s  e q u i ta b le  a p p l ic a t io n  o f th e  la w , w h i le  a t  
th e  s a m e  tim e  i t  re d u c e s  th e  c o s t  to  th e  ta x p a y e r  o f c a s e -b y -e a s e  e n fo rc e m e n t . 
T h e  S e c r e t a r y ’s le g a l a u th o r i ty ,  u n d e r  s e c t io n  7 0 1 (a )  o f th e  A c t , to  a d o p t  b in d 
in g  re g u la t io n s  h a s  b e e n  re c o g n iz e d  b y  th e  S u p re m e  C o u r t . W einberger v. H yn- 
son, W estcott and Dunning. Inc.. 412 U . S. 609 (1 9 7 3 ); Abbott Laboratories z'. Gard
ner, 387 U . S. 136 (1 9 6 7 ). T h i s  a u th o r i t y  h a s  r e c e n t ly  b e e n  u p h e ld  b y  th e  
U n i te d  S ta te s  'C o u r t  o f  A p p e a ls  fo r  th e  S e c o n d  C ir c u i t .  National Nutritional 
Foods Assn, v. Weinberger, 512 F . 2d  688 (C . A . 2, 1 9 7 5 ) .” 28

F urtherm ore, the  FD A  is not free to require “any th ing  it w an ts” 
and ride roughshod over the regu la ted  industry . R ule-m aking by the  
A gency under Section 701(a) is sub ject to direct review  in a U nited  
S ta tes D istric t C ourt,29 and it will be invalidated by the courts if, 
inter alia, it is found to be “arbitrary, capricious, an abuse of discretion, 
or o therw ise not in accordance w ith  law .”30

In addition, the  F D A  m ust follow scrupulously  the procedural 
requirem ents for ru le-m aking m andated  by  the  A dm inistra tive P ro 
cedure A ct (A P A ).31 T he A gency m ust publish in the Federal Register 
a notice of the  proposed rule-m aking, which is required to include 
inter alia “either the  te rm s or substance of the  proposed rule or a 
descrip tion of the sub jects and issues involved.”32 In  practice, the  
F D A  has endeavored to provide more than the A P A  requires. A gency

28 C on fe rence  R e p o r t  to  acco m p an y
H . R . 7988, 94th C on g ress, 2nd Session ,
H . R . R ep . N o. 94-1005, H e a lth  R esea rch  
a n d  H e a lth  S erv ices  A m en d m e n ts  of
1976, pp. 27— 28 (A p r i l  2, 1976).

20 T h e  F e d e ra l F o o d , D ru g  an d  C os
m etic  A c t in clud es  no  p ro v is io n  co n 
c e rn in g  ju d ic ia l rev iew  of S ec tio n  7 0 1 (a )  
ru le -m a k in g . H o w e v e r, it  is u n d isp u te d  
th a t  such  ru le -m a k in g  is su b je c t to  d i-

re c t  re v iew  in  a  U n ite d  S ta te s  D is tr ic t  
C o u r t  p u rsu a n t to  th e  A P A  a n d /o r  th e  
D e c la ra to ry  Ju d g m e n t A ct. Abbott L a
boratories v. Gardner, 387 U . S . 136 
(1 9 6 7 ). See A d m in is tra tiv e  P ro c e d u re  
A ct, 5 U . S. C. 702, 703; D e c la ra to ry  
Ju d g m e n t A ct, 28 U . S. C. 2201— 2202.

30 5 U . S. C. 706.
31 5 U . S. C. 553.
32 5 U . S . C. 5 5 3 (b ) .
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proposals now  rou tinely  include no t only th e  term s of the  proposed 
regulation  bu t an extensive pream ble explain ing the  in tended purpose 
and  effect of th e  proposal as well as th e  facts which support it.

Public Comment
T he A P A  also requires th a t the  A gency provide an opportunity 

for public com m ent on a proposed regulation . S tandard  F D A  proce
dure  now  is to  allow  60 days for com m ent and, when good cause is 
show n, the  A gency will extend th e  com m ent period. All com m ents 
are placed in a public file in the Office of the Food and D ru g  A dm inis
tra tio n  H earin g  Clerk, w here th ey  are sub ject to  scru tiny  and cross
com m ent by  all in terested  persons. C om m ents filed in response to 
proposals frequently  are reported  in the trad e  press, such as the  Food 
Chemical News. The FD A  encourages th a t com m ents include factual 
da ta  and expert opinion relevant to  the  proposed rule-m aking.

F urth erm ore , the A P A  requires th a t, a fter consideration of the  
re levan t m a tte r  p resented  du ring  the com m ent period, the  A gency 
“ shall incorporate in  the rules adopted a concise general s ta tem en t 
of th e ir  basis and pu rpose.”33 A gain, the F D A  has endeavored to 
provide m ore than  the  A P A  requires. T ypically, final F D A  regu la
tions include a detailed  pream ble w hich discusses each type of com 
m en t which has been received and provides the  C om m issioner’s re
sponse to  th e  com m ent.

T he  F D A  recognizes th a t, w hatever th e  m inim um  legal requ ire
m ents for support of ru le-m aking are, successful defense of a regu la
tion  on judicial review  u ltim ately  depends upon show ing the  cou rt 
th a t th e  A gency has evaluated  conscientiously all view s and data  
offered by  in terested  persons and th a t its final regu lation  is supported  
by  data  and sound reasoning.

T he upsho t of all th is is th a t th e  F D A  now assem bles an ex ten 
sive official record in the  developm ent of a Section 701(a) regulation. 
T h is record is available for public scru tiny  in the Office of the H ea r
ing  Clerk and, except in unusual circum stances, in fu tu re  cases involv
ing judicial review  of F D A  ru le-m aking un der Section 701(a), judicial 
review may properly be restricted to the record com piled by  the  Agency 
in the ru le-m aking proceeding. A court, in review ing such a Section 
701(a) regulation , m ay properly  refuse to  receive additional evidence, 
and restric t its inqu iry  to  determ in ing  w hether the  regulation  is valid

33 5 U. S. C. 553(c).
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in ligh t of the F D A ’s proposal, the  docum ents filed w ith the  H earin g  
Clerk, and th e  explanation offered in the  final o rder.34

Summary
In  sum m ary, I w ould suggest th a t the  follow ing general principles 

have properly  come to  apply in th is new  age of Section 701(a) rule- 
m aking.

(1) T he F D A  m ay prom ulgate  regula tions p u rsu an t to  Section 
701(a) of the  F ederal Food, D ru g  and Cosm etic A ct to im pose re 
qu irem ents reasonably  designed to fu rther the general purposes of the 
A ct to  assure a safe, w holesom e and inform atively  labeled product. 
T hese regulations, if adequately  supported , have the  s ta tu s of law.

(2) A nyone who w ishes to  m ake his or her view s know n concern
ing a regulation  proposed by the A gency should file w ith the  F D A  
H earin g  Clerk a com m ent in response to  the proposal. In th is regard , 
brief conclusory view s are not particu larly  helpful and are no t likely 
to  be accorded m uch w eight by th e  F D A  or the  courts. I t is th e  de
tailed com m ent, offering da ta  from an inform ed source, w hich is 
m ost persuasive. Such com m ents require conscientious consideration 
by  the FD A , w ith  an explanation of its conclusions in the  pream ble 
to  its final regulation.

(3) Anyone opposed to a proposed Section 701(a) regulation should 
m ake his or her com plete case against the regulation  in com m ents 
filed with the FD A  in response to the proposal. A court may refuse to con
sider arguments and data that were not presented to the Agency.35

(4) If a person is adversely affected by a final Section 701(a) 
regulation  and contem plates seeking judicial review , we suggest th a t

34 See Rodzvay v. U SD  A, 514 F . 2d 
809, 817 (C A  D ofC  197 5); Autom otive 
Parts & Accessories Association v. Boyd. 
407 F . 2d  330, 336  (C A  D o fC  196 8); 
National Petroleum Refiners Association 
v. F TC . 392 F . S upp . 1052 (D C  D ofC  
1974). M o re  g e n e ra l ly ,  th e  S u p re m e  
C o u rt, in  Camp v. Pitts. 411 U . S. 138.
142— 143 (1 9 7 3 ). h as  s ta te d  th a t  ju d ic ia l 
re v iew  sho u ld  be b ased  upo n  th e  re c o rd  
c rea ted  by th e  A g e n cy  w hen  th e  A gen cy  
h as  m ade a re co rd . A n d  see W rig h t, 
“T h e  C o u r ts an d  t ’-e R u le m a k in g  P r o 
cess ; T h e  L im its  of Ju d ic ia l R ev ie w ,” 
59 Cornell Laze Rcvicie  375 . 395 (1974) ;

P ed erse n . J r . ,  “F o rm a l R ecords  an d  I n 
fo rm a l R u le m a k in g ,” 85 Yale Laze Jour
nal 38, 79 (1975) ; an d  V e rk u il, “Ju d ic ia l 
R e v ie w  o f I n fo rm a l  R u le m a k in g ,” 60 
Virqinia Laze Rcvieze 185, 203— 204, 248 
(1 9 7 4 ).

33 T h e  F D A  is like ly  to  a rg u e  th a t  a  
ch a lleng e  to  a  regu la tio n , to  be ra ise d  
by d ire c t ju d ic ia l rev iew , m u st h av e  been  
ra ised  in  th e  co u rse  o f th e  ru le -m a k in g  
p ro ceed in g  b efo re  th e  A gen cy . S ee P ort
land Cement Association v. Ruckelshaus, 
486 F . 2d 375 , 394 (C A  D o fC  1973), 
ce rt, d en ied  417 U . S. 921 (1 9 74 ) a n d  

(Continued on the follozeing page.)
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he o r she first file a petition  for reconsideration  w ith th e  FD A , offer
ing the arguments and data which are believed to show that the Agency 
has acted  im properly  or inadvisedly. T his m ay cause the  F D A  to in
s titu te  changes and, if not, it will assure  th a t the re levan t issues and 
data  m ay properly  be raised in  an action for judicial review  and th a t 
the  court will have in th e  record an  exchange of view s betw een the  
plain tiffs and th e  F D A  w hich is focused upon the  issues to be con
sidered by the  court. T his will foster inform ed judicial review.

(5) If an adversely affected person determ ines to  seek judicial 
review  of a Section 701(a) regula tion  (hopefully , after a petition  for 
reconsideration  has been ru led  upon by the  F D A ), he or she should 
do so quickly. W aitin g  too long  m ay resu lt in unfairness, in th a t other 
m em bers of the in du stry  have begun to comply. The Suprem e C ourt 
has recognized th a t  the  FD A  m ay raise the  defense of “ laches,” th a t 
is, a t some poin t a court will dism iss an a ttack  upon a Section 701(a) 
regulation because the plaintiffs have waited too long to bring their case.36

(6) A fter an action for judicial review  of a Section 701(a) regu la
tion has been in stitu ted  by an adversely  affected person, o ther persons 
who m ay wish to  ob tain  judicial review  should seek to in tervene in 
th is  action rather than pursue separate actions. The FD A  has recently 
won a case dismissing a second atrack on an A gency regulation  because 
ano th er suit had already been lodged by o ther persons in  ano ther 
C ircuit. 37 [The End]

(Footnote 35 continued.) 
c ita tio n s  in  fo o tn o te  34 supra. I t  can  
a lso  be a rg u e d  th a t  p erso ns w ho  fa il to  
p a rt ic ip a te  in  th e  a d m in is tra tiv e  p ro cee d 
in g  by th e  filin g  o f co m m en ts  fo rfe it 
th e ir  r ig h ts  to  seek  d ire c t rev iew  o f th e  
re su lt in g  re g u la tio n  in co u rt. See Nader 
v. Nuclear Regulatory Commission, 513 
F . 2d 1045, 1055 CCA D o fC  1975) ( “ . . .  
th o se  w h o  re f ra in  fro m  p a rtic ip a tio n  in

ru le m a k in g  p ro ceed in gs m ay  n o t o b ta in  
d ire c t ju d ic ia l rev iew  of F e  re g u la tio n s  
re su lt in g ” ) ; Gage v. A R C , 479 F . 2d 
1214, 1218— 1219 ( CA  D o fC  1973) ( f o r 
m al ru le -m a k in g ) .

36 Abbott Laboratories v. Gardner, 387 
U . S. a t 155.

37 National Health Federation v. W ein
berger. 518 F . 2d 711 (C A -7  1975).
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Food Additives—A Study 
in the Evolution of Safety

By HOWARD R. ROBERTS, Ph.D.

D r .  Roberts Is A c t i n g  Directo r o f  the Bure a u  o f  F o o d s  in the F o o d  
a n d  D r u g  A d m i n i s t r a t i o n .

PR O B A B L Y  E V E R Y  O N E  A T  T H IS  M E E T IN G  w ould agree 
th a t  the  sub jec t of “food add itives” is a com plicated one. I t  is a 
sub ject which generates considerable industry , governm ent and pu b 

lic concern. T his concern is no t new. I t  grow s to  som e ex ten t from  
the fact th a t th e  unfo ld ing sto ry  of the  use of chem icals in foods ob
viously has no t been an endless process of dazzling  achievem ents un
m arred  by occasional setbacks. D esp ite  th e  com plexities, I hope I 
can provide som e indication of how the  Food and D rug  A dm in istra
tio n ’s (F D A 's)  activ ities in the  food additives area m ay im pact on 
yo u r business.

L et me begin by  try in g  to pu t our m utual concern about the 
additive problem  in perspective. M any consum ers are firm ly con
vinced th a t  “add itives” are bad. T hese fears and beliefs are being 
reinforced, and th e  ranks of anti-additive consum ers are being in
creased every day by constan t p ressure  from  activ ists and a barrage 
of in form ation and m isinform ation from  the media. T his is bad 
enough by itself bu t, in addition, consum ers are being to ld  by the  
governm ent th a t th e ir  chocolate pudd ing  and decaffeinated coffee 
m ay no t be safe. T he b iggest im pact, how ever, comes from th e  food 
in du stry  te lling  the consum er to “buy th is na tu ra l p roduct— contains 
no artificial in g red ien ts” and obviously im plying th a t p roducts w hich 
do should be avoided. A t the  sam e tim e, in du stry  cries foul w hen 
o ther products con ta in ing  artificial ingredients are held up to  public 
scorn.
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I t  is no t rem arkable th a t  consum er confidence in food safe ty  
has decreased m arkedly in th e  p ast few years. T h is change in con
sum er confidence cannot be ignored. In  our dem ocratic society, th e  
A m erican consum er is a  b it like the end  re su lt of crossing  a tig e r 
w ith  a p a rro t— you m ay no t like w hat the creature says but, w hen 
it talks, you had b e tte r listen.

D u rin g  th e  past few years, th ere  have been increasing dem ands 
for g rea te r assurance of safe ty  for F D A -regu lated  food ingredients. 
T his is, in large m easure, an evo lu tionary  process and quite na tu ra lly  
flows no t only from  consum er expectations bu t also from  the ability  
of our scientific technology to  define problem s in new ways.

T his being th e  case, education of consum ers as to  the safe ty  of, 
and need for, add itives is no t th e  answ er— even if it could be done. 
Instead , we need to stop our self-flagellation and try  a new  approach.

Technological Change
If  a m anufactu rer fails to  respond to  the evolution of technological 

change, its p lan t becom es obsolete. If it fails to  m easure and respond 
to  consum er expectation , it faces a loss of its  share of th e  m arket 
because of “old fash ioned” products. By the  sam e token, if a  regu la
to ry  agency fails to  adopt scientific refinem ents and respond to  con
sum er dem ands, the  resu lt is the  s a m e : an tiquated  safety standards 
and reduced consum er pro tection  and confidence. In  m y view, the 
recen t criticism s of the  design and im plem entation  of certain  anim al 
studies conducted by in du stry  to  dem onstra te  the safe ty  of additives 
derives from  the  failure of laborato ries to  appreciate  and in s titu te  
changing  concepts of labora to ry  practice. S im ilarly, accusations of 
neg ligence on the  p a r t of the F D A  in m on ito ring  these studies can 
be traced  to  a failure to estab lish  th e  proper p rio rities a t m any 
levels, bo th  in and ou tside governm ent. I feel th a t the  response of 
th e  F D A  to these criticism s and pressure, to  scientific advances and 
to a redefinition of scientific discipline m ust be evolutionary. W e, 
therefore, have in itia ted  a new  in teg ra ted  program , the im plem enta
tion  of which will assure a g rea te r level of safe ty  for all food addi
tives. Conversely, it w ill elim inate those additives w hich cannot live 
up' to  p resen t day standards. In  so doing, consum er concern about 
the  safe ty  of food additives should be m easurably  allayed.
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O u r program  basically  involves up dating  th e  toxicology profile 
of all food additives in o rder to provide specific assurance th a t food 
additives do no t induce cancer, o th e r chronic diseases, reproductive 
effects o r m utagenic changes in fu tu re  generations. T his does no t 
im ply th a t cu rren tly  regu la ted  additives are know n to produce harm 
ful effects in our population , b u t ra th e r th a t there  is a need to produce 
additional in form ation to  assure safe continued use of these ingredients 
by app ly ing  m odern safe ty  standards.

I feel th a t th is approach is our only real choice. R ather than  
con tinu ing  to reac t on an ad hoc basis as add itives come into ques
tion  one by one, we should, as the  S cottish  say, “beard th e  lion in 
his den.”

T his new  program  consists of five m ajo r parts , som e of w hich 
are new  in itiatives and som e of which are refinem ents of ex istin g  
program s. T hese p arts  are :

(1) the con tinu ing  safe ty  review  of the  uses of the  non
flavor ingred ien ts w hich w ere classified as generally  recognized 
as safe ( G R A S );

(2) a safe ty  review  of d irect food additives, o ther th an  fla
vors, which have been regu lated  by the  F D A  since 1958;

(3) a safe ty  review  of flavors and spices ;
(4) a fresh evaluation of the procedures used to  assess the 

safe ty  of indirect additives as well as a safe ty  review  of the  sub
stances involved; and

(5) a labora to ry  quality  assurance program .
In  addition , we cu rren tly  have un derw ay a com prehensive review  of 
all provisionally  listed  color additives.

Definitions
M ost of you are fam iliar w ith  our law  and how  it operates, bu t 

on the  chance th a t som e m ay no t have th e ir copy of the F ederal 
Food, D ru g  and Cosm etic A ct handy, let me supply  a few definitions 
before discussing our new  additives program . Food is defined by the  
A ct a s : “ . . . (1) A rticles used for food or drink  for m an or o ther 
anim als (2) chew ing gum  and (3) articles used for com ponents of 
any such artic le .”

T h a t is a p re tty  broad definition. F o r exam ple, one is struck  
by th e  fact th a t  th is  definition does no t d ifferen tia te betw een alcoholic
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and nonalcoholic drink. Thus, alcoholic beverages are clearly sub ject 
to  labeling and o ther provisions of the  Act. A nother definition w ith 
which m ost of you are fam iliar is th a t of a food additive. T he A ct 
defines a food additive in  part a s :
“ . . . a n y  s u b s ta n c e  th e  in te n d e d  u se  o f w h ic h  r e s u l t s  o r  m a y  r e a s o n a b ly  b e  e x 
p e c te d  t o  r e s u l t ,  d i r e c t ly  o r  in d ire c t ly ,  in  i t s  b e c o m in g  a  c o m p o n e n t  o r  o t h e r 
w is e  a f f e c t in g  th e  c h a r a c te r i s t i c s  o f a n y  fo o d  ( in c lu d in g  a n y  s u b s ta n c e  in te n d e d  
fo r  u se  in  p ro d u c in g , m a n u f a c tu r in g ,  p a c k in g , p ro c e s s in g , p re p a r in g ,  t r e a t in g ,  
p a c k a g in g , t r a n s p o r t in g ,  o r  h o ld in g  fo o d  a n d  in c lu d in g  a n y  s o u rc e  o f r a d ia t io n  
in te n d e d  fo r  a n y  s u c h  u s e ) .  . . .”

T he law  then  m akes som e ex cep tio n s:
(1) those substances w hich are G R A S ;
(2) a p roperly  used pesticide chem ical in or on a raw  ag ri

cu ltu ral com m od ity ;
(3) color ad d itiv e s ;
(4) item s given “prior sa fe ty” sanctions by the  F D A  or th e  

D ep artm en t of A gricu ltu re  (U S D A ) prio r to  1958; and
(5) new  anim al drugs.

T here  is not sufficient tim e to discuss pesticides, anim al drugs 
or chem ical con tam inants a t th is  session. T he only po in t of citing 
these definitions is to  rem ind ourselves of the  scope of the legislation. 
E v ery th in g  used in or on food, and, in th e  case of packaging, even 
around  food, m ust be regu la ted  by th e  F D A  or be judged recognized 
as GRAS.

GRAS Review
T he concept of GRAS w as born  du ring  the hearings on food 

additives w hich resu lted  in the  passage of the  am endm ent. C ertain 
ingred ien t uses w ere exem pted from  regulation  if the substance w as
“ . . . g e n e ra l ly  re c o g n iz e d , a m o n g  e x p e r t s  q u a lif ie d  b y  sc ie n tif ic  t r a in in g  a n d  
e x p e r ie n c e  to  e v a lu a te  i t s  s a fe ty , a s  h a v in g  b e e n  a d e q u a te ly  s h o w n  th r o u g h  
s c ie n tif ic  p ro c e d u re s  ( o r  in  th e  c a se  o f a  s u b s ta n c e  u s e d  in  fo o d  p r io r  to  J a n u a r y  
1, 19S8, th r o u g h  e i th e r  sc ie n tif ic  p ro c e d u r e s  o r  e x p e r ie n c e  b a s e d  o n  c o m m o n  
u se  in  fo o d )  to  b e  s a fe  u n d e r  th e  c o n d i t io n s  o f i t s  in te n d e d  u se . . . .”

Q uite logically, early  F D A  activ ity  in th is area w as restric ted  to  
publish ing  exam ples of GRAS ingredients and advisory opinions in 
response to questions about G RAS sta tus. T hen the sky fell.

In  1969 w hen cyclam ate, th en  listed as GRAS, w as proh ib ited  
by S ecretary  of H ealth , E ducation  and W elfare  F inch, public confi
dence in o ther G RAS listed substances deteriorated. As a result,
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P residen t N ixon in O ctober of th a t year directed the F D A  to in itia te  
a safe ty  review  of th e  food additives, including the  GRAS list. Since 
literally thousands of substances were GRAS and no one knew exactly 
w hat they  were, a p rio rity  selection had to  be made. Based on a 
varie ty  of sources, usage and, to  som e extent, safe ty  inform ation, a 
lis t of 675 substances w as finally selected for safe ty  review.

T he F D A ’s approach to  th e  safety review  en ta iled  four sequential 
p h a se s :

(1) the  collection phase—a lite ra tu re  search of 50 years of 
scientific lite ra tu re  to collect all of the  safe ty  in form ation re la
tive to each substance and an industria l user survey  by th e  N a
tional A cadem y of Sciences-N ational R esearch Council (N A S- 
N R C ) to  establish consum er exposure to  each su b s ta n c e ;

(2) th e  collation phase—the organ ization  of the lite ra tu re  
and consum ption da ta  in to a “scientific lite ra tu re  rev iew ” ;

(3) the  evaluation phase—an evaluation of the “scientific litera
ture review” to determine whether expert food safety scientists can 
agree th a t the  substance is generally  recognized as safe for its 
in tended use or th a t som e lim itation  is required in the in terest 
of s a fe ty ; and

(4) th e  implementation phase—th e  issuance of proposals and 
final regu la tions necessary  to im plem ent the evaluations.
T he first tw o phases of the  review  have been v irtua lly  com pleted 

and the evaluation phase is drawing to a close. For example, 356 of the 439 
nonflavors will have been evaluated by the next fiscal year.

W e have no t fared so well on th e  im plem entation  phase. Through 
this fiscal year, only 47 GRAS' substances will be covered by final orders.

In  our in itial enthusiasm s for th is p roject, we had hoped to 
a rriv e  quickly a t a ra th e r com prehensive G RA S list, e ither by the 
m echanism  of con trac t evaluations by the Federation  of Am erican 
Societies for E xperim en tal B iology (F A S E B ) or by a procedural 
m echanism  of G RA S affirm ation by petition . W e have fallen behind 
on bo th  counts. I have recen tly  freed som e of the  B u reau’s very 
scarce m anpow er resources to  th is  project, and resu lts  in te rm s of 
Federal Register proposals and final orders should be forthcom ing.

O ur task  here is to catch up with regulations and then  rem ain 
abreast of results as FA S E B  evaluations are finalized. E fforts beyond 
th e  form al GRAS Review  program  essentially  will be restric ted  to 
G RA S affirm ation, a t least in the  foreseeable future.
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Review of Direct Food Additives
T he second program  in itia tive  involves the m ajor undertak ing  

of up d a tin g  our safety profile of d irect food additives. Since 1958, we 
have regu la ted  som e 400 food ingredients which are listed in 21 C F R  
S ub part D, “Food A dditives P erm itted  in Food for H um an  Consum p
tion .” T hey  range from  am ino acids, the bu ild ing  blocks of nature , to 
som eth ing  as apparen tly  s trang e  as yellow  p russia te  of soda (sodium  
ferrocyanide decahydrate).

T he list is, of course, always growing, with some 41 petitions in 
o u r backlog and an additional 10 expected each year. T here  is also 
a  program  of inspections and sam ple analyses for conform ance to 
Food Chemicals Codex specifications. This relates to whether the food 
ingredients m eet th e  app ropria te  specifications to be called food grade.

O ur d irect add itive review  program  will involve th e  sam e four 
phases as the  G RA S review . T he F D A  has contracted  w ith th e  NAS 
to conduct a nationw ide in du stry  survey to  ob tain  usage levels. T his 
survey will be in itia ted  by a series of question and answ er sessions 
betw een indu stry  and the N ational A cadem y prio r to  th e  issuance of 
th e  survey  itself in late  fall of th is  year.

In fiscal year ’77, the literature search and some collation of safety 
da ta  will begin, using  con trac to r support. In  th is phase, petition  in
form ation will be com bined w ith  lite ra tu re  updates to provide a 
cu rren t safety data  profile.

T he F D A  will th en  evaluate the  resu lts  of the lite ra tu re  search 
and collation, as well as the adequacy of the  tes tin g  suppo rting  the  
regula tion  in term s of p resen t day safe ty  requirem ents. T his evalua
tion m ay well indicate th a t  add itional te s tin g  is needed to  dem onstra te  
th e  valid ity  of continued F D A  approval of the  ingred ien t for its in 
tended  uses. I w ould hope th a t industry -governm en t agreem ent on 
such needs could be reached w ithou t the benefit of cou rt in terven tion.

Flavors
T here  are cu rren tly  m ore th an  1600 na tu ra l and syn thetic  flavors 

used in foods. O f these, 236 are included in our G RAS Review pro
gram . A n other 943 flavors w ere regu la ted  by the  F D A  in 1967. Some 
300 are included in the Flavoring E xtracts M anufacturers Association’s 
GRAS list, and the rem ainder have no t been officially addressed.
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O ur safety review  of flavors is a lready underw ay. T he lite ra tu re  
search has been com pleted and scientific lite ra tu re  review s will be 
com pleted for about 650 flavors before the  end of the  fiscal year.

I t  is w orth  no ting  th a t m uch of the  safe ty  in form ation about th e  
flavors is s tric tly  inferential. Such in form ation is useful w hen judged  
in conjunction w ith te s t data, b u t it m ay be insufficient by itself to 
m eet to d ay ’s scientific standards. I t  is becom ing m ore app aren t th a t 
thorough  evaluation of flavors m ay require som e te s tin g  com ponent. 
I t  is no longer a question of w hether to  test, b u t ra th e r how and in 
w h at o rder of prio rity .

T he F A S E B  cu rren tly  is developing criteria  and recom m ended 
prio rités for evaluating  flavor safety.

Indirect Additives
Ind irec t food additives (those resu lting  from  a food package or 

o ther food con tact surfaces) are receiving increased a tten tion , in 
part because of public concern about polyvinyl chloride. A ctually , 
the F D A  has been reg u la tin g  packaging  since its days as the Bureau 
of Chem istry, in U SD A . T he cu rren t concept of regu la tin g  contam i
nan ts  of food resu ltin g  from  packaging  was born  w ith  the  1958 amend
m ents. T his concept covers an inven tory  of som e 10,000 com ponents 
of packaging, including such ad juv an ts  as stab ilizers and plasticizers. 
W h e th e r a packaging  item  is safe for its in tended use depends on a 
com bination of m igration  studies and tox ic ity  testing . In  m ost cases, 
m igration is not d irectly  m easured b u t instead is estim ated based 
on ex trac tion  studies using  sim ulated solvents.

O u r plans in th is  area call first for an evaluation of our m ig ra
tion  concepts and the derivation of new  analytical m ethodology as 
required. T he  indirect additives will then  be approached by  func
tional categories. Based on lim it specifications for the basic resins 
and ad juv an ts  used in specific con tainers in each category, articles 
will be fabricated and m igration  m easured. If  fu rth er safe ty  te s tin g  
is indicated, our safe ty  review  will follow th e  sam e procedure as 
th a t used for flavor evaluation.

Quality Assurance
R ecent events relative to anim al safety tests  have b ro u g h t in d ic t

m ents by the m edia of general governm ent bu ng lin g  and in d u stry
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fraud. Such ind ictm ents have th e  usual lack of veracity  which all too 
frequen tly  is the  cu rren t approach of the  media. N onetheless, it is 
clear th a t we m ust all pu t our houses in b e tte r order. A ssuring  the 
public th a t we are doing th e  job they  expect of us will require the  
developm ent and im plem entation  of te s tin g  guidelines and w h at we 
have called “good labora to ry  practices.” Once th is  is accom plished, 
cyclical inspections of som e 100 independent and 125 industria l labora
to ries engaged in safe ty  te s tin g  will becom e a w ay of life.

Color Additives
I need no t dwell on the  obvious public em otion and m edia a tte n 

tion  focused on colors. A m ajo r effort will be m ade in th is area th is  
year to  m ake final evaluations of the  petitions to perm anen tly  list 
som e 83 colors still prov isionally  listed. I have com m itted the Bureau 
to  ru ling  up or dow n on th e  safe ty  of these colors by  Septem ber 30, 
1976. F u rth e r  extension of provisional s ta tu s  will be gran ted  only 
w here it can be clearly  justified. F ortu na te ly , of the  83 colors, only 
six  are food colors: FD & C Green No. 3, Y ellow  No. 6, Red No. 3, 
R ed No. 4, Blue No. 2 and Carbon Black.

All of these  p rogram s are safe ty  assessm ent program s. So, in 
sum m arizing, I should try  one m ore definition. Safety assessm ent in 
th e  FD A  boils dow n to  a ra th e r fundam ental catechistical process of 
ask ing  the  righ t questions and g e ttin g  the righ t answ ers. N aturally , 
o u r view s as to  w h at are proper questions and answ ers can vary. W e 
m ust agree, how ever, th a t these questions have to  be asked, and 
p roper answ ers have to  be obtained.

O ur plan for the safety evaluations that I have outlined today is a  first 
step in being sure that we are asking the right questions, questions which 
in fact are rep resen ta tive  of th e  la test and best scientific principles.

Such p rogram s and in itia tives will cost you the tim e of m any 
top  staff people, resources to  finance and carry  o u t tests , and fru s tra t
ing  delays in p lacing  new  products on th e  m arket. A ny o ther p ic tu re  
I could pain t for you w ould be less than  tru th fu l. You can, how ever, 
help us in ob ta in ing  the necessary  resources to  carry  ou t these p ro 
gram s in a business-like fashion. W e cannot be responsive to  leg iti
m ate requests from  consum ers, industry . C ongress o r even our execu
tive branch m anagers w ith ou t resources and adequate funding. W e 
like a lean organ ization  b u t do no t w an t to be an em aciated one, 
too debilitated by fatigue to act decisively in the consum er’s in terest.
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Im plem entation  of these p rogram s also w ould have a definite 
beneficial effect for everyone. I t  will clarify the  situation  so th a t 
everyone will be p lay ing  the  sam e gam e by the  sam e rules. I t  will 
m ake priorities know n in advance so th a t surprises about p roduct 
ingredients will be m inim ized, th us m inim izing dram atic  im pacts on 
in d u stry  p lans and consum er em otions.

T h is all sounds so sim ple and obvious w hen I say it b u t w h at 
are the catches? O ne catch I have already m entioned is F D A  re
sources. If we are forced to continue w ith  a s ta tic  level of resources 
eroded daily by inflation, all bets are off. A n o ther catch is th a t  it 
will take several years to  im plem ent these  plans even w ith  increased 
resources. In the  m eantim e, it will be difficult a t best to  convince 
the public th a t o u r p rio rities and courses of action are the best. I ’m 
sure, for exam ple, th a t the  activ ists have a different set of priorities.

T he final catch is th a t the  job never ends. W e will no t be able 
to  stop after one pass th rough . Safety review  of food additives m ust 
be a cyclical process, w ith  re-evaluations occurring  as science, products 
and consum ption p a tte rn s  change. N onetheless, I th ink  th is  is the  
only w ay to go. I invite your reactions. [The End]

FINAL ORDER PROHIBITS CHLOROFORM AS AN INGREDIENT
A s of J u ly  29, 1976. an y  h um an  d ru g  p ro d u c t co n ta in in g  ch lo ro fo rm  as  an  

in g r e d ie n t  w ill b e  c o n s id e re d  to  b e  a  n e w  d ru g , w h ic h  w ill b e  d e e m e d  to  
b e  m is b r a n d e d , a n d  a n y  c o s m e tic  p r o d u c t  c o n ta in in g  c h lo ro fo rm  a s  an  
in g r e d ie n t  w ill b e  d e e m e d  a d u l te r a te d .  T h e  n e w  re g u la t io n s  p r o h ib i t in g  
th e  u se  o f c h lo ro fo rm  w e re  p ro m u lg a te d  b y  th e  F o o d  a n d  D r u g  A d 
m in is t r a t io n  ( F D A )  o n  th e  b a s is  o f t e s t s  r e s u l t i n g  in  c a n c e r  in  r a ts .  
T h e  p r o h ib i t io n  r e f e r s  o n ly  to  c h lo ro fo rm  a s  an  in g re d ie n t ,  a c t iv e  o r  
in a c tiv e , b u t  e x c lu d e s  c h lo ro fo rm  w h ic h  is  p r e s e n t  in  r e s id u a l  a m o u n ts  
d u e  to  i t s  u se  a s  a  p r o c e s s in g  s o lv e n t  d u r in g  m a n u fa c tu re .  H o w e v e r ,  
th e  F D A  c o n s id e r s  th e  p re s e n c e  o f r e s id u a l  c h lo ro fo rm  a  p ro b le m  a n d  is 
s tu d y in g  i t  in te n s iv e ly  to  r e s o lv e  th e  is su e . A n y  d e c is io n  w ill b e  th e  
s u b je c t  o f  f u tu r e  n o t ic e , th e  A g e n c y  sa id . In  vitro  d ia g n o s t ic  p r o d u c t s  
do  n o t  c o m e  u n d e r  th e  r e q u ir e m e n t s  o f  th e  r e g u la t io n s  b e c a u se  th e  
M e d ic a l D e v ic e  A m e n d m e n ts  o f  1976, w h ic h  b e c a m e  e ffe c tiv e  M a y  28, 
p la c e  a ll in vitro  d ia g n o s t ic  p r o d u c t s  in  th e  d e v ic e  c a te g o ry .

T h e  F D A  a d v is e d  in  th e  p re a m b le  to  th e  o r d e r  t h a t  re fo rm u la t io n  
o f a  h u m a n  d r u g  p r o d u c t  to  re m o v e  c h lo ro fo rm  a s  a n  a c tiv e  o r  in a c tiv e  
in g r e d ie n t  c o n s t i tu te s  a  m a te r ia l  c h a n g e , r e q u i r in g  th e  a s s ig n m e n t  o f  a  
n e w  N a t io n a l  D r u g  C o d e  n u m b e r .

C C H  F ood D rug Cosmetic L aw R eporter, j[ 41,662
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Management 
of Scientific Resources

By ROBERT O. NESHEIM, Ph.D.

D r .  N e s h e im  Is V i c e -P re s i d e n t  o f  Research a n d  D e v e l o p m e n t  o f  T h e  
Q u a k e r  O a t s  C o m p a n y .

TH E  O R G A N IZIN G  C O M M IT T E E  for this session suggested that I 
discuss such areas as an overview of the scientific team with particular 
em phasis on the estab lishm ent of p rio rities and the changing  direction 

of research team s as required  by perceived priorities. In addition, it 
w as suggested  th a t consideration be given to  how the  scientific m an
pow er in in d u stry  m ight be coordinated w ith scien tists in academ ia 
and  governm ent.

I plan to  discuss th is  topic from  four principal a sp e c ts :
(1) the  changing role of research and developm ent in a con

sum er products co m p an y ;
(2) m aking m ore effective use of the  scientific resources of 

a co m p an y ;
(3) som e key a ttrib u te s  of the scientific team  ; and
(4) som e aspects of industria l, academ ic and governm ent 

scientific in teractions.
Before discussing th e  areas outlined, I th ink  it is im p ortan t to 

no te th a t the  scientific resources of an organ ization  are prim arily  its 
people. The end product of the use of these scientific resources depends 
upon the quality  and the  p roductiv ity  of the people. W hile laborato ry  
facilities, equipm ent and bu dg e ta ry  support are im portan t, it is really 
the  quality of the people on the team that makes it produce.

The Changing Role of Research and Development
First, let’s consider th e  chang ing  role of research and development 

in a consum er products com pany. A  little  less th an  ten  years ago, the
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prim ary  role for research and developm ent w as new products. W e 
are no t dealing w ith ju s t a  new products gam e any m ore, however. 
W hile  it is still a significant pa rt of the research and developm ent 
activ ity , it occupies a m uch lesser p a rt of the  to ta l effort today  than  in 
years past.

There is an increasing amount of research and developm ent support 
for cu rren t businesses. In part, th is  has been b rou gh t about by the  
rapid ly  changing  cost p icture th a t has occurred in th e  last few years. 
In  an effort to m ain tain  the  p rice /va lu e  relationsh ips of its p roducts 
in accordance w ith  consum er-perceived needs, it has been necessary to  
devote m ore of in d u s try ’s scientific resources to efforts to m ain ta in  
costs or to  reduce th e  ra te  of cost increases.

L ikew ise, considerable effort has had to go into the m ain tenance 
of quality and, in many instances, to improving the quality of products 
to m eet the changing consum er in terests. M uch effort has been ex
pended in responding to the influence of consum er concerns and gov
ernm ent regula tions as it relates to  ex isting  businesses. T here  have 
been examinations of product and process safety, with the identification of 
po ten tia l areas of vu lnerab ility  and w ork generated  on these to solidify 
our know ledge base and avoid surprises.

Also, nu trition a l labeling has been in troduced, which has required 
considerable ex tra  expend itu re  for nu trition al analyses. Prior to label
ing, m any food products w ere analyzed for th e ir  n u trien t con ten t bu t 
no t in sufficient q u an tity  to  determ ine the sta tistica l reliab ility  of the 
analysis. Once the  num bers w ere p u t on the  label, how ever, th is be
cam e p a rt of the  label claim, and it w as necessary to  have sufficient 
analyses to assure com pliance w ith  label claims.

W ith the  g row ing  support for ex isting  businesses, there has been 
an a ttem p t to broaden the  base of technology th a t supports those cor
nerstone businesses. T h is has been necessary  in order to  m ain tain  the  
qu ality  and profitability  of these businesses du ring  these periods of 
changes in m ateria l costs and consum er values.

Making More Effective Use of Scientific Resources
Now. I will relate  som e of m y observations on how  to m ake m ore 

effective use of scientific resources in a com pany. I th ink  th e  key issue 
to rem em ber is th a t a com pany never has enough scientific resources 
to  fully m eet its needs or in terests. T herefore, it is essential to  estab
lish prio rities for th e  use of these resources.
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In  o rder to  effectively estab lish  prio rities, it is im p ortan t to  have 
a  clearly articu la ted  corporate long-range stra teg y  w hich spells out 
the  s tra teg ic  objectives of the  com pany as it re lates to  cu rren t and 
new  businesses. F or example, it may be a part of the corporate strategy 
to m anage certain  businesses for strong , positive cash flow. O thers 
m ay  be m anaged for grow th . T hese stra teg ic  ob jectives will have an 
effect on the  allocation of scientific resources and the  k ind of resources 
th a t will be placed behind the product lines in  relation  to  the  strategy.

R esearch and developm ent essentially  w orks on a cycle of at least 
th ree  to  five years. M arketing , on the  o ther hand, tends to  w ork on 
sho rte r range cycles of a year o r so. In  th e  absence of a  clearly 
a rticu la ted  corporate s tra teg y , th ere  m ay be frequen t changes in di
rection g row ing  ou t of the  difference in the  length  of these cycles. 
Changes in direction cause m uch w asted  effort in research and devel
opm ent and are very  expensive. T hey  are expensive in term s of the 
exp end itu res for the effort which is lost, the reduced p roductiv ity  of 
th e  research organization , and its adverse im pact on m orale of the  
research team .

Technical Input
I feel it is very  im p ortan t to  have s tron g  technical inpu t into 

s tra teg ic  planning. O ne aspect of th is  is a technical evaluation of the  
vu lnerab ility  of cu rren t businesses. W e are in a period of increasing  
energy  costs, env ironm ental concerns, chang ing  consum er in terests , 
etc. I t  is im p ortan t to  analyze th e  im pact of these factors on the  vu l
nerab ility  of cu rren t businesses. Also, it is im p ortan t in the  strategic 
planning process to  recognize opportun ities for g row th  or new  business 
developm ent w hich m ay be based upon developing technology. L ike
wise, th e  po ten tia l influence of questions of p roduct or process safety 
needs to  en te r  in to th e  p lann ing  process, and the  tactical approach 
th a t should be used to resolve these issues and avoid surprises m ust 
be considered.

Another method of making more effective use of scientific resources 
is th rough  increasing  the  technical inpu t in to the  ongo ing operations 
area of the  com pany. I t  is im p ortan t th a t we continue to develop 
m ore effective system s of quality  assurance, of p roduct and process 
safety, and uniform  product quality . T here  is a g reat need for ex
panded in teraction  betw een operations and research and development. 
I feel m anv opportun ities exist for in terchange of personnel betw een 
research and developm ent and operations. In  some instances th is m ay
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take the form  of only tem porary  assignm ents of one to tw o years in 
order th a t research and developm ent personnel actually  get operations 
experience. In  o ther instances people w ith a year or tw o of experience 
in research and developm ent m ay m ove in to operations w here th e ir  
technology can be im p ortan t in im plem enting m ore effective product 
and process quality  and safe ty  procedures and assure com pliance w ith  
governm ent regulations.

Certainly an important aspect of improving the utilization of scientific 
resources is to m ake sure there is con tinued in teraction  w ith  marketing 
and  operations areas of the  com pany to  ensure app ropria te  program  
reviews. P ro g ress on projects, m eeting  of schedules, review ing of 
p rio rities and developing problem  areas need to  be discussed and issues 
resolved. P rio ritie s  need periodic re-exam ination . T he progress on 
projects needs to  be m easured and, if it appears th a t efforts are being  
nonproductive, consideration should be given to a lternative  approaches 
or project term ination . N onproductive projects, or p rojects for w hich 
there is no longer m anagem ent in terest due to a changing set of con
ditions, should be discontinued early. T he  continuation  of nonproduc
tive efforts is expensive but, m ost im portan t, it is also very hard on 
the  m orale of technical personnel.

I t  is im p ortan t th a t there be research and developm ent involve
m ent in the review  of labeling and adv ertis in g  for technical accuracy. 
O ur labeling  copy and other consum er com m unications m ust convey 
technically  accurate in form ation to consum ers.

A nother im p ortan t area for involvem ent of th e  scientific team  is 
in communicating with management on the scientific basis of key issues 
of curren t or pending  regulation  a n d /o r  legislation. K ey scientific 
people m ust be aw are of w hat is going on and m ake recom m endations 
to  m anagem ent on th e  basis of the  s ta te  of technical know ledge. W ith  
th is  inpu t, the  com pany’s m anagem ent can m ake b e tte r  inform ed deci
sions on these issues.

Some Key A ttributes of the Scientific Team
The leading attribute of the scientific team must be, in my opinion, 

its in tegrity . T he research and developm ent o rgan ization  m ust be 
frank in its discussions w ith  m anagem ent. I t  m ust dig to determ ine 
w hat are the facts, how  solid is the  inform ation, w hat are the potential 
risks in the  data  base, w hat is research and developm ent’s position. 
Research and developm ent m ust m ake a critical evaluation of its own 
work. C om m unications w ith  m anagem ent m ust be frank and open, as
PAGE 4 1 6  FOOD DRUG COSMETIC LAW JOURNAL----JU L Y , 1 9 7 6



m anagem ent m ust m ake sure th a t it is dealing w ith the best scientific 
advice it can have in its  decision m aking.

T he scientific team  m ust aggressively seek in form ation and as
sistance in the solution of technical problem s from w hatever sources 
the in form ation m ay be available. I t  is im p ortan t to avoid the  N IH  
(n o t inven ted  here) syndrom e. M anagem ent has the  righ t to expect 
that the research and development organization is aggressively seeking to 
obtain solid information and making sound technical recommendations.

A n other im p ortan t a ttr ib u te  for the scientific team  is d iversity  in 
the s tren g th s  in its scientific disciplines. I t  is essential to have a 
scientific team  th a t is com posed of h igh ly  qualified people from  m any 
scientific disciplines so th a t th e ir  expertise can be b rou gh t to bear on 
the  com plex problem s we are facing today. People should be high ly 
qualified in th e ir  disciplines and yet th e ir w ork should be adequately  
in teg ra ted  so th a t th e  resources of experts in the various disciplines 
can be directed to the solution of key problem s. I t is im p ortan t for the 
research and developm ent m anagem ent not to  be bound by  o rgan iza
tional constra in ts in the  use of these resources. T here is a need for 
flexibility in th e  m anagem ent of these resources so th a t  th e  necessary 
ta le n t from  w hatever available source can be involved in th e  solution 
of key problem s. T his m ay be accom plished th ro ug h  the  use of task  
forces, pro ject team s or o ther innovative organ izational approaches 
w hich perm it b rin g in g  the necessary  ta len t to  bear on an issue. F re 
quently , the  use of these organ izational approaches which cut across 
trad itio nal organ izational lines provides challenges for scien tists w ith 
in the  organ ization  and provides them  an o p po rtun ity  to  show  th e ir  
capability  of m anag ing  resources in the solution of problem s.

Ability to Integrate Information
W h a t I consider to  be a  very  key tra it  possessed by  the m ost 

p roductive research  personnel is th e  ab ility  to  in teg ra te  in form ation 
from  a w ide varie ty  of sources in the  solution of problem s. Scientists 
m ust be tra in ed  well in the discipline w hich is basic to th e ir  areas of 
specialization. H ow ever, a t the  sam e tim e, th e ir th in k in g  m ust be 
sufficiently broad  so th ey  are able to  g a th e r in form ation from  a wide 
varie ty  of sources and app ropria te ly  in teg ra te  it into the  solution of 
problem s. I th ink  th is is an im portan t aspect of tra in in g  scien tists for 
the  industrial environm ent.

In  the  academ ic area, people m ay engage in m uch m ore narrow  
research in te rests  and deal w ith  significan tly  n arrow  areas of a p rob
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lem. In  the  advanced g radu a te  tra in in g  of scien tists, it frequently  is 
necessary th a t there  be specialization in a narrow  p a rt of a particular 
field in the  developm ent of the  thesis research problem . T his can re
su lt in a h igh ly  tra ined  scien tist b u t one of narrow  in terests , which 
m ay m ake it difficult for him to be m ost p roductive later in the indus
tria l environm ent. T his does not m ean th a t we should tra in  scientists 
w ith  a very  broad  base of know ledge and no depth in a particu lar 
discipline, as I feel it is im p ortan t th a t a sc ien tist have a very s tro n g  
g round ing  in a basic discipline. O n the  o ther hand, he m ust be chal
lenged to  th in k  about in teg ra tin g  the fundam ental in fo rm ation he 
m ay be developing in to the  function ing  of the  whole system . I have 
found th a t the  ab ility  to  in teg ra te  is one of the  key a ttrib u te s  of p ro
ductive m em bers of our scientific team s.

Scientific Interactions
Finally , I w ould like to  tu rn  to  w h at I consider to  be som e of the 

im p ortan t aspects of industry , un iversity  and governm ental scientific 
in teraction. I t  is im p ortan t th a t there be s tro n g  dialogue am ong scien
tis ts  in universities, indu stry  and governm ent. W e look to  the univer
sity  scien tists to pu t m uch em phasis in th e ir research on the  develop
m ent of basic techno logy in th e  tra in in g  of g radu ate  students. W e 
expect governm ental scien tists to  be concerned w ith issues of safety, 
broad public health  questions and those questions of general in terest 
to the population which require large expenditures of m oney and major 
in terd isc ip linary  approaches in th e ir solution. M ost university research 
operations and industria l operations are not equipped to be able to 
handle problem s of th is scope. I t  is extrem ely  im p ortan t th a t each area 
have an un derstan d in g  of the needs and problem s of the  other.

One of the  w ays of accom plishing th is  is increasing the  dialogue 
am ong the  scien tists of these organizations. In d u s try  m ust w ork w ith 
legislative and regu la to ry  people while regu la to ry  agencies need input 
from industrial scien tists for the  evaluation  of the need for— and the 
developm ent of— effective regulations. W hile  in du stry  and regu la to ry  
agency discussions frequently  generate  criticism  from consum erists, 
these discussions are really  in the  best in terests  of the  consum er. In 
effective or costly regulation  is certa in ly  no t in the  in terests  of th e  
consum er or the industry . F requen tly , the  best source of expertise  
ex ists  in the industry , and to  develop regulations w ithou t m aking  use 
of th is resource is equ ivalent to m aking regulations in a vacuum.
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T here  is also a g rea t need for dialogue betw een in du stry  and the 
un iversity  scientists. W hile  th is o ften  involves specific research dis
cussions, th ere  also needs to  be discussion as it  relates to  o ther issues, 
such as food safety, regu la to ry  issues, etc. R egu lato ry  agencies fre
quently  do n o t g e t th e  benefit of th e  scientific input from  academ ic 
sources sim ply because scien tists  in the  un iversity  are unaw are of 
som e of th e  proposed regu la to ry  or leg islative activities. U niversity  
sc ien tists are no t regu lar readers of the  Federal Register or other sources 
of in fo rm ation w hich w ould help to  im prove th e ir  aw areness. T hey  
have a real challenge in keep ing up w ith  the lite ra tu re  in th e ir field 
of in terest. T he th ree-w ay  dialogue am ong industry , un iversity  and 
governm ental scien tists can be helpful, however, in assu ring  th a t  the 
best scientific resources are b rou gh t to bear on key issues. This 
in terchange also can be useful in help ing to  ensu re  an adequate fund
ing base to m eet the needs of un iversities and regu la to ry  agencies as 
a b e tte r  un derstan d in g  is achieved concern ing the  areas needing re
search support. In d u s try  can be helpful in suppo rting  requests for 
research in key p rio rity  areas.

T he en tire  scientific com m unity faces m any challenges today, and 
these will continue in the  future. W e face th e  challenge of m eeting 
the  food needs of a  g row ing  population , the rising  expectations of 
people in developing areas, and also m eeting  the  ris in g  expectations 
in our own coun try  as it re lates to  food safety, food quality , and c o s t/  
benefit relationsh ips as perceived by  the consum er. T hese challenges 
and m any m ore th a t could be listed dem and the best perform ance from 
all scientific resources, w hether th ey  are in industry , academ ia or gov
ernm ent. I t  is essential th a t we all w ork to ge ther if we are to m eet 
the  common goal of assu rin g  an adequate and safe food supply which 
m eets the nu trition al and social needs of an increasingly dem anding
public. [The End]
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DETAILED PRODUCT RECALL PROCEDURES 
PROPOSED BY FDA

Proposed regulations defining the  policy and procedures to be fol
lowed by the Food and D rug  A dm inistra tion  (F D A ) for p roduct recalls 
have been issued by the Agency. T he regulations describe, for the first 
tim e, the specific responsibilities of m anufactu re rs  and d istribu tors in 
the  conduct of recalls. As defined by the proposal, the term  “reca ll” 
does not include a m arket w ithdraw al or a stock recovery. T h e policy 
m akes it clear th a t m anufactu rers and d istribu tors are expected to  
assum e the responsibility  and expense for all product recalls, including 
follow-up checks on their success in rem oving defective products from  
the  m arket. T he adequacy of the recalls will be m onitored  and assessed 
by the FD A .

T he proposed regula tions call on the com panies to  develop detailed 
contingency plans for recalls. T he regula tions also state  th a t the F D A  
should be notified prom ptly  w hen a firm rem oves a product from  the 
m arket, th a t recalls should be initiated w hen requested  by the FD A , and 
th a t reports  on a recall’s p rogress should be sent to th e  A gency on a 
regu la r basis. M anufacturers are asked to keep records which will enable 
them  to trace a p ro d u c t’s distribution , to  use product coding so th a t a 
specific batch or item  can be easily identified, and to  follow up on 
recalls by finding out w hy a product w as defective.

T he proposed regulations apply to  m ost p rodu cts  regulated  by the  
FD A . H ow ever, the M edical Device A m endm ents of 1976 require the 
A gency to follow a som ew hat different policy in connection with certain 
rem edial actions involving m edical devices. T he regulations do not apply 
to electronic p roducts subject to  the R adiation C ontrol for H ealth  and 
Safety Act.

C om m ents on th e  proposal m ay be filed until A ugust 30, 1976.

CCH F ood Drug Cosmetic L aw Reporter, f  43,384
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