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REPORTS
TO THE R E A D E R

Question and Answer Panel of the 
Food and Drug Law Institute, Inc., 
and the Food and Drug Administra
tion Eleventh Educational Conference.
—The Question and Answer Panel held 
during the m orn ing  session of the 
E leventh  A nnual Food and D rug  L aw  
Institu te , Inc., and the Food and Drug 
Administration Educational Conference 
is featured on page 332 in this issue of 
the J o u r n a l .

M em bers of the panel w ere: W illiam  
W . Goodrich, A ssistan t G eneral Coun
sel of the Food and D rug  Division of 
the U. S. D epartm en t of H ealth , E d u 
cation and W elfare; H . Thomas Austcrn, 
M em ber of the W ash ington , D. C. law 
firm of Covington and B urling; K en
neth R. Lennington, Salm onella P ro jec t 
Officer, F D A ; Edward Brown Williams 
of H a rte r, Calhoun, and W illiam s; 
J. Kenneth K irk, A ssociate Com m is
sioner for Compliance, F D A ; Vincent 
A. Kleinfeld of K leinfeld and K aplan 
and John M. Newton, Ph.D ., a rep
resentative of S tandard  B rands Inc.

Question and Answer Panel of the 
F D L I -F D A  E lev en th  E d u cation a l 
Conference—Afternoon Session: Foods 
W orkshop.—T he article which begins 
on page 348 is a record of the afternoon 
session of the F D L I-F D A  E ducational 
Conference’s Foods W orkshop Question 
and Answer Panel. Franklin M. Depew, 
President of the Fcod and D rug Law In 
stitu te, was the m oderator for both 
the m orn ing  and afternoon sessions. 
M em bers of the panel, in addition to 
some of those who partic ipated  in the 
m orning session, w ere Peter H utt, a

m em ber of the law firm of Covington 
and B urling; George IT. Burditt, a mem
ber of the law firm of Chadwell, Keck, 
K ayser, R uggles & M cL aren ; Bernard 
F. Daubert, Ph.D., D irector of N u tri
tion at the G eneral Foods C orpora
tion, John A . Kedaior, a m em ber of 
the B ureau of E ducation and V olun
ta ry  Com pliance of the Food and D rug  
A dm inistration, and A lfred  Barnard, 
D irector of the Bureau of R egula tory  
Com pliance of the FD A .

Questions and answers reflecting the 
material discussed in the Drug Panel 
W orkshop  at the afternoon session of 
the Conference were presented  in the 
April, 1968 edition of the J o u r n a l .

Fair H earing in Administrative Rule- 
Making: A Recent Experience Under 
the Federal Food, Drug and Cosmetic 
and Fair Packaging and Labeling Acts.
— In th is article, a rep rin t fro m  the 
Duke Lam Journal, which begins on page 
366, W esley E. Porte presents his views 
concerning the necessity of a public 
hearing to discuss regulations designed 
to govern the labeling of foods under 
the F a ir P ackag ing and L abeling Act. 
H eretofore, the Com m issioner of Food 
and D rugs has denied all requests for 
a public hearing, after considering the 
objections of all in terested  persons and 
m aking few m inor am endm ents to the 
regulations. In  support of his personal 
views on the subject, Mr. F o rte  re 
views the hearing provisions of the 
Act, and discusses the position of the 
Food and D rug  A dm inistration  con
cern ing the legal aspects of the p rob
lem. Mr. F orte , a m em ber of the P en n 
sylvania Bar, is an a tto rn ey  w ith the 
Borden Company.
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Rod Diug-Cosmetic law

Question and Answer Panel 
of the FDLI-FDA Eleventh Annual 

Educational Conference
The Following Material Is from the Morning Question and Answer 
Panel, Moderated by Franklin M. Depew, and Featured on November 
27, 1967 at the Eleventh Annual Educational Conference of the Food 
and Drug Law Institute and the Food and Drug Administration.

Questions Addressed to Mr. Goodrich
Q. On several occasions, types of scientific information which should 

be included in our New D rug  A pplications (N D A ’s) have been su g 
gested  to us by scientific represen ta tives of T he Food and D ru g  
A dm in istra tion  (F D A ). W h a t au tho rity  do such verbal recom m enda
tions carry  ?

A. T hey carry  only the review er's ju dg m en t on w h at will be 
needed to  ge t the  N D A  approved. Of course, everyone should un der
stan d— I believe they  do un derstan d— th a t a firm has the r ig h t a t any 
tim e to  s tan d  on the data  as subm itted  and request the filing and 
ad jud ication  or ju dg m en t on the  N D A  as it stands. O ur regulations 
gu aran tee  a p rom pt hearing  on any such case in which a difference of 
opinion arises betw een the review er and the com pany over the ade
quacy of the data.

O. In  a recent response to Mr. Jarm an, some U . S. Pharmacopeia 
(U S P ) articles w ere sta ted  to be exem pt devices. D oes th is  consti
tu te  a change in the trad itional a ttitu d e  of FD A  th a t all U S P  artic les 
are drugs and no t devices?
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A. The whole issue of what is ostensibly a device or drug is now 
in the tw o cou rts— the 2nd C ircuit in the A M P  S u tu r e  case and the 6th 
c ircuit in the  D ifc o  D is c  case. M y honorable opponent, Mr. W illiam s, 
is in the  D ifc o  case and there isn’t any change in a ttitu d e  th a t I know 
abou t over this. W e did take the position in the New Y ork F ederal 
D istric t C ourt th a t m aterials recognized in the U S P  w ere for th a t 
reason drugs, and Judge T enny  disagreed w ith  us on th a t po in t bu t 
agreed th a t the product itself w as a d rug  and a new drug.

Questions Addressed to Mr. Kirk
Q. W ill you please review  briefly the s ta tu s  of the proposed pe ti

tion  regula tions in view of the com m ents filed by industry .
A. W e received a large num ber of com m ents and, as Mr. Good

rich said th is m orning, m any of them  w ere d irected tow ard  the  non- 
or the indirect-additive problem . Mr. Goodrich said he w as sure our 
people are looking in to  it, or w ould be looking in to it. I can assure  
you they  are looking in to it very  seriously. I th ink  th a t we ough t to  
ge t these out early  in 1968 bu t th a t’s a “crysta l ball” guess. I th ink  
we need revision of the  regula tions on food additive petitions to  ge t 
b e tte r  ones, to  get them  out. I happen to be the com plain t departm en t 
w hen people don’t th ink  th ey ’re g e ttin g  service and it is really discon
certing , som etim es, to  find th a t the  reason th a t they  d idn’t get service 
w as because the petition  itself was som eth ing  of a mess.

Questions Addressed to Mr. Austern
O. W h at is the rela tionsh ip  betw een law yers and the  food and 

d rug  press ?
A. T o  quote Mr. A m bassador A bba E ban, w ho once called the  

re lationsh ip  betw een politicians, diplom ats, and the press “unila tera l 
belligerency,” I w ould ju s t suggest th is : R eporters, how ever zealous 
and pertinacious, very  often do no t un derstan d  th a t a law yer cannot 
discuss his c lien t’s affairs publicly. A law yer cannot argue his cases 
in the press. H e sim ply cannot, w ith  the  applicable code of ethics, 
give press s ta tem en ts  about his clien t’s affairs. I th ink  th a t is the  
m ost th a t I can say. I t ’s very  difficult w hen a fellow, w hom  you know  
and like, w an ts a sto ry  and you are not perm itted  to  tell him  about it. 
B ut I th ink  any other operation— any o ther m odus vivendi w ould 
destroy  the a tto rney -clien t re lationsh ip  and privilege. A nd it is th e  
clien t’s privilege.
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Q. D o you agree w ith  the Suprem e C ourt on the effect of an 
F D A  announced in te rp re ta tion ?

A. Of course I agree w ith  the Suprem e Court. W e go t beaten— 
and the surprising thing is that Mr. Austern got up here this morning 
and found me duplicitous. W hen I was say ing  th a t the regu la tions 
have the force and effect of law  I was sim ply qu o ting  from w h at the 
Suprem e C ourt m ajo rity  opinion did to  us. T hey  found us quite 
wrong in believing that there was such a thing as an interpretive regulation.

Moderator
I should like to com m end to each of you Mr. G oodrich’s speech 

in H onolulu  last sum m er. I com m end it to  you because I have g rea t 
difficulty in u n derstan d in g  it. As I follow the argum en t, there  are 
some circumstances subscribed a little more strenuously than perhaps 
the  Suprem e C ourt did, in which an in terpretive  regulation  m ay be 
challenged prior to its actual enforcem ent. Mr. Goodrich lays ou t 
som e lim itations— no factual issues. B u t as nearly  as I can in te rp re t 
the  rest of it— the suggestion  is th a t if you don 't do it p rom ptly  they  
will plead laches— th a t is delay. If you do it too prom ptly—they  m ay 
say there are fact questions so you can’t do it th a t way. A nd I ’m not 
too clear. I know  a little  bit about the case and the only th in g  I hope 
is th a t we don’t have to  keep a rg u in g  about it.

Mr. Goodrich
I certa in ly  agree w ith  the la tte r  s ta tem en t. My education in the 

case has been recent and intense, as you probably know, and so w ith  
th a t aside we can go to the next question.

Questions Addressed to Mr. Goodrich
Q. If physicians are so ill-equipped therapeutically , is it not the 

responsib ility  of the m edical schools instead of the indu stry  and its 
adv ertis in g?

A. I th ink  its generally  agreed am ong the profession, any realistic  
person in the profession, th a t th e re ’s been so m uch developm ent in 
d ru g  th erap y  and its been so fast, th a t a g rea t m any of to d ay ’s physi
cians w ere no t educated a t all in m edical schools about the products 
th ey  are using  in their practice. W e agree of course th a t there is 
room  and a need, for the  m edical schools to g rea tly  expand th e ir 
teach ing  of d rug  therapy , bu t nonetheless th is is the case in w hich

Q u e s t io n s  A d d r e s s e d  to M r . G o o d r ic h
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the prescrip tion  d rug  in du stry  has m oved in to the  post g radu ate  
education of a physician. M ost of the education of the physician, once 
he leaves m edical school, is supported  one w ay or ano ther by the 
advertising  dollar and all w e’re asking is th a t it be tru th fu l and in 
form ative.
2 n d  p a r t  o f  q u e s t io n :

H as anyone surveyed the practic ing  physicians as to  w hether or 
not they w an t a d rug  com pendium  ?

A. T his w as a question raised by Mr. S te tle r before the N elson 
C om m ittee and it is a good question. No one has m ade a “ Gallup- 
ty p e” poll of the  profession over w hether they  w ould like to  have such 
a com pendium . W e do know  th a t they  use “P hy sic ian s’ D esk R efer
ence” as one of she m ost im p ortan t sources of inform ation. I t  is a 
single volum e of the kind of in form ation we are ta lk in g  about, bu t it’s 
lim ited to those products th a t the com panies seek to advertise there. 
F o r exam ple, it doesn’t  have the com plete line of any drug  producer. 
W e, in FD A , th ink  it im p ortan t to  do tw o th ings. F irs t, to have all 
drugs available and second, to have these descrip tions m ade in a non- 
prom otional and non-advertising  style.
3 r d  p a r t  o f  q u e s t io n :

If private en terp rise pu ts up the m oney for such a com pendium , 
will they  have any say in its con ten t?

A. O f course they  will have a say in its con ten t in te rm s of hav
ing the  product approved th ro ug h  the new d rug  procedures— they 
in itia te  the  package in se rt; they  w rite  it for them selves. W e do som e 
editing  on it. T here  w ould be som e fu rth e r editing  in the  com pendium  
in term s of a single w rite-up  for a product. In  the presen t P D R , for 
exam ple, there are several w rite-ups of reserpine under trade  nam es 
and th ey ’re not all the same. If we have a N ational D ru g  Com pendium  
it w ouldn’t be possible w ith in a ten-foot shelf to  have all the  different 
brand name products separately described. But it would be possible to 
have a uniform  package descrip tion for the products th a t are the  sam e 
and it w ould be, in our th in k in g  a t least, com plete full oppo rtun ity  for 
indu stry  to  participate. Dr. G oddard has said, and I can repeat I ’m 
sure w ith  his approval th a t, “we prefer th a t th is w hole th in g  be done 
by private  in d u stry .” B u t w e’re th in k in g  of m oving ahead if th a t 
doesn’t come about.
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Q. Y ou m entioned organism s o ther than salm onella th a t should 
be e lim inated  from  our foods and drugs. P lease elaborate and nam e 
them  in o rder of th e ir  po ten tia l hazard  to  health.

A. I don’t believe I would be able to nam e them  in the order of 
th e ir  po ten tia l hazard to health . I t 's  a case of g e ttin g  a pa thogen  in 
th e  r ig h t place, a t the righ t tim e, w hen it m ay produce a fu lm inating  
infection. W ith  respect to  the general group of organ ism s th a t we 
can expect to  find in products th a t have been prepared under in san i
ta ry  conditions, under conditions w hereby they  m ay be con tam inated  
w ith  hum an excrem ent, we have the E-coli. Of course there is alw ays 
the  possibility, and it is no t in frequent, for shigella infections to  affect 
large num bers of persons. W e have clostridium  perfringens. T here  
is ano ther organism , vibrioperihem oliticus, the ex ten t of w hich we 
are not sure— in fact we know  very  little  of its ex ten t in th is  cou n try  
now ; ye t it is by far the m ost com m on food borne in fector in Jap an  
and som e of the  O rien ta l countries. A nd of course we g e t in to  the 
area  of viruses. I t ’s been reported  th a t th ere  are som ew here in the 
v icin ity  of over 100 viruses th a t m ay occur in the  hum an in testinal 
trac t. I t  w as on th is basis th a t I m ade the observation, th a t w h at we 
do to contro l Salm onella has very definite benefits in contro lling  or 
preventing infections caused by these other intestinal occurring organisms.

O. W h a t consideration  has FD A  given to the long range pos
sib ility  th a t over-sanitation  will rem ove a large body of m iscellaneous 
an tig ens th a t the  population  is exposed to. th us leading to  a future 
ca tastrophe  because of lack of w ide im m unity?

A. F rankly , I don’t th in k  th a t the Food and D rug  A dm inistra tion  
a t th is stage of the gam e has given much consideration to over
san itation . I t  has been our general experience, and I believe th a t the 
Com m unicable D isease C enter (C D C ) sta tis tics  will sup po rt our posi
tion, th a t we are a long w ay from  reach ing  a salm onella-free or a 
salm onella-negative environm ent. A nd so long as we are having
20,000 reported  cases of Salm onellosis per year, we are no t approach
ing  a s ta te  of san ita tion  and cleanliness th a t constitu tes a hazard.

Questions Addressed to Mr. Austern
O. W h y does not the  legal profession spell out the health  and 

safe ty  of the  public as a forem ost ethical consideration in the  practice 
of law ? A head of corporate profits?

Q u e s t io n s  A d d r e s s e d  to M r. Len n in g ton
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A. W hoever w ro te  th a t I w ould like to  take to  a sem inar— 
because I th ink  it dem onstra tes w hat you can find in the Bible, 
Shakespeare, C haucer, Je rry  B entham , and in th is m eeting in the 
w ay of a m isunderstand ing  of the function of a law yer. W ith o u t a t
tem p tin g  to  do th a t, I ’ll ju s t offer th ree little  th ings th a t m ight be 
w orth  th in k in g  about.

A doctor doesn’t inquire in to  the m orality  of a sick person w hom  
he has been asked to  advise as to  therapy .

M ost law  enforcem ent, as any p en e tra tin g  stu den t of governm ent 
know s, reflects high level, ethical, legal advice. If th a t w ere no t true , 
there could really  be no effect of law  enforcem ent. T he courts, the  
adm in istra to rs , a ren ’t able to carry  it on. T h a t is a fact cf life.

A nd th ird , I th ink  every adm in istra tive  official know s th a t con
structive  solu tions in the public in te rest very  often are ham m ered 
out by the  law yers, bo th  in governm ent, and ou t of governm ent.

O. If key public health  issues are not publicized i.e., are discussed 
only at closed C ongressional hearings and o ther sim ilar restric tive  
environm ents, howr will the public becom e educated to these issues, 
w hich in som e cases m ay m ean life or death to  them ?

A. I hope it is clear and no one ever has or should disagree, that 
if there is im m inent danger to health , the FD A  m ust take to  the  a ir  
and to  the new spapers and w arn the  public. Now  beyond th a t, not 
every  C ongressm an, every C ongressional C om m ittee staff, or every 
reporter, is tru ly  com peten t to  evaluate m edical questions. Conse
quently , I suggest to  th e  questioner th a t, if th ere  is a life and death 
issue th ere  is n e t only no inhibition , b u t there  is a du ty  to b rin g  it 
hom e to  every A m erican m an and wom an. A nd if th e re ’s no t a ques
tion of life and death, then  the FD A  should use all available scientific 
and m edical experts to  get the answ ers. I th ink  Mr. Goodrich adverted 
to  the reference on efficacy of certain  drugs to the N ational A cadem y 
of Science. T h a r’s the wray to do it and no t to  have every repo rte r 
or every C ongressm an e ither scaring  the public or g iv ing them  
m edical advice.

Questions Addressed to Mr. Kirk
O. W hen will the  code of Good M anufactu ring  P ractices for foods 

m entioned by Mr. G oodrich be published?
A. I th ink  m y crysta l ball here is p re tty  good. I t  should be in 

the F ederal R eg ;s te r e ither late th is  week or early nex t week, and it
QU ESTIO N  AND ANSW ER PA N EL----FD LI-FD A  CONFERENCE PAGE 3 3 7



is being published as a proposal. W e hope you people will look it over 
very  carefully  and let us know  w hat you th in k  of it. Inciden tally , I 
m igh t m ention rig h t here th a t w hen we pu t ou t proposals, every once 
in a w hile we g e t told, “Look w h at you go t back. E verybody th a t 
w ro te  found som eth ing  w rong  w ith your proposal. N obody w rote and 
said they  liked it.’’ A nd yet I am sure th a t som e of these are liked 
by a g rea t m any people, b u t we don’t get “we ag ree’’ le tte rs  very 
often. W e did once.

Q. Incom ing m aterial is rejected  by our Q uality  C ontrol In spec
to rs  in the  receiving area. If we notify  F D i\, it is reported  as seized 
a t our p lan t w ith ou t any acknow ledgem ent th a t it had been rejected  
and refused by our personnel. Could th is be changed to repo rt it as 
seized w hile a ttem p tin g  delivery or after being refused delivery by 
ou r p lant, th us no t penalizing our p lan t by  reflecting or in sinu ating  
th a t our p lan t uses substandard  or unfit m ateria l?

A. W h en  we get th is kind of a report, which shows that the mate
rial w as illegal, adu ltera ted  or w h at have you, a t the  tim e it was 
received in the  plant, we proceed by seizure and the libel, of course, 
has to  say w here it is. O therw ise the  M arshall w ouldn’t know  w here 
to  go to m ake the seizure. B u t as far as the Food and D rug  A dm in
istration is concerned, we put out no publicity that the X Y Z  Co. had 
som e unfit m aterial on hand. F u rth erm ore , in our Notice of Judgm ent, 
w hich is published a fte r the case is closed, we do no t lis t the  nam e 
of the  firm w here the goods were found, w hen the violation took place 
before the  firm received the  goods. T he N otice of Jud gm ent lists the 
nam e of the  firm responsible for the violation.

Questions Addressed to Mr. Goodrich
Q. Please explain clearly  ju s t w hy it takes so long to  find a 

hearing  exam iner for the d ietary  regulations hearings?  Second, w hy 
are you calling it v itam in-m ineral regu la tions?

A. T h e  reasons for delay in ob ta in ing  a hearing  exam iner were 
f i r s t ,  Congress cu t off our appropriations for pay ing for one to be 
borrow ed. I t  forbade the  use of funds to  reim burse o ther agencies 
for a borrow ed hearing  exam iner. A nd we have set about try in g  to 
rec ru it one th ro ug h  the Civil Service Procedures. On the second 
question , I m ight say I have no th ing  to  do w ith  t h a t ; the  H earin g  
E xam iner is no t under m y ju risd ic tion  and no t under m y control. M r. 
K irk  is undertak ing  the  job of recru itm ent.
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Q. W h y  are you calling it the “ vitam in and m ineral“ regula tions ?
A. Sim ply, i t ’s a sho rthand  m ethod of describ ing w h at we w ere 

ta lk ing  about. I apologize if I ’m inadequate on that.
C o m m e n t  b y  M r .  K i r k  o n  f i r s t  p a r t  o f  la s t  q u e s t io n :

W e did get from  the  Civil Service Com m ission a reg ister of 
eligible hearing examiners, and there were seven names on the list. W e 
contacted each of them and found four who thought they might be in
terested. W e had conversations with each of the four and we thought 
w e w ere ju s t to  the po in t of h iring  the exam iner, w hen the rules cam e 
out th a t for the tim e being we could no t appoin t anyone from  outside 
the F D A  to  any job. I guess you could appeal to the W h ite  H ouse 
if you ju s t had  to  have the m an, b u t for the m om ent we are blocked 
in th a t area and w e’re hoping th a t it will open up quite soon. W e do 
have a couple of people w ho w an t the  job, and frankly , one of them  
should be hired soon.

Questions Addressed to Mr. Goodrich
O. W h y  was publication of N otices of Ju d g m en t d iscontinued? 

E xcerp ts in F D A  P apers are fine bu t do not fill the sam e need.
A. T he old system  of publication w as discontinued after a re 

view by Mr. Cron, w ho is the A ssistan t C om m issioner in charge of 
th is so rt of com m unications. W e have cooperated w ith  the F D A  
P apers in supply ing  them  the sho rt form s and the m ain advan tage 
so far is th a t they  are m uch m ore curren t. W e all un derstan d  the  
need to  pu t in som e m ore facts and we are exam ining the  possibilities 
of doing th a t, a rd  at the  sam e tim e keep ing them  curren t.

Q. T he Senate has included Senator L o n g ’s G eneric D rug  Bill 
in the Social Security  A m endm ents of 1967 passed last week. If th is 
becom es law, w hat will F D A  do to im plem ent the  N ational F orm ulary  
and other provisions of the bill which FD A  apparently opposes at present ?

A. T he orig inal F D A  opposition to the L on g  F o rm ulary  Bill 
w as based on different provisions than  now exist. If the bill th a t was 
enacted last week becom es law we will have th ree  jobs fundam entally . 
F irs t, to  prepare, in cooperation w ith  the  F orm ulary  Com m ittee, a 
fo rm ulary  of drugs expressing or listing all those drugs that are likely 
to  be needed w ith in  the age grouos, along w ith  adequate p rescrib ing  
inform ation, suppliers and supp lem en tary  price lists. W e will be 
obligated to  develop a special m eans, by 1970, in w hich we can assure  
the public of com plete reliab ility  of all drugs w ith  the sam e generic
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nam e b u t sold under a varie ty  of trade nam es. W e will be ob ligated  
to  develop som e additional prescrib ing  in form ation for the form ulary  
for products th a t w ere never cleared th ro ug h  the  new  drug  procedures. 
B u t the tim e lag  allow ed in S enator L ong’s bill was to  allow us an 
o p po rtun ity  to “ tool-up” to  handle the job.

Question Addressed to Mr. Lennington
Q. Have you established a negligible level of salmonella in foods?
A. No we have not. W e have no t a ttem p ted  and I don’t feel 

w e are likely to  try  to  set a to lerance for a pathogen or d isease-produc
ing organism  in foods. Now, i t ’s inescapable th a t there  is essentially  
a bu ilt-in  level by  reason of our m ethodology. T he salm onella d e te r
m ination  is cu m b erso m e; it is a slow and long draw n ou t one. Con
sequently , any labora to ry  is lim ited in the  num ber of de term inations 
it  can m ake. T hus, w hen we are looking a t ten  or possibly tw elve—- 
25 gm. portions or w e’re checking possibly ten  or tw elve— 100 gm. 
portions, instead of looking for salm onella in X tons of foods, ac tually  
we are checking 12 portions to determ ine if th e re ’s salm onella in it.

T o  repeat and to  em phasize, we do no t have a negligib le level 
nor a to lerance for salm onella in foods. Of course you alw ays en
cou n ter the s ituation  w here you m ust m ake som e so rt of adm in istra
tive decision w ith  respect to  action based upon these particu lar resu lts  
and the  circum stances.

Questions Addressed to Mr. Austern
Q. In  your opinion, is there  any type of objection th a t could 

have been m ade to  the F a ir  P ackag ing  and L abeling  R egulations 
w hich w ould have resu lted  in a hearing  being ordered, on th a t ob
jection , by the  F D A ?

A. In  the  first place, I hope i t ’s clear th a t if the  objection made 
to a final order is only a legal objection, the courts have held that no 
public hearing  is necessary. A long w ith  Mr. Goodrich I yield to  the 
courts in a case in w hich I w as clobbered. Beyond th a t, M r. B urd itt, 
w ho will speak th is afternoon, has talked a t som e length  on th a t 
p a rticu la r issue. As far as I ’m concerned th is m orn ing  I w ould like 
to  suggest only th is. T h e re ’s alw ays been confusion about the p u r
pose of a public hearing  in section 701, w hich Congress provided after 
extensive debate betw een 1935 and 1938. I ts  p rim ary  purpose is n o t  
co u rt review . I ts  p rim ary  purpose is that he who regulates is supposed
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to  come and set forth  under oath, the facts on w hich he will regulate , 
rem em bering  th a t the  regula tion  becom es th e  law  of the land and a 
penalty  for violation is seizure, abso lu te crim inal liability  and the 
possib ility  of an in junction . Because of those sanctions, C ongress 
provided th is  com plicated, difficult, b u t all im p ortan t requirem ent, 
nam ely, th a t he w ho regulates come and set fo rth  the  facts on w hich 
he bases his regulations. N ow  as far as go ing to  court, I suspect th a t 
every experienced m an and w om an in th is room  know s th a t anybody 
who goes to court against the F D A  has 2 strikes on him and properly
so. O n any court review  m y eloquent and able advocate friend, Mr. 
G oodrich, invariab ly  w ins. H e talks about the public health , the 
judge g rabs his tum m y and never second guesses the  FD A . Beyond 
th a t, the  m ain purpose is w h a t I ’ve stated . N ow as far as the details, 
the  F a ir P ackag ing  regulation  objections, I sim ply suggest th a t a 
m an proposes and objects b u t the F D A  disposes and in th is instance 
they  have.

Q. C om m unication w ith  th e  public concern ing a p roduct in adver
tis ing  seem s to  require  sta rtling , or s tim u la ting  sta tem en ts  to  be effec
tive. T he  consum er m ay even be know n, if polled, to d iscount some 
of th is poetic license. O u g h t adv ertis in g  to  be only literal and un 
im aginative ?

A. I t  is a little  difficult to  penetra te  this. I th in k  we w ould g ran t 
the  proposition  th a t good advertising  m ust a t least be s ta rtlin g  and 
stim u la ting  in term s of a ttra c tin g  in terest. I t  seem s today  to  be done 
m ore w ith  fem ales than  abou t the product. N ow  as to  the second 
suggestion , th a t the  consum er m ay even be know n, if polled, to  dis
count it, on all I ’ve seen in th is field, I quite agree. W e seem to have 
a lite ra te  and in te lligen t population  qualified to  vote, and elect our 
represen tatives. I ’m no t sure th a t anyone ever th o u g h t the  consum er 
w as as stup id  as som e of the guard ians w ould believe. B u t beyond 
th a t, we now have m any s ta tu te s  w hich m ake it clear th a t if there  is 
a false and  m islead ing s ta tem en t in advertising , e ither d irectly  or by 
im plication, or because som eth ing  is left out, it is actionable. M ore 
th an  th a t, in the field of food, drugs, and cosm etics, it is crim inally  
actionable. I t ’s actionable by in junction , if there  is any public health  
question. A nd as far as prescrip tion  advertising  is concerned I th ink  
it’s b e tte r  for me to  give the  card to  M r. Goodrich.

Mr. Goodrich
N o th ing  in any  of our prescrip tion  d rug  adv ertis in g  regulations, 

as they  now exist, o r as th ey  are proposed to  be placed in operation,
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w ould require advertising  to  be e ither literal or unim aginative. A nd 
if you don’t believe it, pick up M edical W orld  N ew s or any other 
com parable m agazine and have a look a t how the  indu stry  is com 
m un icating  to  the prescribers. W e have m ade it clear from  the very 
first effort in regulation  in th is field, th a t w e’re no t opposed to  the 
use of g raph ic and persuasive p resen ta tions for drugs. All we w an t 
them  to be is tru th fu l, and w ith ou t m isleading im plications, and to 
contain  in fair balance the adverse m aterial along w ith  the good. Now 
w e’ve taken  the  position th a t advertising  prescrip tion  drugs is dif
feren t from  advertising  100 m illim eter cigarettes, or a new  car or 
any th ing  of th a t kind. A nd Congress has said th a t you do have to 
have, in the  ads, a s ta tem en t of the adverse effects along w ith  the 
good. B u t the  volum e of prescrip tion  drug  advertising  has n o t gone 
down. T he volum es of sales for p rescrip tion  d ru g  com panies has no t 
decreased. A nd w e’re confident th a t n o th ing  in our proposals will 
in terfere  w ith  good adv ertis in g  practices.

Questions Addressed to Mr. Goodrich
O. Is there  any cu rren t indication th a t there  will be a request for 

judicial review  of the F a ir  P ackag in g  and L abeling  A dm inistra tion  
(F P L A ) regulations?

S e c o n d  —• w hen will final F a ir  P ackag ing  and L abeling  R egula
tions as they  apply to  drugs be issued ? W hen  will the above regu la
tions be m ade effective?

A. W e have no indication one w ay or ano ther on the  judicial 
review . T he tim e runs out, I believe, D ecem ber 19th and under the 
cases th a t we have in the C ourts of A ppeals, any in terested  consum er 
has enough in te res t to  p recip ita te  judicial review . W e’ll sim ply have 
to  w ait th a t tim e out, and once th a t tim e passes, it m ay even be 
possible to  challenge the  regula tions a t a  la te r tim e.

Q. W hen  will the regula tions on drugs be issued?
A. W e hope w ith in  the  nex t ten  days or tw o weeks.
O. W hen  will they  becom e effective?
A. T hey  will have an effective date arranged  m uch sim ilar to  

w h at we had on food to  allow for the use in an orderly  w ay of ex isting  
stocks and the transitio n  to  the  new  regulations.

Question Addressed to Mr. Kleinfeld
Q. W h a t can a com pany do w hen a dem and is m ade upon it under 

th re a t of action by the FD A , if the com pany does no t believe th a t a
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dem and is w arran ted ?  Even thou gh  the com pany in the end m ay 
prove to be in the right, the damage is done by the adverse publicity.

A. Well, this is one of the most stultifying th ings to  the law yer 
in the  Food and D ru g  area. N ot in frequently  a law yer tells a client 
th a t w h at the client w an ts to  do is correct and th a t the position of the 
FD A , in the law yer’s opinion, is dead w rong. N evertheless, the com 
pany frequently  says even though  th is is so, I am so scared of public
ity  th a t I ju s t w on’t  do w h at you say is perm issible.

M y answ er is this. I have a sneak ing suspicion th a t once in a 
while a governm ent agency will s ta r t a regula to ry  action no t based 
on a position th a t the  governm ent feels is sound, bu t on the  belief, 
w hich often is true , th a t the  com pany, because of the fear of publicity, 
will no t defend. M y answ er to the question  is this, and there  is only 
one answ er: T he com pany pu ts the question to  its atto rney . If the 
a tto rney  th inks th a t the dem and is righ t, or probably  righ t, you give 
the  governm ent w h at it asks for. If the  counselor, how ever, says, in 
his opinion, the dem and is w rong, you refuse the  dem and and you 
stand  on your hind legs. A nd if the  governm ent s ta rts  a regu la to ry  
action, publicity  or not, you defend.

Question Addressed to Dr. Newton
Q. W h a t in your opinion is the  outlook for w orkable solutions 

and vo lun tary  com pliance by  industry , ( a )  by individual companies 
and ( b ) by industry associations ?

A. M y basic concept of law  is th a t there  m ust be vo lu n tary  com 
pliance. In  o ther w ords the  governed m ust be w illing  to  be governed. 
In  m y estim ation, th ere  is an excellent chance for vo lu n tary  com 
pliance from  industry . I believe th a t som e very  sm all com panies m ay 
need a lo t of assistance in th is area. T his opinion, I th ink, pu ts me in 
very good company because it so happens that Dr. Goddard said in a 
speech last Spring, “ If I w ere no t hopeful th a t business has the capac
ity  to  im prove its ab ility  for self-regulation , I w ould no t spend th is 
m uch effort discussing the  m atter. B u t I am op tim istic .” So am I.

Question Addressed to Mr. Austern
Q. If processing records are tu rn ed  over to  an F D A  inspector, 

w hat p rotection  does th e  m anufactu rer have th a t these will be kept 
confidential, if that person leaves the employment of the FD A  ?
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A. As you know, the whole area of factory  inspection is to  be 
ven tila ted  th is  afternoon. B u t I th ink  a quick answ er to th is is, first 
—  T itle  18 of the F ederal C rim inal Code, as well as the provisions 
of the  F D C  A ct, proh ib its any  em ployee from  releasing confidential 
inform ation. Second, it m anifestly  is a very elusive area. I know  no 
solu tion  because only in certain  o ther areas of the w orld do they 
engage in brain-w ashing.

Question Addressed to Mr. Williams
O. Dr. G oddard sta ted  th a t the public is dem anding be tte r drugs, 

foods, and assurance of th e ir  safe ty  and efficacy. Do you believe th is 
hue and cry is really  from  the  public or is it prom oted by the F D A , so 
as to  cause such reaction  from  the  public?

A. I have no doub t th a t the public w ould like to  have b e tte r  
foods, drugs, and cosmetics and better everything else which is in the 
m arketplace. I also have no doubt th a t th ro ug h  certain  consum er 
organizations, w ho have designated them selves as rep resen ta tives of 
the  public, th a t a certain  hue and cry is being raised, w ith  respect to 
the  quality  of the goods w hich are on the  m arket. A nd I do n 't th ink  
anybody can doubt, a fte r lis ten ing  to  Mr. A ustern , th a t the  F D A  is 
m aking its con tribu tion  in th is field.

M ay I m ake ano th er com m ent since Dm ta lk ing? W e heard  th is 
m orning, a good deal about com m unication and inform ation. T his 
m ay seem  tan gen tia l b u t I should like to  say it anyw ay. T his a fte r
noon P e te r  H u tt is going to  ta lk  on F ac to ry  Inspection . I have no 
idea w hat he is go ing to  say. B u t I hope th a t he will enter som ew hat 
in to the field of w h at the  Food and D rug  Inspecto r should tell to  the 
em ployees of the com panies whose prem ises he is inspecting. U nder 
the s ta tu te  as I read it, there  is no requ irem en t th a t the em ployee talk  
to  the  inspector, a t least beyond the po in t of facilita ting  the inspection 
w hich the inspector is au thorized  to m ake under the  s ta tu te . I hope 
th a t som e consideration will be given to  th is p ro p o sitio n : th a t the 
em ployee, w ho really  doesn’t know, in th is m aze of regula tions behind 
the  inspection, th a t he doesn’t have to  talk  to  the inspector. I th ink, 
as a constitu tional m atter, and as a s ta tu to ry  m atter, the F D A  should 
consider te lling  him  that.

Mr. Austern
I feel I ou gh t to  add one o ther com m ent on the question about 

em ployees w ho w ork for the F D A , then go ou t in to business.
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I ’ve heard  a g rea t m any com plain ts and apprehensions on th a t 
point. B u t I have never seen w h at I w ould regard  as a fully docu
m ented case in w hich a m an w ho w orked for the  F D A  w ent ou t in to 
in du stry  and utilized in form ation h a t he had obtained in the  course of 
his official duties. If any such ca^e ever was presented, I w ould have 
no hesitation  in tak in g  it to the  F D A  w ith  com plete confidence th a t 
they  w ould in s titu te  prosecution, as a sa lu ta ry  exam ple.

O f course people becom e educated , generally , b u t as far as g iving 
aw ay any trade  secrets I have yet over 35 years to  see w h at I w ould 
regard  as a docum ented case th a t th a t has happened.

Mr. Williams
I hope th a t I was n o t m isunderstood. I was no t ta lk in g  about 

F D A  em ployees. I w as ta lk in g  about w h at the F D A  inspectors 
should tell the employees of the company, whose premises they inspect.

Question Addressed to Mr. Kirk
Q. W h at is the  FD A  s ta tu s  of the  private  publication, Feed A ddi

tives C om pendium ? T his sets fo rth  levels of drugs and com binations 
thereof w hich m ay be added to  anim al feed. If th e  F D A  is serious 
abou t its desire to  have a national d ru g  com pendium , w hich appears 
to  be aim ed prim arily  a t the  prescrip tion  drugs, it m ight dem onstra te  
its good faith  by recognizing th is publication.

A. I ’m fam iliar w ith  the publication  and, in m y opinion, as it is 
now  se t up, it is no t in the  category  of the  d rug  com pendium  th a t Dr. 
G oddard w as speak ing  about th is m orning. N evertheless, I w ould not 
for one m inute say th a t it cou ldn’t  becom e a fully recognized publica
tion, recognized by  the  FD A . Y ou folks m ay rem em ber th a t w hen we 
first came out w ith  our Food A dditive R egulations, we had quite a list 
of substances generally  recognized as safe, and we said th a t these 
w ould be conditioned upon th e ir  being “food g rade .” W ell, of course 
im m ediately , there  w as a g rea t deal of in te rest in ju s t w h at is “food 
g rad e” for each substance th a t som eone w anted to  use. T he N ational 
R esearch Council of the  N ational A cadem y of Science, undertook  to  
se t up a Food Chem ical Codex w hich w ould have all of the specifica
tions for a food grade item  as listed  in the  Food A dditive R egulations. 
They did this in very close cooperation w ith  the scien tists in the  FD A . 
P erh aps you have no ticed th a t th e  p resen t edition of the  book carries 
a le tte r  from  D r. G oddard w hich recognizes th a t the  specifications 
therein  are in accord w ith  the  F D A ’s view s as to  w h a t is “food g rade.”
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Questions Addressed to Mr. Lennington
O. W h a t percent of the sam ples analyzed for salm onella are 

found to  be positive?
A. I have no data on th a t, and if we did have data  it w ould be 

m islead ing because the sam ples th a t we exam ine w ould be, you m ight 
say, biased. W e will exam ine a large num ber of sam ples, w here we 
have reason to  suspect contam ination . F urth erm ore , w here we en
coun ter m anu fac tu ring  practices, p lan t san ita tion , th a t w ould account 
for con tam ination , we sam ple th a t firm ’s products m ore heavily than  
the  o ther firms.

Q. W h a t is the s ta tu s of the quick bacteriological test for salmo
nella detection ?

A. I w ould hazard  a guess th a t p robably  th is refers to  the fluores
cen t-an tibody  m ethod. I t  is m y un derstan d in g  from  our scien tists 
th a t the fluorescent-antibody m ethod is essentially  still in a research  
and debugging  s ta tu s  and is no t ready for general use.

Questions Addressed to Mr. Goodrich
Q. I have a follow-up question on the  first one asked, which w as : 

—  “O n several occasions, types of scientific in form ation w hich should 
be included in our N D A  have been suggested  to  us by scientific rep re
sentatives of the FDA. W hat authority do such verbal recommendations 
ca rry ?” T he person w ho w rote th is  one was no t satisfied w ith  my 
answ er and says : D iscussing  generalities from  the  podium  doesn’t 
help. You say in du stry  can appeal any disagreem ent. H ow ever, we 
feel we are repeated ly  told, to  “do w h at we tell you or you w on’t get 
the material through the FD A  for an approved N D A .”

W h at com peten t people like yourself say on the podium  and w hat 
young, inexperienced m edical and scientific F D A  staff “ tell u s” in 
fact are tw o different th ings.

A. T h is indicates a lack of un derstan d in g  of the rou tes of th re sh 
ing out differences. E very  one of these “yo un g” and “ inexperienced” 
scientific people is w ork ing w ith in  an organization . T hey  have a 
superv isor and they  have a D irector of the B ureau of M edicine, and 
we have a com m issioner, all of w hom  m ake th e ir tim e available, in 
m any instances, to  hear d ispu tes th a t can’t be se ttled  a t a level below 
that. M y answ er w as th a t, if a person u ltim ately  could no t th resh  ou t 
a difference w ith in  the  adm in istra tive  give-and-take, th a t he has his 
r ig h t to  insist on a filing over-pro test and to  take the th in g  on in to 
a hearing  and in to  the  courts. B u t for those of you w ho do no t know  
Dr. G oddard or his m ethod of operation, or Dr. Ley and his, they  have
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been, I am sure m any here will tell you, w illing to  m eet and go over 
these points. I frequently  receive telephone calls from  law yers about 
delays in handling  N D A s. Som etim es even from  C ovington and 
B urling , bu t the  po in ts are th a t they  do develop differences of view 
over the need for the  data  and the requirem ents b u t there are places 
to  th resh  th is ou t and even legal m eans, if a person w ants to carry  
them  on.

Q. Since the title  of th is conference is com m unicating  in the pu b 
lic in terest how  do you account for the C om m issioner’s early  depar
tu re  ra th e r th an  w aitin g  for an exchange of ideas?

A. I accounted  for th a t on the g round  th a t he is a 12-15 hour a 
day m an. T here  are a g rea t m any of us here and every w ord said 
th ro u g h o u t th is entire  program  will be gone over by him  in g rea t 
d e ta il ; his early  departu re  does no t in any sense m ean a d isin terest 
in th is program .

Mr. Kirk
M ay I say he left me to keep the sto re too.

Mr. Austern
I can’t ob ject to  Mr. G oodrich’s com m ercials, bu t I th ink  those 

of you who try  to  do a fo rth rig h t and decent job on an N D A  can do 
n o th ing  b u t welcom e his suggestions th a t there  should be indexing, 
tables of con ten ts, and a m ore orderly  arran gem ent for the evaluation 
of m aterial. I am constrained  to  suggest th a t no th ing  has ever been 
more frustrating than to get up a beautiful five-volume N D A  with tabs 
and fine bind ings and th ink  th a t you really pu t the whole s to ry  out, 
only to discover th a t som ebody in the old days w ould take your 
beau tifu l findings and rip them  all ou t and take your tabs and th row  
them  aw ay and tie it up. A nd I hate to say th is — w ith red cord — 
not red tape —  bu t red cord so th a t your beau tifu l index and 
a rran gem en t cf m aterial has all been conglom erated  in a little  bundle. 
I am constrained  to  add, th a t if each of us does th is indexing and 
tab u la tin g  and arrangem ents th a t have been suggested , which I th ink  
will con tribu te  to  expeditious consideration  — I hope th ey  w on’t rip 
them  up.

Question from Mr. Williams to Mr. Goodrich
Q. I w ould like to ask Mr. Goodrich w hether, in his view , the 

forthcom ing Good M anufactu ring  P ractice  R egulations for the food 
in du stry  will have the force and effect of law ?

A. T he Seventh C ircuit C ourt said they  would, the  S m i th  C a n n in g  
case. [The E nd]
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Question and Answer Panel 
of the FDLI-FDA Eleventh Annual 

Educational Conference
Afternoon Session: Foods Workshop

The Following Material Is from the Afternoon Question and Answer
Panel, Also Moderated by Franklin Depew, and Featured on Novem
ber 27, 1967 at the Eleventh Annual Educational Conference of the
Food and Drug Law Institute and the Food and Drug Administration.

Questions Addressed to Mr. Daubert
Q. If G eneral Foods w ould do all the  contro l w ork anyw ay, 

regard less of the  Food and D rug  A dm in istra tion  (F D A ) self-inspec
tion project, w h a t real benefit do you receive?

A. Let me point out that when I made that remark, in connection 
w ith  the tw o products, you m ust rem em ber now th a t the  only tw o 
products th a t are a p a rt of th is self-certification pro ject are a gelatin  
dessert and an egg custard  mix. P rio r  to  the  in stitu tion  of th is self- 
certification program , w e’ve had controls over the  egg custard  m ix 
to  such an ex ten t th a t we believe we are over-contro lling  the product. 
A nd hopefully, ou t of th is self-certification program  we can g e t some 
agreem ent w ith  the F D A  as to  the  m inim um  controls th a t are neces
sa ry  to  assure consum er protection. W e feel th a t will be a real benefit 
to  us and also to  the consum er.

Q. Self-certification agreem ents appear to  provide increased com 
m unication from  in du stry  to  the FD A , increasing F D A  know ledge 
of in du stry  practices. W h a t are the gains for in dustry?

A. W ell, I can only fall back on the quote by our C hairm an th a t 
obviously th is kind of a program  will even tually  develop in to a closer 
cooperation betw een our indu stry  and the  F D A . I m igh t po in t ou t 
th a t in the  area of com plain ts w e’re only concerned about those com 
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plain ts th a t involve consum er protection , and th a t as p a rt of the  
agreem ent, we are inform ed w hen the F D A  gets a com plain t con
cerning th is area. A nd we feel th a t’s very  w orthw hile . Now  le t me 
po in t ou t again th a t, if any  of you are looking for very  specific th ings 
that industry expects to get out of self-certification programs, I must 
confess I will no t be able to  give them  to you. W e are hopeful of 
course th a t, in the  long run, as a d irect resu lt of th is p ilo t program , 
there  will be sub stan tia l agreem ent betw een F D A  and ourselves in 
term s of the m inim um  num ber of con tro l points. H opefully  it w ill cut 
down, in the  fu tu re, on the  num ber of inspections th a t m igh t be m ade 
a t any  individual p lant under such a program .

Questions Addressed to Mr. Barnard
Q. I t  is possible to  purchase frozen eggs, from  a processor, w hich 

are “certified salm onella free” by a U. S. D ep artm en t of A gricu ltu re  
(U S D A ) lab. Y et the  sam e eggs can be sam pled by an F D A  lab and 
be found to  contain salm onella, and the  F D A  can and does m ove 
against the  ow ner of the  eggs. H ow  can the  F D A  and U S D A  justify  
th e ir  positions ?

A. I have several com m ents. F irs t, we seldom  m ove against the 
ow ner of the  eggs. W e will m ove against the eggs because th ey  are 
an adu ltera ted  food in in te rs ta te  com m erce w hich presents a po ten tia l 
hazard  to  the  consum er. Secondly, as far as ju stify ing  the  position 
is concerned, it is no t a question of ju stify ing  the position. If  it w ere 
a m atte r of position, there w ould be no justification . U S D A  certa in ly  
w ould no t say w e’re go ing to  let them  ship eggs w ith  salm onella, 
w hile the  F D A  says w e’re not.

W e are ta lk in g  here about a scientific problem . T hese  of you w ho 
listened to M r. L enn ing ton  th is m orn ing  heard  som e com m ents about 
the  num ber of subsam ples th a t it is reasonab ly  possible to  take and to  
exam ine and th a t occasionally the  resu lts  of exam inations by one or
gan ization  don’t agree w ith  those by ano ther. W e are w ork ing closely 
w ith  the  U S D A  and are in con stan t touch w ith  them . T he develop
ment of Good Manufacturing Practice (G M P ) guidelines in industries 
like nonfat dry m ilk w here salm onella problem s exist, have been 
w orked ou t in close coordination w ith  them  to try  to  keep to  a m ini
m um  episodes of th is kind.

O. W ill G M P for the food indu stry  be expanded to apply  to  in ten 
tional and incidental food additives?
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A. T he answ er is no. If som ebody th inks th a t w e're  go ing to  try  
to  su b s titu te  G M P ’s for the  estab lished food additive regula tion  p ro
cedures, we will not.

Q . W h a t controls on substances th a t are generally  as safe, o ther 
th an  quality  su itable for food use, are contem plated  by the A dm inis
tra tio n ?

A. I assum e th is m eans under the  G M P ’s and the answ er is 
essentially  the  sam e as before. If i t ’s, generally  recognized as safe 
(G R A S) for the in tended use it will not be a m atte r of concern under 
G M P ’s. A com panion question is asked about packaging m ateria ls 
hav ing  prio r sanctions for safe use in in tended applications. T he an 
sw er is the  same.

Q. W h a t p ro tection  will the  consum er receive from  an im ported  
food m ade under in san ita ry  conditions?

A. T here  isn ’t any good answ er to  this. T his is a problem  th a t we 
face w ith  im ported  foods ever since the  passage of section 402(a). W e 
are w ork ing  on im port problem s w ith  respect to d rug  G M P ’s. W e 
have recen tly  estab lished an Office of International Affairs and one of 
th e  responsibilities of th a t office is to  a ttem p t to  come up w ith som e 
really  w orkable answ ers to  th is problem . T he Public H ea lth  Service 
(P H S ) has solved it in the  case of certain  viruses, serum s and toxins 
by  sim ply excluding them . B ut th a t doesn’t look like a feasible ap
proach a t the presen t tim e from  the  food standpoin t.

Q. A re the G M P guidelines for nonfat dry m ilk, sm oked fish and 
o ther p roducts ready for d istribu tion  to indu stry  upon request?

A. Yes, w e’ll be glad to d is tribu te  them  to in terested  parties. 
Inciden tally , they  will even tually  serve as a basis for the promulgation 
of the  G M P appendices a fte r the  “um brella” is published. A nd I 
m igh t add th a t in som e situations, we expect to  furn ish our inspectors 
w ith  these inspectional guidelines, and then  we m ake them  available 
to  others. H ow ever, th ey ’re really  set up as inspectional guidelines. 
I pu t them  ou t to  our inspectors, le t them  acquire some experience 
with them, and let the affected industries acquire some experience with 
our inspectors w ork ing  w ith  them . A nd based on the feed-back from  
th is process and from  S tate  officials, we shall polish them , if you 
please, into G M P appendices.

Q. W ill there  be a to ta l bacterial specification for foods irrespec
tive of pathogens?

A. In  som e cases there  will be. In  cases w here there  is sufficient 
scientific background, and I am sure most of you are familiar with the
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extensive w ork th a t has been done on precooked frozen foods, th is 
is an area w here they  very  likely will be. In  m any o ther areas ob
viously there will not be.

Questions Addressed to Mr. Kedzior
Q. If a G eneral Foods product under self-certification contains 

salm onella, will publicity  releases be given to  the  press about recalls?
A. T he program  as it is set up w ith  G eneral Foods, con tem plates 

th a t the finished products are go ing  to  be tested  before they  are 
released for d istribu tion  to  the consum ing public. T hey  will no t be 
released un til after the tests  are finished. Some of the item s m ay be 
held in w arehouses, w hich G eneral Foods has in different sections of 
the country , b u t d istribu tion  for retail sale will no t be m ade until 
a fte r the product has been th orou gh ly  tes ted  to determ ine th a t it is 
not contam inated .

Should any th ing  happen along the  line th a t an item  is d is trib 
uted w hen contam ination  is uncovered and a recall has to be un der
taken, it will be trea ted  as any o ther recall, b u t the  com pany w ould 
be notified prom ptly . T hey  m ay find the  con tam ination  or we m ay 
find the  contam ination , or it m ay be referred  to us by som eone else. 
B u t in any event, the  com pany will be im m ediately notified and, 
under the present a rrangem ent, the product will be im m ediately re 
m oved from  the m arket.

Q. Does the F D A  approve labels for p roducts under self-cer
tification ?

A. So far as I know  the plan for self-certification does not include 
the  review  of labels. I t  does involve san ita ry  aspects, and com posi
tion  of the products, p rim arily  from  the stan dp o in t of assu rin g  th a t 
th e  products m eet the  specifications set fo rth  in the  agreem ent. I t  
does no t go to the point of labeling  approval for the  product. W e 
assum e th a t w hen a firm is ready and w illing  to come into a self- 
certification program , they  also have prepared them selves from  the  
stan dp o in t of in su ring  th a t th e ir p roducts are being labeled properly.

Questions Addressed to Mr. Goodrich
Q. Y ou refrain  from  discussing w ith  M r. H u tt  the philosophy and 

legalities of broadened factory  inspection of food plants. W ill you 
no t address yourself to  th a t specific question? Please, a t least briefly 
describe the  S m i th  C a n n in g  case and its im plications, citations, etc.

A. T he only reason th a t I refrained from  d iscussing the ph ilos
ophy is th a t m y views have been set dow n very  carefully  in w riting .
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T hey  are available in the F ood D rug C o sm etic  L aw  J o u r n a l , and if 
any  of you are sufficiently in terested  I will be glad to  m ail you a 
copy. B u t lest the po in t be around th a t I am  not w illing to  discuss 
the  issue, I can say very  briefly th a t w hen the factory  inspection 
am endm ent of 1953 was passed, there  w as a legislative h isto ry  in the 
Senate C om m ittee R eport th a t w en t one w ay and a leg islative h is to ry  
m ade on the floor of the house th a t w en t ano ther. T he au th o rity  w as 
expressed a t th a t tim e, ju s t as it had been back in 1938 w ith  the add i
tion  th a t inspection should be conducted to  a reasonable ex ten t, a t a 
reasonable tim e, in a reasonable m anner. An unreasonable num ber 
of reasonables b u t th a t -was all th a t was added there. T he only case 
on the  books th a t deals w ith  th is a t all is a food case called U . S .  v .  
C r e s c e n t - K c lv a n  C o ., and it deals w ith  the po in t in a dictum  so rt of a 
w ay, say ing  th a t the inspection au th o rity  covers all th ings in the  
plant. N onetheless, w hen th is legislation w as on the floor of the  
H ouse, view s wrere expressed by the C hairm an of the C om m ittee and 
o ther sponsors th a t the inspection of certain  records, form ulas, and 
com plain t files w ould not be reasonable in certain  cases. T his was 
du ring  the debate. A fter th a t was over w ith , Mr. Craw ford, then  
C om m issioner of Food and D rugs, announced th a t we w ould no t 
insist on access to  those records th a t w ere covered by the debate if 
they  wrere refused to us, b u t th a t we w ould continue to ask for such 
records in the course of inspection. W hich leads me to ano ther ques
tion  here.

O. Is the Food In d u stry  obligated to tu rn  over to inspectors 
w ritten  records such as form ulas, com plain t files and production  rec
ords du ring  a general inspection? If so by w h at au tho rity?  If no t 
why do your inspectors ask for such? This leads me to another question.

Q. P resen t factory  inspection is lim ited to san ita ry  practices of 
food plants. A t least th a t’s the general idea in present law. If  th is 
is sub stan tia lly  so, w hy do F D A  inspectors regularly  ask all so rts  of 
questions no t related  to san ita tion , adu ltera tion , or filth. Is it FD A  
policy to  in stru c t inspectors to  ask a series of questions involving 
quality  control, labora to ry  records, and form ulas, ju s t in the hope 
th a t they  will ge t answ ers from  unknow ing com pany personnel? 
W h y  doesn’t F D A  in stru c t inspectors not to ask questions th a t are 
im proper and outside the au th o rity  of p resen t law ? T his w ould be 
real cooperation and evidence of m utual respect and trust.

A. Even in the Suprem e C ourt cases decided last Fall, w here the 
cou rt held th a t it w as a violation of a person’s constitu tional righ ts 
to  inspect his estab lishm ent w ith ou t a w arran t, the Suprem e C ourt
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itself em phasized th a t m ost inspections w ere carried  ou t and no doubt 
w ould continue to be carried ou t on a vo lu n tary  basis, m aking the 
access to  these s tro n g er enforcem ent p rocedures unnecessary. W e are 
asking for th is add itional in form ation because we regard  it as essen
tial to find ou t w hether the  com panies are opera ting  in com pliance 
w ith  law. No doubt we do no t have, a t th is tim e, legislation before 
the  Congress to  extend the  factory  inspection au tho rity , a lthough  it 
has been proposed by a t least tw o presidents. T h is is a situa tion  th a t 
will come up, continually, over the years and, as is the case with most 
ideas, its tim e will come. W e are try ing , m eanw hile, to  find out 
th ro ug h  vo lu n tary  cooperation, w hether or no t the firms are produc
ing in full com pliance. As I indicated  in m y sta tem en t ex tem pora
neously, the going for an inspection w arrant does offer us the possibility 
of p u ttin g  som e of these questions up to  the  judge in advance and 
asking him  if he will p u t in the inspection au th o rity  the scope of the 
inspection. F o r th a t reason we have asked and in struc ted  our field 
people to seek these w arran ts  p rim arily  from  D is tric t Judges ra th e r  
than  from  U. S. C om m issioners. W e have a feeling th a t if p resented  
with some of these questions, in advance, Federal District Judges will 
be inclined to  rule one w ay or ano th er before the inspection takes 
place and then  the com pany will be faced w ith  a w arran t in addition  
to the statute. N ot a search warrant, I hasten to say, because we think 
th is  isn ’t the kind of case for a search w arran t, w hich involves self- 
help and all of th a t. So our procedures call for ob ta in ing  an inspection 
w arran t, w hich is som ew here betw een an inspection, w ith ou t ever 
go ing to  a m agistrate , and the strong-arm  search w arran t.

Peter Hutt Comments
I have w ith  me today  the 1953 P ress Release w hich the  F D A  

issued upon the enactm ent of the presen t factory  inspection au tho rity . 
I th ink  it m ight be useful if I sim ply read about its exact inspection 
au th o rity  and I quote th ree paragraphs which I th ink  cover all the 
po in ts th a t M r. Goodrich made.

“M odern p roduction  and d istribu tion  are carried  on to a large 
ex ten t th ro ug h  the  m edium  of w ritten  in struc tion  and records. T he 
legislative h is to ry  indicates Congress did no t in tend to  include pre
scrip tion  files, form ula files, com plain t files and personnel files w ith in 
the  scope of the  required  inspections.

“F D A  in te rp re ts  th is to  m ean th a t inspection of these records will 
be on a vo lu n tary  basis. A ccordingly, inspectors have been in struc ted  
to  ask perm ission to  see such records or files w henever there  is any
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need or reason to exam ine them  or to  obtain inform ation contained 
in them .

“T he inspector m ay sta te  reasons for ask ing  to  exam ine a p a rtic 
u lar record or file bu t will no t otherw ise press the ow ner, operator, or 
agen t for perm ission to see it .”

I believe, Mr. Goodrich, these questions reflect the s tan d ard  field 
practice of F D A  inspectors, first, no t to  explain th a t the records th a t 
th ey  are ask ing  to see are no t required  to be tu rn ed  over under the 
s ta tu te . And, second, to go far beyond th is s ta tem en t, th a t inspectors 
will no t o therw ise press the  ow ner, operator, etc., to see them . Could 
you com m ent on th a t?

Mr. Goodrich
Yes, I th ink  th a t the press release says w h at I reported  it to  

s a y ; m oreover, your own H arv ard  Law  Review  com m ented on th is 
p ress release r ig h t a fte r th a t by  say ing  th a t the  agency w en t too far 
in the press release, and  since th a t tim e th ere  have been opened up 
opportun ities or avenues for litig a tin g  som e of these close questions 
w ith o u t a crim inal action, th a t is by in junction , w hich is now avail
able to  enforce a factory  inspection since the 1962 am endm ents, and 
the  m ore recen t inspection w a rran t procedure. So far as I know , it’s 
a question of your em phasis on the “not p ressing  the  po in t.” T hey  are 
ask ing  the points. If the persons dem ur on those, th ey ’re no t pressed 
fu rth e r except to  urge them  to  give it to them . By “u rg e” I m ean as 
a  p a rt of vo lu n tary  com pliance. I do recom m end to  all of you th a t 
you look a t the  Suprem e C o urt’s a ttitu d e  tow ard  th is area of asking 
for th is  k ind of inspection  and w hat they  an tic ipate  w ould be the  
business com m unity ’s reaction to  it. I th ink  they w ould be som ew hat 
dism ayed if th ey  saw w hat was going on here.

Mr. Hutt
I don’t th ink  I need m ake any m ore po in t abou t the  vo lun tary  

n a tu re  of the  request for inspection records th a t are no t required.

Questions Addressed to Mr. Burditt
Q. If  th ere  are no s ta tu to ry  provisions for GM P regulations for 

food, if the food is produced no t under G M P bu t nevertheless is no t 
ad u lte ra ted  or m isbranded w hy is it sub ject to  seizure?

A. F irs t of all it seem s to me th a t the  orig inal hypothesis of th is  
question  is w rong, at least in the  F D A ’s view. T he F D A  takes the
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position, which I th in k  is probably correct, th a t section 701 clearly 
authorizes the  prom ulgation  of regulations for the efficient enforce
m ent of the A ct. A nd section 402(a)4 , in very  general term s of course, 
says that a food is adulterated if it has been prepared, packed or held 
under in san ita ry  conditions. T he  real question is, w hat are in san ita ry  
conditions? A nd the  S m ith  C a n n in g  C o . case, (U. S. v. 1,500 Cases T o 
m ato P aste , 236 F. 2d 208; CA-7, 1956) th a t has been m entioned 
several tim es, in a dictum  only, says th a t m aybe the  FD A  should be 
try in g  to  spell c u t a little  b it w h at is m eant by insanitary conditions. 
And I take it th a t it is the  purpose of the food G M P regulations to  
spell out exactly  what is meant by the words “insanitary conditions.” 
M aybe I shouldn’t be spelling ou t M r. G oodrich’s case for him , bu t 
I guess he probably  figured it ou t anyw ay. N ow if on th a t back
ground the F D A  does have au th o rity  to  p rom ulgate regulations and 
does have au th o rity  to  spell ou t w h a t is m eant by in san ita ry  con
ditions, you come to the nex t question.

Q. Suppose the G M P regu lations require for exam ple th a t tw o 
steps in a m anu fac tu ring  procedure be carried  out in tw o separa te  
room s. B u t som e sm all p lan t doesn’t  have tw o separate  room s, so  
they have bo th  steps of the  procedure in the  sam e room. T here  is 
clear violation cf the G M P regulations for food. Y et the finished 
product is perfectly  good as far as adu ltera tion  or m isbrand ing  is 
concerned. Should th a t be a violation of the act?

A. O bviously, th a t’s a tough  question. I personally  w ould have 
a g rea t deal of difficulty in say ing  th a t the food should be adu ltera ted  
m erely because some m anufac tu rer did no t have tw o operations in 
separa te  room s. O f course there are m any o ther exam ples th a t could be 
used. B u t I th ink  you get the idea th a t the  question is, suppose you 
don’t com ply w ith  G M P regulations b u t do have the  san ita ry  p lant 
and do have a finished product that is not adulterated or misbranded? 
T h a t’s a tes t case we m ay som etim e get, a lthough  I ra th er expect th a t 
the  F D A  w ould be reasonable in a circum stance like th a t, and w ould 
probably  not b rin g  such an action.

Mr. Barnard Comments
I th ink  we and you and the Suprem e C ourt are all agreed th a t 

we have to  do a certain  am ount of rely ing on the good judgm en t of 
adm in istra to rs  and prosecu to rs in adm in istering  a law  of th is kind. 
W hen we talk  about w hether we w ould allege violation, if you please, 
on the basis of every th ing  being in one room  instead of tw o, we have 
to  look a lot fu rther than  th a t. L e t’s take th is ex am p le : —  suppose
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we had evidence to  estab lish th a t everytim e you handled raw  fish and 
handled the finished smoked fish in the same room you produced fish 
w ith  bo tu lism  or a t least there  is a very  high likelihood th a t you 
would. T hen  I th ink  we m ight ge t very  seriously concerned if a m an 
didn’t have separate rooms for handling raw fish and finished smoked 
fish. O n the  o ther hand, as a purely technical requ irem ent w here there  
w as no significant th rea t to the public health , then  I th ink  th a t the 
a ttitu d e  m ight be quite different. A nd I th ink  we ou gh t to  view  all 
these questions in a little  bit m ore realistic m anner, w ith  apologies, 
since I ’m no t a law yer.

Mr. Hutt Comments
I ’d like to  defend the law yers in th a t respect. As I un derstan d  

the position, Mr. Barnard is saying that it’s all right to have wide open 
regulations as long as th ey ’re adm inistered  in a wise and hum ane 
way. T h is is very  well as long as you have a gu aran tee  of w ise and 
hum ane adm in istra to rs. If  the  evil days should come, how ever, w hen 
an unwise prosecutor enters the scene or an unwise adm inistrator, the 
in d u stry  w ould then  be a t the  m ercy of th is  m an. A nd th a t is w hy we 
should have narrow ly  draw n regulations, narrow ly  draw n s ta tu tes , 
so th a t in d u stry  and governm ent know  exac tly  w h at are the  righ ts  
and  duties of each, and know  exactly  how far it is perm issib le and 
im perm issible to  go.

Mr. Barnard
I don’t w an t to  carry  th is too far, b u t ju s t in reply  I m ight 

po in t ou t tw o th in g s : (1) he expresses am azingly little  confidence in 
ou r system  of justice. If the courts w ould perm it the b rin g in g  about 
of the ru in  of an in du stry  because we have a coldhearted  adm inis
tra to r, th ere  is som eth ing m ore fundam entally  w rong  than  ju s t wide 
open regulations. (2) the E ng lish  language or any o ther language I 
know  of lacks the  preciseness of m athem atical sym bols. I t  is im 
possible for you to  w rite  som eth ing  and for me to  w rite  it and for us 
to  agree in com plete detail on precisely w h at it is in tended to  convey.

Mr. Hutt
T here  is one o ther little  b it of background on G M P ’s th a t m ight 

sim ply be useful to  consider. T here  is a g rea t deal of legislative h is
to ry  in the 1962 D rug  A m endm ents to  the effect th a t the D ru g  G M P 
regu lations are in tended to  be guidelines, and no t to  have the  b ind ing
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force of law . T he v ast segm ents of the  d ru g  i n d u s t r y  believe th is to  
be the  situation . As Mr. G oodrich will po in t out, it has no t y e t been 
tested  in the  courts.

Mr. Goodrich Comments
T he situa tion  w ith  the G M P regulations was a m a tte r  of sub

s tan tia l con troversy  before th is  section becam e law. W hen  it first 
was proposed by us, we proposed th a t regu la tions be prom ulgated  
th ro u g h  the  public procedures of section 701 (e) & (f). T he senate 
com m ittee re jected  th a t and provided th a t they  w ould have prim a 
facie effect. T h a t is, each case be sub ject to  contest. P residen t K en
nedy w rote to  Senator E astland  ob jecting  to this. T he  com m ittee 
w ithdrew  from  th a t position and said th a t the regula tions w ould not 
be sub ject to  contest, case by case. T he problem  w ith  the  G M P 
regulations, we m ust all rem em ber, is to give m ore definitive m eaning 
to  the general language of 40 2 (a)(4 ) itself, th a t is, “prepared, packed 
or held under in san ita ry  conditions, w hereby the product m ay have 
been rendered  in ju rious to  health  or con tam inated  w ith  filth.” T h a t 
general language has been susta ined  in the  C ourt of A ppeals as lay ing 
ou t an adequate  guideline for a crim inal prosecution. N ow  w e’re 
try in g  to  be specific here in term s of im plem enting  th a t general lan 
guage. A nd far from  using  im precise language we hope to  use lan 
guage th a t all of us will understand .

Mr. Burditt
T his is m y question. C ertain ly  I th in k  we are all sym pathetic  

w ith  w ritin g  dow n as m uch as we can so th a t w e know  exactly  w hat 
w e’re ta lk in g  abou t and don’t have to rely on the vicissitudes of indi
vidual adm in istra to rs  from  tim e to  tim e. B u t in th is  particu lar case, 
it seem s to  me w e’ve go t a fu rth e r problem  of the question  of notice 
and oppo rtun ity  for com m ent, hearing, etc. I ’d like to hear Mr. Good
rich m ake a com m ent, if he w ould, on the availab ility  of hearings 
and th e  F D A ’s in ten tions to  allow a hearing  if requested  in regard  
to the  food G M P regulations.

Mr. Goodrich
W e haven’t crossed that bridge, but we are proposing to issue these 

regula tions as notices of proposed rule m aking. W e have becom e 
convinced, th ro ug h  a lo t of experience, th a t firms can b e tte r m ake a 
p resen ta tio n  in th is  kind of a regu la to ry  se ttin g  in w ritin g  th an  any
one can com ing down to  a general legislative hearing. T here  w as a
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general legislative hearing  soon after the enac tm ent of the H azardous 
Substances L abeling  Act a t the request of the Chem ical Specialty 
M frs A ssn (C SM A ). I t  was no t as sa tisfacto ry  as the w ritten  presen
tation . N ow, I am  sure you know  th a t the court held the year before 
las t in the  T e x a c o  case th a t the public proceedings of section 4 w ith 
A dm inistra tive  P rocedure A ct were an adequate opportun ity  for the 
presen ta tions of view s in th is so rt of a legislative operation  and th a t 
the  regula tions p rom ulgated  after such a public proceeding w ere the 
equ ivalen t of those published a fte r a hearing  in the F e d e r a l  P o w e r  case.

Questions Addressed to Mr. Barnard
I have tw o related  q u e s tio n s :
Q. D oes F D A  have the com petence, in the  field, to  evaluate and 

enforce G M P in th e  m any varied  industries they  m ust regula te?
Q. W hen  in du stry  periodically is sub jected  to  inspection by  in 

dividuals com pletely unfam iliar w ith  th e ir particu lar industry , are 
they  likely to have confidence in the individual’s ab ility  to  in te rp re t 
G M P?

A. W ell, as far as our confidence to develop intricate G M P ’s for 
a  particu lar industry , the answ er is we don’t have it. I have m ade 
several public appeals to  indu stry  to  come forw ard to offer us help 
as we ge t around to  developing appendices in specific industries, and 
w e have had a very  encouraging num ber of offers of assistance. A nd 
in response to  these, I have assured those w ho have offered, th a t we 
in tend to  call on the technological expertise available to us. As far 
as the a ttitu d e  of the inspector is concerned I m ight say th is m uch, 
the  inspecto r is there  to  get the  facts. H e ’s no t there  to  in terp re t 
G M P ’s. A nd w hen he goes th ere  to  g e t the  facts and reports  them  
back to his D istric t office, such in terp re ta tion  as m ay be required  by 
th is language w e’ve been discussing, depending on the degree of 
specificity, will be done at som e level o ther than  the inspector level. 
A nd th is brings me to  a point th a t I ’m fond of m aking in discussions 
like th is, because I find it is w idely m isunderstood. T he po in t is th a t 
the inspector doesn’t have any au th o rity  to  order som eone in the food 
p lan t to  do any th ing . V ery  frequently  the  a ttitu d e  is taken  th a t — 
“T he inspector ordered me to  do th is, b u t he ju s t d idn’t understand  
the  situa tion .” If  the inspector says he th inks you ough t to do som e
th ing, take his advice for w hat i t ’s w o rth  and if it isn’t w orth  a  nickel 
don’t take it. A nd if you have any concern, check w ith  the people 
at the D istric t level. B ut don’t get excited because the inspector
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happens to  place a  certain  in te rp re ta tion  on som ething. H is job is 
to ge t the  facts, no t to  tell you how to  run  the  plant.

Q. W ill the  G M P regulations provide a procedure for proposing 
am endm ents to  reflect technological changes in the  fu tu re?

A. As far as I know , we don’t in tend or con tem plate prov id ing  a 
specific m echanism  in the  regula tions for th is  purpose, b u t you have 
m y absolute assurance th a t our ear is open at all tim es. W e have 
the au th o rity  to  am end the  regulations, w henever, in our opinion, 
they  ou gh t to  be am ended.

Q. W here  a food additive order specifies th a t the additive m ay 
be used in accordance w ith  G M P, w ho m akes the ju dg m en t as to 
w hat level of use constitu tes G M P to provide the in tended effect?

A. W ell, I ’ve indicated in the G M P regulations th a t we don’t in 
tend  to  get involved w ith  the  food additives question. T he question 
as to  w ho m akes the  judgm en t, I don’t know  w hether he m eans who 
individually  or w hether he m eans the in du stry  or the  FD A . U sually  
you can determ ine w h at is custom ary  indu stry  practice w ith  respect 
to the use of an additive.

Question Addressed to Mr. Hutt
Q. Since the C ongressional Investiga tio n  Com m ittees have made 

the 5th A m endm ent a clear adm ission of gu ilt in the  eyes of the  pub
lic, if food questions are no t answ ered du ring  an inspection by 
p lan t personnel, w on’t the  p lan t be equally publicized as gu ilty?

A. M y concern, of course, is th a t th is will happen. T his is the  
basic problem  w ith  the  concept of record ing  inspection refusals. T his 
is also the  basic problem  of ask ing  for records th a t are no t required  by 
statute to be turned over without making it clear that they need not 
be tu rned  over. I t  can am ount to  governm ent by subtle coercion. Mr. 
G oodrich s ta ted  earlie r th a t the reason for the list of factory  inspec
tion  refusals w as for record-keeping purposes. B u t in 1962 a list of 
inspection  refusals w as subm itted  to  C ongress. A nd it appeared in 
every new spaper across th e  country . T here  w as no explanation  th a t 
these w ere no t v iolations of the  law. T here  was no exp lanation  as 
to w h a t th e ir m eaning was. I t  was used basically to  im pugn indus
t r y ’s m otives and capabilities, and th is  is the type of difficulty th a t 
we can get in to w ith  the inspection refusal list. I t  also raises a ques
tion, I th ink, w hether a refusal to  answ er a question  will give rise to 
an inspection w arran t requ iring  the  answ ering  of th a t question. As 
Mr. G oodrich has po in ted  ou t there  are tw o possible types of w ar
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ran ts. One w ould be a crim inal w arran t under rule 41 of the  F ederal 
rules of crim inal procedure. A nd the o ther w ould he some kind of 
civil w a rran t th a t, frankly  has not been invented yet, because the 
courts  have no t been required  to  issue it. b u t which seem s to  have 
been created  by the  Suprem e C ourt in the tw o recen t decisions. I 
w ould certa in ly  hope th a t no court w ould say th a t refusal to  answ er 
a question is probable cause to  believe th a t a violation of law  has 
occurred. T herefo re, refusal to  answ er a question should no t be 
probable cause to  issue a crim inal w arran t. I w ould expect, how ever, 
th a t it m igh t well be sufficient to get a civil w arran t of th is new  type 
I have ju s t described w hich w ould allow for general inspection.

Questions Addressed to Mr. Kedzior
Q . W ill self-com pliance in food in du stry  be accom plished in effect 

only if specific con tro l data is periodically subm itted?
A. P erhaps the questioner m eant self-certification ra th e r than  

self-compliance. The self-certification program  is essentially an agree
m ent betw een a com pany and the  F D A  concern ing procedures the 
com pany will follow to insure th a t its p roduct, when it leaves the 
p lan t for d istribu tion  to  the consum er, is safe and com plies w ith 
estab lished standards. A firm en tering  in to th is program  has dem on
s tra ted  th a t its quality  contro l practices are effective to  insure th a t 
the end product will be safe. I t  will no t be con tam inated  or harm ful 
in any  way. I t  is m ade under san ita ry  conditions. T he  contro l data 
will be p a rt of th e ir  records. T hey  are no t required  to subm it control 
data  periodically to  us. B u t the control data  is available for an 
inspector w ho m ay v isit the p lan t periodically  in m aking his inspec
tion. H ow ever the  firm does supply  m onth ly  in form ation on those 
products w hich do no t com ply w ith  the specifications and requ ire
m ents in the  agreem ent. B u t specific control data  is not periodically 
subm itted  :o  FD A . I t  is available for F D A  review  in the course of 
inspections. O ther self-com pliance program s such as self-inspection 
program s or quality  assurance program s, w hich a firm m ay undertake, 
are im plem ented on a s tric tly  vo lu n tary  basis, w ith  no form al ag ree
m ent involving the  FD A . W hen  an inspection is m ade of such a 
p lant, the  firm should feel free to  discuss th e ir  program  w ith  the in
spector and even solicit his com m ents for im provem ents in their 
program . B ut th is is a vo lun tary  approach on th e ir  part. W e encour
age firms to  undertake such a program  on th e ir ow n in itiative and 
we will assist them  in any w ay we can.
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Q. A lthough  the  F D A  is under p ressure to  com plete an inspection 
in the sho rtest possible tim e, a g rea t service is provided by the  inspec
to r w ho takes sufficient tim e to teach those w ho accom pany him  about 
inspection techniques. W ill inspectors continue to  provide th is educa
tional service under the surveillance-type, partial-inspection  program ?

A. I w ould say th a t w here an inspector has perform ed such a ser
vice to  m anagem ent, w here he has taken the tim e to explain w h at he 
is finding, etc. I th ink  he is doing a very  fine job, although  he m ight 
be called down by his superv isor for no t g e ttin g  the job done cjuicker. 
I w ould expect th a t he will con tinue to  do the  sam e th in g  under the 
partial-inspection  type program . I don 't th ink  there  w ould be any 
change. W h a t will happen is th a t th ere  m ay be few er com plete 
inspections. In  the partia l inspection program  he is assigned to  cover 
specific problem areas. If he finds everything satisfactory, he will not 
continue the  inspection in to o ther areas at th is particu lar tim e. So 
th a t an inspection w ould take less to ta l tim e than  it did before. B u t 
when he finds oroblem s he will go all the  way.

Questions Addressed to Mr. Goodrich
O. W ill G M P regulations apply to  m eat packing and processing 

estab lishm ents?  If so w ho will enforce them ?
A. U S D  A has had such rules for a long, long tim e dealing w ith  

such m inutia  as stain less steel tops, and o ther th ings of th a t so rt and 
they  are enforcing them . T here  will be no change.

O. Food p lan ts w hich produce m eat p roducts are regu larly  in
spected  by  U SD A . If the sam e p lan t also produces non-m eat p rod
ucts, does the  U S D A  extend its purview  to these products, or is the 
F D A  charged w ith  inspection in connection w ith  these products? 
H ow  do the  tw o agencies co-ordinate on inspections and on regu la
tions under the  F a ir  P ackag in g  and L abeling  A ct?

A. T he  lines of dem arcation betw een m eat and m eat-food prod
ucts and o ther p roducts are in trica te  indeed. T hese have been an
nounced by the  m eat inspection service of USD A. W here they  have 
in -p lan t ju risd ic tion  over all products we do no t go in to  the  plants. 
W h ere  a p lan t m akes both , inspected products and non-inspected 
products, bo th  have ju risd iction . W e have a w ork ing  agreem ent w ith  
the inspection service to avoid difficulties. In  the case of the F a ir 
P ackag ing  and L abeling  A ct, m eat and p o u ltry  products w ere ex
em pted by the  Congress on the  grounds th a t there  was already
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adequate au th o rity  in those inspection law s to  provide the kind of 
packaging and labeling controls that were being sought for the products.

Mr. Barnard Comments
M r. G oodrich, the group  m ight be in terested  to know  how ever, 

that we have been maintaining very close liaison with Agriculture on a 
num ber of m eat labeling problem s. In  general, the  U SD A  is going 
in the  direction  of requ iring  essential com pliance w ith  the  F a ir 
P ackag ing  and L abeling  A ct w ith  respect to m eat and poultry  p rod 
ucts even though  they  are exem pted.

Questions Addressed to Mr. Barnard
O. C ertain  segm ents of the food indu stry  are covered by com pre

hensive inspection program s by o ther governm ental agencies such 
as the  U SD A . Isn ’t there  a g rea t duplication of regula tions covering 
the  food in du stry ?  W h y  should the FD A  take over a function th a t 
is being covered by ano ther agency?

A. W ell, I th ink  th a t’s been largely answ ered insofar as m anda
to ry  inspection is concerned. T h e re ’s only a lim ited duplication and 
the F D A  has no in ten tion  or pow er to  take it over. T he problem  is 
a little  bit m ore difficult w hen we get into so-called vo lun tary  in
spection services like the  U S D A  fru it and vegetable g rad ing  services 
where they provide, for a free, in-plant inspection. B u t th e re ’s no th ing  
here th a t precludes F D A  ju risdiction . So th a t there is duplication 
here. W e are w ork ing closely w ith  U SD A  on the  G M P ’s for exam ple, 
w ork ing  ou t regu la to ry  problem s. W e don’t precip itate  legal action 
involving products w hich have been or m ay have been produced 
under the U S D A  service w ithou t coo rd inating  the problem s w ith 
them  first. T h is is not an area th a t is by any m eans to ta lly  free of 
overlapping. M uch the sam e is true  in the case of the Public H ealth  
Service w ith  its so-called advisory regula tions— recom m ended codes 
and ordinances. A nd I am pleased to  advise you th a t there has been 
form ed a top level in ter-departm en ta l com m ittee am ong H ealth , 
E ducation  and W elfare  (H E W ), A gricu ltu re, and In te rio r for the 
purpose of addressing itself to a more orderly scheme for joint planning 
and jo in t adm in istra tion  of these overlapping responsibilities.

O. Is it in tended th a t proof of adherence to  G M P guidelines will 
require inspection of records, recipes, quality  data, e tc?

A. W e don’t feel th a t the burden is on the m an to prove th a t he 
is in com pliance. T he answ er to  the question is essentially  no.
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Q. H as or does F D A  plan to  consult w ith  the  s ta tes  concern ing 
the  developm ent of G M P ’s for the  food in dustry?

A. I apologize m ost hum bly. T h a t is som eth ing  I should have 
m entioned d irectly  a t one po in t or ano ther. T he answ er is very 
definitely yes. W e have been w ork ing  w ith  the sta tes  on som e of 
them . W e plan to  try  m any of them  by som e of the  sta tes th a t are 
directly  involved for th e ir partic ipation  before we issue them . W e 
are keeping the  s ta tes well inform ed on this.

Question to Mr. Burditt
Q. Could we have som e discussion of the  7th C ircuit case th a t 

Mr. G oodrich feels supports the  argum en t th a t the  proposed G M P 
guidelines will have the force of law ?

A. I believe th a t’s probably th e  S m i th  C a n n in g  C o . case. T h a t 
case was a seizure of tom ato  paste based on F D A ’s position th a t th e  
p lan t w as in san itary . In  o ther w ords a violation of section 402(a)4. 
You know under (a ) 4, the finished product is adulterated if it’s made 
under in san ita ry  conditions even though  the  product itself, on analysis 
or an y th in g  else, tu rn s  ou t to  be un adu lte ra ted  as far as any con
tam ination  is concerned. A nd in th a t case the  court w restled  w ith  
the problem  th a t w e’re really  w restling  w ith  in GM P. Are we b e tte r  
off e ither in te rm s of FD A , or consum ers, or industry , to  have gen
eral term s like “m anufactured  under in san ita ry  conditions” w hich is 
the wording of the statute? O r are we better off to have what is meant 
by “ in san ita ry  conditions” spelled ou t in the term s of G M P regu la
tions?  A nd the court in th a t case, purely  by w ay of dictum , m erely 
said m aybe th is is an area th a t F D A  ou gh t to  take a look at and 
ou gh t to  consider being m ore specific about, since the  s ta tu te  is 
so general.

Mr. Goodrich Comments
I w ould prefer th a t everyone w ho has a concern here look a t the 

case itself, to evaluate it. I t is a 7th Circuit case. I ts  title  is U . S .  v .  
1 5 0 0  C a s e s  o f  T o m a to  P a s te .  S m ith  C anning Co. w as the shipper. T he 
issue was w hether or no t the  product had been m ade under in san ita ry  
conditions. In  th is case, the court said th a t in the  absence of regu la
tions, th ey  w ould, in apply ing (a)4 , apply the  average conditions of 
cleanliness and san ita tion  in p lan ts th ro u g h o u t the  U. S. T he court 
fu rth er said th a t, if we w an ted  to  have a different rule th an  the 
average, if we w an ted  to  im prove the conditions in th is  case— to have
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screens on the w indow s to keep the flies out, instead of to  let them  out 
as claim ed by the  com pany as the  purpose of no t hav ing any  screens 
— we should p rom ulgate  regu la tions and th ey  w ould likely receive 
the  sup po rt of the  court. V ery  significantly, in th a t case we did have 
a regula tion  on m old count of 40, m aking tom atoes adu ltera ted , a 
purely  adm in istra tive  rule, and the  court gave th a t th e  force and 
effect of law. So I don’t take the  case as being a dictum . B u t I yield 
to any law yer here w ho w an ts to  have a different view  of it.

Question Addressed to Mr. Goodrich
Q. W h y  is F D A  re lu c tan t or unw illing  to give duplicate sam ples 

tak en  d u ring  inspection so th a t the  inspected p lan t can evaluate th e  
sam ples also? T h is is particu larly  an evaluation  problem  in the  case 
of “ inprocess Sam ples.”

A. T here  is no reluctance to  give those sam ples. As a m a tte r  of 
fact, we encourage the com panies, w ho are inspected, to  send a m an 
a long  w ith  us and to  take sam ples a t the  sam e tim e we take them . 
If  they  don’t do th a t, po rtions of our sam ples are available.

Questions Addressed to Mr. Hutt
Q. R ecently , several food producers have requested  inspection 

priv ileges of the  p lan ts of th e ir suppliers. Is no t th is a duplication 
of the  F D A  effort?

A. Yes it is clearly a duplication.
Q. If  all custom ers of the  firm w ould request inspection privileges 

w here w ould th is  lead to?
A. I guess the  easy answ er is th a t it w ould lead to  a lo t of in

spections. I ’m afraid from a legal viewpoint there  is very  little  to  be 
said on this. T h is  w ould be a m atte r of policy. I t  is a duplication  of 
effort. U nless there  are ex trao rd inary  circum stances, I can th ink  of 
no reason for it.

Questions Addressed to Mr. Goodrich
O. W h en  advisory  opinions are given, or w hen G M P regulations 

are prepared, is an effort m ade to  m ake sure th a t the F D A  as an 
agency is willing to in s i s t  on compliance by way of court action if necessary?

A. O f course w e’re prepared to insist on com pliance b u t w e’re 
n o t prepared  to  say th a t every little  instance is a basis for regu la to ry
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action . N or are we prepared  to w ithhold  an advisory  opinion, asked 
in good faith , sim ply because a t the  m om ent w e’re no t prepared  to 
take th a t issue in to court. F o r exam ple, in connection w ith  the 
efficacy review  of a large num ber of new  drugs, we have expressed 
ou r views on th e  s ta tu s  of a lo t of those products, a lthough  those 
products are now under review  at the  N ational R esearch Council. 
W e have an agreem ent w ith  them  not to  take any regu la to ry  action, 
un til we get an  opinion from  them . W e don’t feel we should w ithhold  
advisory  opinions du ring  th a t tim e. N or do we feel th a t if we pu t 
ou t a G M P we should re stric t the  coverage to those th ings th a t w ould 
be the  im m ediate g round  for b rin g in g  a crim inal or civil action.

Q. I un derstan d  Dr. D au bert to say G eneral Foods did no t give 
th e  F D A  form ulas. W h y  do inspectors ask for m ore in a general 
inspection ?

A. W e had an agreem ent w ith  G eneral Foods over exactly  w hat 
w ould be to ld  to  us and th e  conclusion w as th a t we had adequate 
in form ation from  them  to ca rry  out th is  m utually  agreeable system . 
T he inspectors are ask ing  for m ore detailed form ula in fo rm ation in 
th e  inspection to  try  to  find ou t w h eth er the products are being  p ro 
duced in com pliance. A nd if the  com pany is satisfied to  give ju s t the 
com position, w ith o u t the  qu an tita tive  am ount, we will be very  happy 
to  receive it.

Q. If a company refuses to produce complaint files, general quality 
contro l records, or the  like to  an inspector w ho has requested  such 
docum ents, will F D A  seek an inspection w a rran t for such information?

A. W e ’ve only s ta rted  in the  inspection w arran t business now. 
T he in struc tions ou t to  the field are th a t w here a firm refuses inspec
tion , the  inspectors are to  confer w ith  us on w hether we th in k  it is 
a sub stan tia l enough  violation to  call for an inspection w arran t, and 
then  to  proceed, on in structions, th ro ug h  the U. S. A tto rney  G eneral 
and  the  U. S. D istric t Judge for the  w arran t. T here  will be som e 
cases in w hich com plain t file and quality  control records m igh t be 
very  vital, bu t certa in ly  th is  w ould no t nearly  reach th a t po in t w here 
w e’ve no t even had a single decision under the  w hole concept of in
spection w arran t. W e m ay be w rong  th a t the  Suprem e C ourt m eant 
w h a t it said and th a t we could get a w arran t w ith ou t really com ply
ing w ith  rule 41. B u t we th ink  i t ’s w orth  p resen ting  to  the  U. S. 
D istric t Judges w ith  th e  au th o rity  of the  recen t Suprem e C ourt 
cases to test the inspection authority. [The End]
Q U ESTIO N  AND A N SW ER PA N E L----AFTERNOON SESSION PAGE 365



Fair Hearing
in Administrative Rule-Making:

A Recent Experience Under 
the Federal Food, Drug and Cosmetic 
and Fair Packaging and Labeling Acts

By WESLEY E. FORTE

The Following Article Is Reprinted from the Duke Law  
Jo u rn a l.*  Mr. Forte, a Member of the Pennsylvania 
Bar, Is an Attorney with the Borden Company.

PRO BA B LY  T H E  M O ST C O N T R O V E R S IA L  T O P IC  in food and 
drug law during the 1960's has been the Fair Packaging and Labeling 
Act. The first Fair Packaging and Labeling bill was introduced in 1962,1 

following extensive investigative hearings by the Senate A ntitrust and 
Monopoly Subcommittee.2 The congressional hearings held from 1963 to 
1966 provided ample opportunity for expression by both proponents and 
opponents of the legislation.3 Despite the extensive congressional hearings. 
Congress in the provision finally adopted4 did not generally specify stan-

* C opyright 1968 by the Duke Lazo 
Journal. Reprinted by permission of the 
copyright holder and author. Original 
citation: 1968 Duke Lazo Journal 1. 
Copies of the issue containing the article 
may be obtained from the M anaging E di
tor, Duke Lazo Journal, Duke U niversity, 
Durham, North Carolina 27706.

1 S ee S. 374S, 87th C ong., 2d Sess. 
(1962).

1 See H art, “Can Federal Legislation 
Affecting Consumers’ Economic Interests 
Be Enacted?,” 64 Mich. L. Rev. 1255, 
1257 (1966).

3 See fo o tn ote  2 at 1257-58.

4 15 U . S. C. §§ 1451-61 (Supp. I I ,  
1967). T h e F air  P ack ag in g  and L ab el
in g  A ct o f 1966 w as in tended  to  enable 
con su m ers to obtain accurate in form a
tion as to the net q u antity  o f co n ten ts  
of con su m er com m odities and to facili
tate value comparisons. See Fair Pack
ag in g  and L ab elin g  A ct § 2, 15 U . S. C. 
§ 1451 (Supp. I I , 1967). I t  provided  
generally that it was illegal to distribute 
a packaged consum er com m od ity  in in
terstate com m erce u n less the co m m o 
d ity  w as labeled in conformity with  
regulations w hich  provide for a sta te-  

( Continued on next page.)
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dards for the labeling of consumer commodities in the Act, but rather, 
merely authorized the Food and Drug Administration and the Federal 
T  rade Commission to fix these requirements and prohibitions in adm inistra
tive regu la tions.5 T he Com m issioner of Food and D rugs, upon publi
cation  of proposed regu la tio ns8 on M arch 17, 1967, solicited com 
m ents concerning his proposals.7 O ver 300 com m ents were filed ;8 the 
Com m issioner modified his regu la tions and re-published the am ended 
prov isions9 as required  by law .10 P ersons adversely affected were 
given 30 days to file objections and requests for a public h earin g .11
(Footnote 4 continued.) 
m en t o f the nam e and place o f b u sin ess  
of the manufacturer, packer, or distribu
tor, a uniform  location  for the net 
w eigh t sta tem en t o f the com m odity , 
and uniform  type s izes for the net co n 
ten ts sta tem en ts  on p ackages o f co m 
m od ities o f su b stan tia lly  the sam e size. 
§ 4 , IS U . S. C. § 1453 (Supp. I I , 1967). 
T h e A ct a lso  authorized  certain d iscre
tion ary  regu lations. § 5, IS U . S. C. 
§ 1454 (Supp. I I , 1967). H o w ever , no  
d iscretion ary  regu lations have been y et  
p rom ulgated .

5 T h e S ecretary  of H ea lth , E d ucation  
and W elfa re w as g iven  auth ority  to  
promulgate regulations governing foods, 
drugs, d ev ices, and cosm etics , and the  
F ederal T rad e C om m ission  w as g iven  
authority to promulgate regulations g o v 
erning all other consumer commodities. 
Fair Packaging and Labeling A ct § 5 (a ) ,  
15 U . S. C. § 1454(a) (Supp. I I , 1967). 
S in ce m ost con su m er com m od ities  not 
exem p ted  by the A ct are foods, drugs, 
d ev ices, and cosm etics , the greater bur
den o f regulation  w as placed on the  
F oo d  and D ru g  A d m in istration  (a ctin g  
under the S ecretary  o f H ea lth , E d uca
tion and W elfare) rather than the FT C . 
T h e scop e c f  the F T C ’s auth ority  is  
not yet clear, a lth ou gh  that authority  
certa in ly  in clu des d eterg en ts  and paper 
napkins. T he extent of the F T C ’s author
ity  m ay be defined m ore p recisely  in its 
revised  regu lations w h ich  are s till un 
published.

9 32 F ed . R eg. 4172 (1967). T h e F ed 
eral T rade C om m ission  a lso  published  
p roposed  regu lations under the A ct. 
32 F ed . R eg. 9109-12 (1967).

' S ection  6 (a ) o f the Fair P ack ag in g  
and L ab elin g  A ct, 15 U . S. C. § 1455(a) 
(Supp. II, 1967), describes th e p roce
dure the FiDA m u st fo llo w  in p rom ul
g a tin g  regulations. T h e A ct d irects 
that both the F ood  and D ru g  A d m in is
tration ’s and the F ederal T rade C om 
m issio n ’s regu lations be prom u lgated  
sub ject to jud icia l rev iew  In co n form ity  
w ith the F ederal F ood , D ru g  and C os
m etic  A ct §§ 701 ( e ) - ( g ) ,  21 U . S. C. 
§§371  ( e ) - ( g )  (1964). C on gress e x 
p ressly  recognized  in the Fair P a ck a g 
ing and Labeling A ct that hearing could 
be required under th is procedure w hen  
it stated  that hearings “authorized  or 
required” for the promulgation of the 
regulations could be held before an officer 
designated by the Secretary or the Com
m ission . S ee Fair Packaging and Label
ing A ct § 6, 15 U . S. C. § 1455 (Supp. 
I I , 1967).

8 32 Fed. R eg. 10729 (1967).
9 S ee fo o tn ote 8 at 10729-34.
10 T h e Fair P ack ag in g  and L ab elin g  

A ct requires that the F D A ’s regu la 
tion s be prom ulgated  pursuant to the  
p rovision s o f sub sectio n s (e ) , ( f ) ,  and  
(g )  o f § 701 of th e F ed eral F ood , D rug  
and C osm etic A ct, 21 U . S. C. §§ 371 
( e ) - ( g )  (1964). S ection  701 (e )  (1) 
requires the republication  of the regu 
lations as a “proposed order.” 21 U . S. C. 
§ 371  (e ) (1 ) (1964).

11 See 32 Fed. Reg. 10729,10733 (1967). 
T h is  procedure is required by § 701 
(e ) (2 ) of the F ed eral F ood , D ru g  and  
C osm etic A ct, 21 U . S. C. § 371 (e )  (2 )
(1964), and § 6 (a ) o f the F air P a ck a g 
ing and Labeling A ct, 15 U . S. C. § 1455 
(a ) (Supp. I I , 1567).
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A lm ost 50 com m unications w ere received by the  C om m issioner in 
response to  the republication , som e of w hich requested  a public h ea r
ing .3- T he Com m issioner considered the objections, m ade a few minor 
am endm ents, and denied all requests for a public hearing .12 13 T hus, a l
though all in terested  persons had been given a full and fair o p po rtu 
n ity  to  s ta te  th e ir view s concern ing the proposed legislation in oral 
testim ony before Congress, the  sam e oppo rtun ity  w as not m ade avail
able to them  w hen the  regula tions w ere prom ulgated  by the C om m is
sioner of Food and D rugs. T he regulations, no t the A ct, prescribed 
the specific labeling  requirem ents for consum er com m odities and the 
C om m issioner’s refusal to g ran t a public h earin g  on the labeling re 
quirements has been the subject of wide criticism in the food industry.14

The Right to a Trial-Type Hearing Under the Act
I t  is well established th a t there is no constitu tional righ t to  a 

hearing  w hen an adm in istra tive  agency is engaged in ru le-m aking .15 
As Mr. Justice  H olm es has sta ted  :
W h ere a rule o f con d uct applies to m ore than a few  people, it is im practicable  
that everyon e should  have a d irect vote in its adoption . T h e C onstitu tion  does  
not require a ll public acts to be done in tow n  m eetin g  or an a ssem b ly  o f the  
w h o le .16
H ow ever, section 701 of the F ederal Food, D ru g  and Cosm etic A ct17 
—w hich is, in effect, incorporated  in the F a ir P ackag ing  and L abeling  
A c t18—has heretofore been regarded as the o u ts tan d in g  exam ple of a 
s ta tu te  which com pels the use of tria l techniques, including a hearing  
w ith  testim ony and cross-exam ination , in ru le-m aking .10 T he Com 
m issioner’s v irtua lly  unprecedented  action1’0 in denying a public 
hearing  deserves detailed review  because it is apparen tly  a significant 
change in the procedures followed by the  FD A . Since few litigated

12 32 Fed. R eg. 13277 (1967).
13 S ee foo tn ote 8.
11 See, for example, Burditt, “Fair 

Packaging and Labeling— The Cost to 
Consumers,” 22 F ood D rug Cosmetic 
L aw J ournal 542, 545-46 (1967).

15 See, for example, W illa p o in t  O y s te r s ,  
In c . v . E z v in g ,  174 F. 2d 676, 694 (9th  
Cir. 1949), cert, denied, 338 U . S. 860 
(1 950); T . C hristopher, C o n s t itu tio n a l  
Q u e s tio n s  in F o o d  a n d  D r u g  L a zo s  22 
(1960) ; 1 K. Davis, A d m in is t r a t iv e  L a zo  
T r e a tis e ,  § 7.06 (1958).

16 B i-M e ta l l ic  I n v .  Co. v . S ta t e  B d .
o f E q u a lis a tio n ,  239 U . S. 445 (1915).

17 21 U . S. C. § 371 (1964).
18 S ee F air P a ck a g in g  and L ab elin g  

A ct § 6 (a ) , 15 U . S. C. § 1455(a) (Supp. 
I I . 1967).

10 1 K. D av is, cited at fo o tn ote  15. 
§ 6.06.

20 T h e c lo ses t p receden ts appear to  
be D y e s tu f f s  &  C h cm s ., In c . v . F le m 
m in g ,  271 F. 2d 281 (8th Cir. 1959), cert, 
denied, 362 U . S. 911 (1 960); C o o k  
C h o c o la te  C o . v . M i l le r  (D . D. C. April 
1950), reported in V . Kleinfeld & C. 
Dunn, F e d e r a l  F o o d , D r u g  a n d  C o sm e tic  
A c t — J u d ic ia l  and- A d m in is t r a t iv e  R e c o r d  

(C o n t in u e d  on n e x t  p a g e .)
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cases have considered the rig h t to  a public hearing  in rule-m aking 
under the F ederal Food, D rug  and Cosm etic A ct, such a review m ust 
rest p rim arily  upon the legislative h is to ry  of the Act.

T he legislative h isto ry  of the  F ederal Food, D rug  and Cosmetic 
Act of 1938 includes extensive debates on the procedure for prom ul
g a tin g  regulations. Congress believed it w as very im p ortan t th a t a 
tria l-type  hearing  be held before a regula tion  became effective. T he 
bill recom m ended to the H ouse of R epresen ta tives by its Com m ittee 
on In te rs ta te  and F oreign Com m erce provided th a t : “T he Secretary , 
on his own in itia tive  or at the request of any in terested  in du stry  or 
substan tia l portion  thereof, s h a l l  hold a public hearing upon a p ro 
posal to  issue, am end, or repeal any  regulation  . . . .’’21 F u rth er, the 
S ecre tary  w as to  base his decision on the  proposed regulation  only 
upon substan tia l evidence of record presented  at the hearing  and the 
o rder was to  contain  detailed findings of fact based upon th a t ev i
dence.22

T he H ouse R eport w hich accom panied th is bill s ta ted  :
A  proposal to  issu e, am end, or repeal any such  regulation  is to be m ade by  

the S ecretary  o f A gricu ltu re on  his ow n  in itia tive, or by the in terested  industry  
or a sub stantia l portion  th ereof, and the S ecretary  is required to set the p roposal 
for hearing. . . .

T h is  w ill p reven t the p ock etin g  of prop osals to issu e, am end, or repeal a 
particular regu lation  and elim in ate application  o f the ‘n egative order’ doctrine  
w h ich  den ies court relief w h ere th e ex ecu tiv e officer m erely  fails to take any  
affirmative action.

I f  as a result o f the h earing  on any  proposal, the S ecretary  d eterm in es to  
issu e, am end, or repeal th e regu lation , the action  taken m ay be based  o n ly  on  
sub stantia l ev id ence o f record at th e hearing. S im ilarly , the action  o f the S ecre
tary in fa ilin g  to carry in to  effect any p roposal for issu an ce, am endm ent, or 
repeal o f a regu lation  set for h earing  m u st rest on a like basis. In  either  
in sta n ce  detailed  find ings of the facts  on  w h ich  th e action  o f th e S ecretary  is 
based  are required to be m ade public as a part o f his order. It fo llo w s that if 
th e order o f the S ecretary  is to  be valid , the G overn m en t m u st have placed in 
th e record at the h earing  its ev id ence in support o f the action  taken and thereby  
afford opp ortun ity  for p erson s affected  to co n trovert v iva  voce the G overn 
m en t’s evidence. W h ile  com m on  law  or jury trial rules o f ev icen ce  need not be 
en forced  at such a  hearing, n ev erth eless  it is essen tia l to such a h earing that 
a ll th e  ev id ence on w h ich  the adm inistra tive officer acts be d isclosed  at the h ear
in g  and that the righ t to con trovert v iva  voce  be accorded .23

1949-50, at 251 (1951) (ju d gm en t for 
th e ad m in istra to r); Cook Chocolate Co. 
v. M iller, 72 F. Supp. 573 (D . D . C. 1947) 
(m o tion  to  d ism iss  d en ied ). T hese cases 
are reviewed at text accompanying notes 
34-49 below .

(Footnote 20 continued.) 21 S. 5, 75th C ong., 3d S ess. § 701 (e )  
(1938) (em p h asis supplied) (reprinted  
in C. D unn, Federal Food, Drug and 
Cosmetic A ct— A  Statement of I ts  Leg
islative Record 793, 810 (1 9 3 8 )) .

22 See footnote 8.
23 H . R. Rep. N o. 2139, 75th Cong., 3d 

Sess. (1938) (reprinted in C. Dunn, cited 
at footnote 21, at 815, 824).
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In  sup po rt of the above quotation , the H ouse of R epresen ta tives 
in its report cited a th en -cu rren t Suprem e C ourt case,24 O h io  B e l l  
T e le p h o n e  C o m p a n y  v .  P u b l ic  U t i l i t i e s  C o m m is s io n ,25 w hich illu stra tes  
the  type of hearing  and findings of fact in tended by C ongress. T he 
O h io  B e l l  case began with a proceeding to  revise telephone ra te  sched
ules. One of the key issues in the proceeding was to  determ ine the  
fair value of Ohio B ell’s property . T he Public U tilities Com m ission 
determ ined the value of the telephone com pany’s p roperty  as of a 
certain  date and then  took judicial notice of published price trend s 
and other m aterial w hich it used to  ad just the valuation  for o ther 
years. On appeal, the  principal issue was w hether the Public U tilities 
Com m ission had denied the telephone com pany a fair hearing  by 
tak in g  judicial notice of price indices and o ther evidence outside the 
official record. T he Suprem e C ourt of Ohio upheld the P ublic  U tilities 
Com m ission and the U nited  S tates Suprem e C ourt reversed on the 
ground t h a t : “ T he fundam entals of a tria l were denied to the appellant 
w hen ra tes previously collected w ere ordered to  be refunded upon 
the s tren g th  of evidential facts no t spread upon the record .”26 T he 
Suprem e C ourt also held th a t the  proceedings w ere sub ject to  an 
other o b jec tio n :
F rom  th e stan d p oin t of due p rocess— th e p rotection  o f the ind ividual aga in st 
arbitrary action — a deeper v ice is this, that even  n o w  w e do not k n ow  th e particu
lar or ev id entia l facts o f w hich  the C om m ission  took  judicial notice and on 
w h ich  it rested  its con clusion . N o t o n ly  are the facts un kn ow n; there is no w ay  
to  find them  out. . . .

[H ] o w  w as it p ossib le  for the appellate court to rev iew  the law  and th e facts  
and in te llig en tly  decide that th e findings o f the C om m ission  w ere supported  by  
the ev id ence w h en  the ev id ence that it approved w as unknow n and unkn ow ab le?27

W hile C ongress believed it w as essential th a t a hearing  be given 
before the promulgation of any regulation and that the regulation be 
based only upon evidence presented at a hearing, Congress also feared 
th a t indu stry  w ould subm it an endless succession of repetitive p ro
posals to amend regulations, thereby keeping the Secretary in useless 
and perpetual public hearings. A group of consum er organizations 
p ro tested  th a t the provision m aking it m andatory  for the S ecretary  
to  go th ro ug h  the  whole process of public hearings w henever an 
indu stry  is dissatisfied w ith a regula tion  w as com pletely unjustified

21 See footnote 8. 20 S ee fo o tn ote  25 at 300.
25 3 01 U . S. 292 (193 7). 27 See fo o tn ote  25 at 302-03.

PAGE 370 FOOD DRUG COSM ETIC LAW JO U R N A L ----JU L Y , 1968



and  likely tc  ham per enforcem ent activ ities.28 A m inority  report 
of the House Committee on Interstate and Foreign Commerce noted th a t :
If . . . an y  sub stantia l proportion  o f such m anufacturers, dem anded a public 
h earing  on a p roposal to  am end or repeal a regu lation  p reviou sly  validated  by  
th e courts after litigation  under su b section  ( f ) ,  th e S ecretary  w ould  have no 
a ltern ative but :o hold such a h earing  . . . .

In  m o st o f the in d u stries a ffected  by  the bill there are sufficient m in orities, 
voc ifero u sly  opp osed  to  any  form  of regu lation , to form  a  substantia l proportion  
of th e industry. T h ese  could  be depended upon in practically  every  in stance in 
w h ich  a regulation  is  required for the p rotection  o f public w elfare to resort to  
the tactics above described  and prevent ind efin itely  the effectuation  o f the 
purpose of the la w .29

R epresen ta tive  L ea felt th a t the bill deprived the S ecretary  of all 
d iscre tionary  powers. H e therefore offered an am endm ent30 to allow 
the Secretary , on his own initiative, “or upon an application of any 
in terested  in du stry  or substan tia l portion thereof s ta t in g  r e a s o n a b le  
g r o u n d s  th e r c jo r / ’S1 to  hold a public hearing  upon a proposal to issue, 
am end, or repeal any regulation , and it w as so enacted into law .32

29 See C. Dunn, cited at footnote 21, at 
750. Senator Copeland, sponsor of the 
bill in the Senate, had this statement in
serted in the Record immediately fo llow 
ing the Senate's passage of the bill. See 
footnote 25 at 746.

" See H . R. Rep. N o. 2139, cited at 
footnote 23. T he H ouse bill contained a 
provision stating that within ninety days 
after the Secretary issued a regulation, 
any person adversely affected could seek 
to enjoin the Secretary from enforcing 
the provision in any district court in the 
U nited States. C Dunn, cited at footnote 
21, at 810. Therefore, by continuing to 
advance rep etitive p rop osals, industry  
could have prole nged  delay of en force
m en t o f the regu lation  and kept the 
S ecretary  perpetu ally  in volved  in either 
public hearings or injunction  p roceed 
ings.

80 83 Cong. Rec. 7776 (1938) (remarks 
o f R ep resen ta tive L ea ). T h e F ood  and  
D ru g  A d m in istration  in  C o o k  Choco
la te  C o . v .  M i l le r ,  72 F . Supp. 573 
(D .D .C . 1947), later tried to argue  
from  R ep resen ta tive L ea ’s w ord s that 
the F D A  w as g iven  abso lu te d iscre
tion to  determ ine w h en  public h earings  
should  be called  and that the ex ercise

of this discretion cculd not be reviewed. 
See L ev in e, “T h e  C o o k  C h o c o la te  Case

An E ffort to Compel the Initiation 
of Adm inistrative Proceedings,” 4 F ood 
D rug Cosmetic L aw Q uarterly 172, 
179 (1949). H o w ever , th is does not 
seem  to be a fair in terp retation  of th e  
leg isla tive  h istory  o f th e A ct. See tex t  
a ccom p an yin g  n otes ^0-45 below . C on
g ress  w as concerned  about repetitive  
prop osals for ru le-m ak in g  and did not 
believe the S ecretary  should  be co m 
pelled  to hold public h earings on such  
matters. H en ce, C on gress did not want 
to deprive the S ecretary  of all d is
cretionary  pow ers. H o w ev er , there is 
no ev id ence th at C on gress in ten ded  
to g ive the S ecretary  abso lu te d iscre
tion; indeed, w ith  the ex cep tion  of 
repetitive p roposals or p rop osa ls not 
spon sored  b y  a substantia l portion  of 
industry, the ev id ence in d icates that 
a public h earing  w as regarded as a 
n ecessity .

21 83 Cong. Rec. 7899 (1938) (remarks 
of Representative Lea) (em phasis added).

32 F ederal F ood , D ru g  and C osm etic  
A ct § 7 0 1 (e ), 52 S tat. 1055 (1938), as 
amended, 21 U . S. C. § 3 7 1 (e ) (1964).
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T he F ederal Food, D rug  and Cosm etic A c t’s ru le-m aking p ro 
cedure th us followed tw o fundam ental p rin c ip le s :

1. P roposals for ru le-m aking which w ere in itia ted  by in du stry  
and w ere no t supported  by reasonable grounds could be denied by 
the  S ecretary  w ith ou t a public hearin g ;

2. P roposals for ru le-m aking which w ere in itia ted  by the  Secre
ta ry , or in itia ted  by indu stry  and supported  by  reasonable g rounds, 
had  to  be given a public hearing, and could only becom e effective 
a fte r the S ecretary  had m ade detailed findings of fact based upon 
evidence presented  a t th a t hearing.

U nder th is  procedure, no regula tion  could ever be m ade effective 
w ith ou t first hav ing been the  sub ject of a public hearing .33 T he 
in itial litigation  concern ing the  righ t to  a public hearing, C o o k  
C h o c o la te  C o m p a n y  v .  M i l l e r ,34 involved the  first of these principles 
— w hether a proposal w as supported  by reasonable grounds and 
was therefore entitled to a public hearing. The plaintiff, Cook Chocolate 
Com pany, had proposed an am endm ent to  the  s tan dard  of id en tity  
for chocolate w hich w ould perm it the  fortification of th is food w ith  
vitam ins, a lleging in support of its proposed am endm ent th a t the  
B ritish  M inistry  of Food had announced th a t chocolate w as the 
best m edium  for adm inistering  v itam in  concentrates and th a t the 
U n ited  S ta tes A rm y and Red Cross had used substan tia l quantities 
of vitam in-enriched chocolate to  m ain ta in  proper diets of soldiers 
and under-nourished persons. T he F ederal S ecurity  A d m in istra to r 
refused to  hold a public hearing  on the proposal, say ing  it was not 
supported  by reasonable grounds, and the Cook Chocolate Com pany 
sough t a declaratory  judgm en t to  com pel the  hearing .35 *

T he G overnm ent’s m otion to  dism iss the  com plain t w as over
ru led .315 A court hearing  was held th e reafte r and the com pany failed 
to prove the facts alleged in its petition  to  am end the  chocolate

33 See A ttorney General’s Manual on
the Administrative Procedure A c t 32-33
(1947) ; A u stern , “T h e F orm ulation  of 
M and atory  F ood  S tan dard s,” 2 F ood 
D rug Cosmetic L aw Q uarterly S32, 
S74 (1 9 47 ); M arkel, “R ev iew in g  F oo d
S tan dard s,” 6 F ood D rug Cosmetic 
L aw J ournal 191, 201 (1 951); “D e v e l
opments in the Law— T he Federal Food, 
D rug and Cosmetic A ct ,” 67 Harvard 
Law  Review  632, 666-68 (1954).
PAGE 372

34 72 F. Supp. 573 (D .D .C . 1947).
36 T he Cook Chocolate Company also  

sou g h t a declaratory  ju d gm en t th at its  
ch o co la te  w ith  Vitam ins w as not bar
red by  standards o f id entity  w h ich  did 
not perm it th e u se o f v itam in s in ch o c
o late. H o w ever , th is w as held n ot to  
be a proper subject for d eclaratory  
ju d gm en t. See fo o tn ote  34 at 574.

36 See fo o tn ote  34.
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stan dard .37 In  ligh t of the  com pany’s failure, the  court held th a t 
the Adm inistrator’s refusal to grant a hearing was not arbitrary or illegal.38

T he reasoning  underly ing  the  C o o k  C h o c o la te  case was not very  
sa tisfac to ry  to  e ither the F D A  or industry . T he  A dm inistra tion  ap
parently believed that the power to call a public hearing is discretionary 
and th a t the denial of a public hearing  because the petition  is not 
supported  by reasonable grounds cannot be review ed by any cou rt.39 
T he F D A ’s argum en t was based on R epresen ta tive  L ea’s w ords in 
offering the  reasonab le-grounds am endm ent to  the H ouse bill :40
T h e bill provides that on the req uest o f an in d u stry  or a sub stantia l portion  o f 
it th e  S ecretary  shall hold  a hearing. T h e auth orities o f the D ep artm en t o f 
A gricu ltu re objected  to th is p rovision , c la im in g  that it deprived the S ecretary  
of a ll d iscretion ary  pow ers.
I sha ll offer an am en d m en t at th e proper tim e p rovid in g  in sub stance that w h en  
reasonable cau se is  sh o w n  the S ecretary  shall call th e hearing. T h is  w ill obviate  
any d ispute over that q u estio n .41 42
T he F D A  reasoned th a t the  dispu te abou t hearings w as obviated by 
g iv ing the S ecretary  com plete discretion to  determ ine w hether a 
hearing  should  be gran ted .

H ow ever, it is difficult to  reconcile th is conclusion w ith  the  re 
m ainder of R epresen ta tive  L ea ’s com m ents. Im m ediately  preceding 
the w ords relied upon by the  FD A , R epresen ta tive  Lea s a id :

I w an ted  to  ca ll the a tten tion  o f th e H o u se  to the particular regu lations that 
are affected  b y  th is court rev iew , but on  accou n t o f th e lim ited  tim e I w ill n ot 
at th is tim e enum erate th o se  pow ers. F o r  th e p resen t it is sufficient to say  that 
th ey  are very  broad and very  im portant. I t  is these broad powers that no man 
should seek or want to exercise unless the court has a reasonable right to review his 
conduct from the standpoint of arbitrary action.11
In  th e  sam e speech, the  C ongressm an s ta te d :
[ W ]e  m u st n ot ign ore th e  fact that the people d eserve protection  a ga in st arbi
trary and capricious g overn m en t, aga in st 'inexperience and ign oran ce by the  
d epartm ents w h ich  ex ercise  th is sem ileg isla tiv e  a u th ority .43

T herefore, considering R epresen ta tive  L ea’s com m ents in th e ir  
en tire ty , it seem s likely th a t he in tended to  perm it cou rt review  of

37 Cook Chocolate Co. v. M iller (D . 
D.C. A p ril 1950), reported  in V . K le in 
fe ld  & C. D u nn , cited  at fo o tn o te  20, 
at 251.

38 S ee fo o tn o te  37 at 252.
39 See L ev in e, cited  at fo o tn ote  30, 

at 172.
40 S ee fo o tn o te  39 at 180.
4183 Cong. Rec. 7776 (1938) (remarks 

of Representative L ea).
42 S ee fo o tn o te  41 (em p h asis add ed).

43 S ee fo o tn o te  41. S ee  a lso  S alth e, 
“F oo d  Standard M akin g— W h a t D id  
C on gress Inten d ?,” 6 F ood D rug Cos
metic L aw J ournal 174, 176 (1 9 51 ):  
“C on gress did n ot in ten d  to  d elegate  
to  th e S ecretary  the sam e latitude that 
it ex ercises  in en a ctin g  a law . . . . Con
g ress  in ten ded  to guard aga in st any  
arbitrary action  on the part o f th e  
Secretary in the promulgation of stan
dards.”
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th e  denial of a public hearing'. Such a conclusion is consisten t w ith 
th e  o ther legislative h isto ry  in the H ouse41 * * 44 * 46 and w ith  the w ords of 
the  s ta tu te  to  the effect th a t if reasonable grounds are show n, the 
Secretary s h a ll call a public hearing.43 The court in C o o k  C h o c o la te  
clearly did, in fact, review  the denial of the hearing  to  determ ine 
w hether it w as an abuse of discretion .48

T he C o o k  C h o c o la te  case was no t very  sa tisfacto ry  to in d u stry  
because the  plain tiff was given his opportun ity  to prove the facts 
un derly ing  his petition  in court ra th er than  before the Secretary . 
In  its ru ling , the  court seem s to  have failed to  consider fully the 
na tu re  of a public hearing. A public hearing  is not a confron tation  
betw een the plain tiff and  the S e c re ta ry ; it is a proceeding a t w hich 
a ll  in terested  persons can offer evidence.47 T hus, if the p lain tiff’s 
grounds w ere prim a facie reasonable, the  court erred  in d ism issing 
the com plain t because it was a t least possible th a t o ther in terested  
persons would have appeared a t the hearing  and offered evidence 
supporting  the  p lain tiff’s argum ents. F urtherm ore , in d ism issing the 
com plain t because of the absence of “ com petent evidence" to  su p 
p o rt the asserted  grounds, the  court m ay have overlooked the fact 
th a t ev iden tiary  rules are m uch m ore inform al at adm in istra tive  hear-

41 See tex t accom p an y in g  n otes 23- 
33 cited  above.

Federal Food, Drug and Cosmetic A ct
§ 7 0 1 (e ), 21 U. S. C. § 3 7 1 (e) (1 9 6 4 );  
cf. “D ev elop m en ts  in the L aw — T h e
F ed eral F ood , D ru g  and C osm etic  
A ct,” 67 Havard L au1 Review) 632, 668 
n.283 (1954) (stating that it is arguable 
the statute compels such rev iew ). Quite 
apart from  the m erits o f the Cook
Chocolate case, the F D A ’s denial of 
a public h earing w as regarded by one  
auth ority  as an extraordinarily  u n desir
able and u n w ise adm inistrative d eter
mination. Austern, “Section 4 0 3 (g ) R e
v isited ,” 6 F ood D rug Cosmetic L aw 
J ournal 181, 183 (1951).

46 Cook Chocolate Co. v. M iller (D . 
D.C. A pril 1950), reported in V. K le in 
feld & C. D unn, cited at fo o tn ote  20, 
at 251. A  contrary con clusion  w ould
have placed ex cess iv e  pow er over the 
food  industry in the hands of the F D A . 
S om e regulations define the co m p o si
tion o f fo o d s w h ich  can n ot be sold  
ex cep t under the label “im itation .” S ee
PAGE 374

F orte , “D efin ition s and Standards of 
Iden tity  for F o o d s,” 14 U.C.L.A.L. R e v .  
796 (1967). B y refusing to permit amend
m en ts to th ese regu lations, the S ec 
retary could arbitrarily freeze th e co m 
position  of a ll foods and preclude all 
future im p rovem ents. T h ese  w ere prob
ably the very broad powers which would  
have concerned  R ep resen ta tive L ea  
w ere th ey  n ot subject to judicia l re
v iew . S ee tex t a ccom p an yin g  n ote 42 
cited above. T h e regu lations are the 
sam e type as th ose in volved  in the 
Cook Chocolate case. H en ce , w h ere a 
clear abuse of d iscretion  can be show n , 
th e courts should  order a h earing since  
a contrary approach could d en y  the 
public a s ign ifican tly  im p roved  food  
product. “D ev elop m en ts In  the L aw —  
T h e F ed eral F ood , D ru g  and C os
metic A ct,” 67 Harvard Lazo Review  632, 
668 (1954).

17 T h e statu te itse lf so provides. See  
F ederal F ood , D ru g  and C osm etic A ct  
§ 7 0 1 (e ) (3 ) , 21 U . S. C. § 3 7 1 (e ) (3) 
(1964).
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ings th an  in judicial proceedings.48 A dm inistra tive  agencies have 
wide discretion in the adm ission of evidence and other procedural 
m atters ; therefore, a possib ility  also existed th a t the p lain tiff’s evi
dence w ould have been com petent to  support his assertions had the 
hearing  been before the Secretary  ra th e r th an  the court. In short, 
a denial of a public hearing  is sim ilar to  the dism issal of a com plaint, 
and if the  grounds in the petition  are reasonable, the hearing  should 
be held before the adm in istra tive  agency ra th e r  than  the cou rt.49

In  the late 1940’s and early  1950’s, it becam e apparen t th a t the 
excessive form ality  of the ru le-m aking  procedures of the F ederal 
Food, D rug  and Cosm etic A ct im peded the issuance of non-contro- 
versial regu la tions.30 T he Food, D ru g  and Cosm etic L aw  Section of 
the N ew  Y ork State Bar Association, therefore, sponsored an am end
m ent to  reform  the procedures for p rom u lgating  FD A  definitions 
of the com position of foods. E ndorsed  by bo th  food m anufacturers 
and if the grounds in the petition  are reasonable, the  hearing  should 
section 507 of the F ederal Food, D ru g  and Cosm etic A ct.52 A m ong

48 S ee Cook Chocolate Co. v. M iller 
(D .D .C . A pril 1950), reported  in  V. 
K lein fe ld  & C. D unn, cited  at fo o t
n ote 20, at 252. T h e d ism issa l o f the  
com p la in t apparently  resu lted  from  a 
procedural tan gle  in w h ich  the p lain
tiff succeed ed  in g e tt in g  h is petition  
and su p p ortin g  d ocu m en ts introduced  
but did not have a w itn ess  qualified to  
te stify  co n cern in g  their con tents. T h e  
com p la in t w as later d ism issed  w hen  
the d ocu m en ts w ere found not to be 
com p eten t evidence. L ev in e, cited  at 
fo o tn ote  30, at 175-76.

40 Cf. L evin e, cited at fo o tn ote  30, 
at 181: “T h e issu es raised  by th e co m 
plaint were essentially legal, not factual, 
and the so-ca lled  trial seem ed partic
ularly inappropriate for their d eter
mination.” See also Adm inistrative P ro
cedure A ct § 10, 5 U .S .C . § 1009 (1964), 
p rovid in g  th at ex cep t so far as sta tu tes  
preclude judicia l rev iew , or a gen cy  ac
tion is by  la w  co m m itted  to agen cy  
discretion , judicial rev iew  is available. 
Recent decisions of the Supreme Court 
m ake it clear that judicia l rev iew  w ill 
not be denied  u n less  there is persuasive  
reason  to b elieve th at such w as the

purpose o f C ongress. See Toilet Goods 
A ss’n v. Gardner, 387 U .S . 158 (1967); 
Abbott Laboratories v. Gardner, 387 U .S . 
136 (1 9 67 ); com pare L. Jaffe, Judicial 
Control of Administrative Agencies 363
(1965) ( “ P resu m p tively , an exercise  of 
discretion  is review able for lega l error, 
procedural defect, or ‘abu se.’ ” ).

50 See, for exam ple, M arkel, cited  at 
fo o tn ote  33, at 191. S ee a lso  G oodrich, 
“P atch w ork  on a C razy Q u ilt o f A d 
m in istrative P rocedu res,” 10 F ood D rug 
Cosmetic L aw J ournal 604, 606-07  
(1955).

51 S ee 1954 F D A  A n nu al R eport, re
printed in V . K le in fe ld  & C. D unn, 
Federal Food, Drug and Cosmetic A c t— 
Judicial and Administrative Record, 1953- 
1957, at 664, 681 (1953). See also Markel, 
“Proposed Simplification of Food Stan
dards P roced u res,” 8 F ood Drug Cos
metic L aw J ournal 227, 236 (1953) 
(reporting the action o: the Food, D ru g  
and Cosmetic Law Section of the N ew  
Y ork  S ta te Bar A sso c ia tio n ).

52 21 U .S .C . § 357 (1964); see M arkel, 
“R ev iew in g  F ood  S tandards,” 6 F ood 
D rug Cosmetic L aw J ournal 191, 202- 
03 (1951).
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the  m ore im p ortan t changes the  am endm ent m ade in the procedure 
for p rom u lgating  regulations defining foods were the fo llo w in g :

1. T he S ecretary  or any in terested  person show ing reasonable 
grounds therefo r could propose a regu la tion .53 U nder the  prio r 
procedure, regu la tions had to  be in itia ted  by the S ecretary  or a sub
s tan tia l portion  of an industry . T he 1938 A ct had been in te rp re ted  
to  perm it only basic food m anufactu rers and fabricato rs to  propose 
am endm ents, w hile m anufac tu rers and sc 'le rs of ingred ien ts for foods 
could no t sug gest such changes.54 T he am endm ent th us broadened 
the class of members of the food industry who could propose regulations.55

2. T he revised procedure gave the Secretary  an initial opportun ity  
to  determ ine in d u stry ’s reaction to  a proposed regulation  before 
public hearings. R egulations proposed under the 1938 A ct w ere 
published prio r to  a public hearing. U nder the revised procedure, 
a  suggested  regulation  was p u b lish ed ; in terested  persons w ere given 
an oppo rtun ity  to  s ta te  th e ir v ie w s ; and, finally, the S ecretary  p ro 
posed an order to  w hich all adversely affected parties could file spe
cific ob jections and request a public hearing .56 T hus, if a public 
hearing  w ere held, the S ecretary  knew from  the ob jections w hich 
portions of his o rder were dispu ted  and w hat the grounds for the 
d ispu te w ere.57

3. T he revised procedure elim inated public hearings on non- 
controversial regu la tions.58 U nder prio r procedures, all regu lations, 
even those to  w hich there  w as no opposition, w ere given a form al 
public hearing  a t w hich the F D A  presen ted  evidence to  support 
each portion . T he  requirem en t th a t the S ecretary  m ake detailed 
findings of fact su b s tan tia tin g  the  suggested  provisions resu lted  in 
a record for judicial review  even on m inor am endm ents.59 U nder

33 S ee 21 U .S .C . § 3 7 1 (e ) (1964).
Si See S. Rep. N o. 1060, 83d Cong., 

2d S ess. (1954) (reprinted  in 1954 U S .  
Code Cong. & Ad. N ew s  2126, 2128). 
See a lso  Hearings on H .R . 5055 Before 
a Subcomm. of the House Comm, on 
Interstate and Foreign Commerce, 83d  
C ong., 1st S ess. 7 (1953); M arkel, 
“Proposed Simplification of Food Stan
dards P roced u res,” 8 F ood Drug Cos
metic L aw J ournal 227, 234 (1953).

55 S ee  S. R ep. N o. 1060, cited  at fo o t
n ote 54.

30 S ee A ct o f A pril 15, 1954, ch. 143, 
§ 1, 68 Stat. 54, as am ended, 21 U .S .C . 
§ 3 7 1 (e) (1964).

57 A s noted  in the H o u se  hearings, 
the bill gave the b asic ind u stry  an op
p ortunity  to  be heard at the in itia l 
stages o f ru le-m aking. S ee H ea rin gs  
on H .R . 5055, cited at footnote 54, at 12.

58 S ee M arkel, “P rop osed  S im p lifica
tion  o f F oo d  Standards P roced u res,” 8 
F ood D rug Cosmetic L aw J ournal 227, 
235-36 (1953).

50 S ee S. R ep. N o. 1060, cited  at fo o t
note 54.
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the revised procedure, hearings and detailed findings of fact w ere 
eliminated when no objection was raised to the proposed regulation.

T he proposed am endm ent, called the  H ale A m endm ent, was en
acted in 1954,63 thereby  rev ising  the s ta tu to ry  procedure so far as 
standards of iden tity  for foods w ere concerned. In  1956 a s ta tu to ry  
addition to  the H ale A m endm ent was enacted which extended the 
new procedure to  all F D A  regu lations.60 61

W hile  the H ale A m endm ents w ere in tended to  perm it the Secre
ta ry  to  forego public hearings on noncontroversial regulations, it is 
perfectly  clear th a t they  w ere not in tended to  elim inate these sessions 
w hen a party  desired to  m ake a record for judicial review. S upport 
for th is  in te rp re ta tion  is found in the  1954 H ouse H earings, w herein 
the represen ta tive  of the Food, D rug  and Cosm etic L aw  Section of 
the N ew  Y ork S ta te  B ar A ssociation, w ho was v irtua lly  the only 
w itness, testified th a t in his understanding , the bill w ould allow a n y  
party  to  dem and a hearing .62 63 F u rth e r, in 1954 the S ecretary  of 
Health, Education and W elfare wrote to the House Committee, sta ting :

T h e b ill w ou ld  greatly  facilitate n on con troversia l ch an ges in food standards 
regulations. I t w ould  elim in ate the n ecessity  for public hearings and th e esta b 
lish m en t o f a record of te stim o n y  and exh ib its  w here, after due notice, it d evel
oped no one opp osed  the ch a n ge .03
T he Senate repo rt sim ilarly  s ta ted  th a t enactm ent of the bill would 
elim inate the requirem ent for form al hearings except w here such 
a hearing  was desired for the  purpose of prov id ing  a basis for judicial 
review  w hen the  ob jecting  p arty  found the  u ltim ate  regula tion  still 
ob jectionable.64

T he 1956 legislative h isto ry  w as equally clear. As s ta ted  by the 
S ecretary  of H ealth , E ducation  and W e lfa re :
O n the narrow  issu es about w h ich  there 'is co n troversy , any  in terested  person  
affected  by  a p reposed  regu lation  could, by filin g  a  petition , in itia te th e form al 
procedure, in c lu d in g  a public hearing, esta b lish m en t of th e public record on  
w h ich  our action  w ould  be based, and rev iew  o f our action  in th e U n ited  S ta tes  
C ourts o f A ppeal. T h us, no sub stantia l r igh ts o f any person w ould  be relieved  
of protection , w h ile  g overn m en t, the public and in d u stry  are relieved of th e co sts  
and expenditures of time in holding hearings on points about w hich w e all agree.66

60 A ct o f A pril IS, 1954, ch. 143, § 1, 
68 Stat. SS.

61 A ct o f A u g u st 1, 1956, ch . 861, § 2,
70 Stat. 919.

63 S ee H e a r in g s  o n  H .R .  5055, cited at 
fo o tn o te  54, at 7.

03 T h is  le tter is part o f S. R ep. N o. 
1060, c ited  at fo o tn ote  54.

64 See S. R ep. N o. 1060, cited  at fo o t
note 54.

65 T h is  le tter is part o f S. R ep. N o . 
2752, 84th C ong., 2d S ess. (1956) (re
printed in 1956 U S .  C o de  C o n g . &  A d .  
N e iv s  4105-06).
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Likew ise, the  Senate report on the 1956 am endm ent sta ted  th a t 
w here the proposed regulations were no t controversial, the bill w ould 
rem ove m andato ry  follow ing of form al ru le-m aking procedures.06 
T hus, in suppo rting  the H ale A m endm ents, in du stry  still believed 
th a t it had reta ined  the  righ t to  a public hearing  w henever any  m em 
ber found a proposed regulation  objectionable.

In 1959, D y e s tu f f s  &  C h e m ic a ls ,  I n c o r p o r a te d  v .  F le m m in g 67 first 
considered the  sufficiency of objections and requests for a public 
hearin g  under the  H ale A m endm ents. T he C om m issioner of Food 
and D rugs had issued a prohibition of the un restric ted  use of certain  
coal-tar colors on the  ground th a t these colors w ere not “harm less” 
as required by law. R egulations govern ing  coal-tar colors w ere then  
prom ulgated  under section 406 of the A ct.68 and these regu la tions 
were sub ject to  the section 70169 procedure as revised by the H ale 
A m endm ents. T he petitioner, D yestuffs & Chem icals, Inc., filed 
ob jections and dem anded a public hearing  on the  proposed reg u la 
tion, alleging th a t the  colors w ere harm less under their in tended 
conditions of use. W hen  the p e titio n er’s request for a public hearing  
was denied, it sough t to  have the regula tions set aside by the C ourt 
of A ppeals for the  E ig h th  C ircuit. A fter the filing of the  pe tition er’s 
objections, the  Suprem e C ourt decided the case of F le m m in g  v .  
F lo r id a  C i t r u s  E x c h a n g e ™  in w hich it held th a t unless coal-tar colors 
w ere h a r m le s s , they  w ere no t to  be certified. F u rth er, the court held 
th a t the S ecretary  did no t have the pow er to  license the use of coal- 
ta r  colors on the  basis of the vary ing  to lerances for harm ful con
ten ts .71 T h is con troverted  D yestu ffs’ p rim ary  basis for its  hearing  
request—th a t the colors w ere not harm ful in the am ounts in which 
they were being used, although they were harmful in greater amounts.72 
T he  circuit court reasoned th a t a public hearing  w as unnecessary  
since even if the  petitioner prevailed on his issues, the S ecre ta ry ’s

““ S ee fo o tn ote  41.
07 271 F . 2d 281 (8th  Cir. 1959), cert, 

denied, 362 U .S . 911 (1960).
68 See A ct o f June 25, 1938, ch. 675, 

§ 502, 52 Stat. 1049. In 1960 C on gress  
en acted  the C olor A d ditive A m en d 
m en ts  to the F ed eral F ood , D ru g  and  
C osm etic A ct w hich  n ow  govern  reg 
u la tion s sim ilar to th o se  involved  in 
th e  D y e s tu f f s  case. See F ed eral F ood , 
D rug and Cosmetic A ct § 706, 21 U .S.C . 
§ 376 (1964).
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60 21 U .S .C . § 371 (1964).
70 358 U .S . 153 (1958).
71 See fo o tn ote  70 at 163-67.
72 S ee D y e s tu f f s  &  C h e m s ., In c . v. 

F le m m in g ,  271 F. 2d 281, 284 (8th  Cir. 
1959), cert, denied, 362 U .S . 911 (1960), 
in w hich  p etition er’s o b jection s are in 
part reprinted. T h e o b jection s adm it 
that the co lors are harm ful w h en  used  
in suffic ient quantity.
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order w ould still have to  be valid under the Suprem e C o urt’s decision 
in F lo r id a  C i t r u s .13 T he D y e s tu f f s  case th us tu rned  upon the  point 
th a t the petitioner had no t asserted  legally  valid issues concerning 
the p rop rie ty  cf the S ecretary 's  regulation .

In  review ing D y e s t u f f s , it becom es apparen t th a t the court ex
plicitly  placed only tw o lim ita tions on the r ig h t to  a public hearin g :

1. T he objections m ust raise issues m aterial to  the legality  of 
the order involved ; and

2. T he issues m ust not be frivolous or inconsequential.74
T he cou rt rested  these m inim al lim ita tions upon the  s ta tu te  itself, 
w hich provides th a t the purpose of a public hearing  is to  receive 
evidence relevan t and m aterial to  issues raised by the ob jections.75 
The co u rt’s unequivocal in ten t w as to  avoid the fu tility  of a hearing  
on issues w hich lacked substance .76

E ven  these m inim al lim itations, how ever, have a dangerous 
po ten tia l for m isapplication .77 W h en  Congress enacted the H ale 
A m endm ents, it used as its m odel section 507 of the F ederal Food, 
D ru g  and Cosm etic A ct.78 T here  w as one im p ortan t departure. 
Section 507 requires th a t bo th  a proposal for a regulation  and objec
tions to  a regulation  be supported  by reasonable grounds. W hile  
the  H ale  A m endm ents require th a t proposals for regula tions in iti
a ted  by in du stry  be supported  by reasonable grounds, objections need 
only s ta te  “the grounds therefo r.”79 T hus, if an a ttem p t w ere m ade 
to  evaluate the grounds of objections to  determ ine w hether they w ere 
“reasonab le” or frivolous or inconsequential, the Secretary  would 
be assertin g  a pow er w hich w as p resum ably  deliberate ly  denied to

78 S ee fo o tn ote  72 at 285-86.
71 S ee fo o tn ote 72 at 286.
76 S ee F ederal F ood , D ru g  and C os

m etic  A ct § 7 0 1 (e ) (3 ) ,  21 U . S. C. 
§371  ( e ) (3 )  (1964).

76 “W h ere th e o b jection s stated  and 
the issu es raised thereby are, even  if 
true, leg a lly  insufficient, their effect is 
a n u llity  and no o b jection s have been  
stated. C on gress did not intend the 
g overn m en ta l a gen cies created by  it to 
perform  u se less  or unfruitfu l ta sk s .” 
D y e s tu f f s  &  C lien ts ., In c . v . F le m m in g ,

271 F. 2d 281, 286 (8th  Cir. 1959), cert, 
denied, 362 U . S. 911 (1960).

77 See 1 K . D av is , A d m in is t r a t iv e  L a w  
T r e a tis e  § 6.05 (Supp. 1965).

78 21 U . S. C. § 357 (1964); see  
S. R ep. N o. 1060, cited at fo o tn ote  54; 
M arkel, “R ev iew in g  F ood  S tan dard s,” 
6 F ood D rug Cosmetic L aw J ournal 
191, 202 (1951).

79 C om pare F ederal F ood , D ru g  and 
C osm etic  A ct § 507. 21 U . S. C. § 357  
(1964), w ith  fo o tn ote  78 § 7 0 1 (e ) (2 ) ,  
21 U . S. C. §371 ( e ) ( 2 )  (1964).
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him  by the sponsors of the H ale A m endm ents.80 In  short, the 
S ecre ta ry ’s pow er is lim ited  to  determ in ing  w hether the i s s u e s  raised 
by ob jections are m aterial or frivolous or inconsequential. T he 
grounds s ta ted  in sup po rt of the  issues m ay no t be exam ined for 
reaso n ab len ess ; they  are sim ply included as a convenience to  the 
S ecretary  to  aid him in his p repara tion  for the  hearing .sl

T he rationale for th is d istinction  w ould seem to  lie in the  n a tu re  
of the  public hearing. Once an issue is raised for public exam ina
tion, all in terested  persons can participate and offer evidence.82 I t  
th us becom es to ta lly  irre levan t w hether the ob jec to r’s rep resen ta 
tions (or “g ro u n d s”) in sup po rt of his objection can alone compel 
revision of the  S ecre tary ’s order. R ather, the  question is w hether 
on the record as a w hole— considering the evidence presen ted  by all 
in terested  persons— the o rder is justified .83 T he ob jector by ra ising  
the  issue m erely s ta r ts  the  process th ro ug h  which the  valid ity  of the

80 M arkel, w h o w as one of th e ch ief 
spon sors of the H a le A m en d m en ts and 
virtually  the o n ly  w itn ess  to te st ify  in 
favor o f the first H a le A m en d m en t, 
w as clearly  aw are o f the fact that § 507 
of the A ct required a statem en t of 
reasonable grounds to accom p an y ob
jections. See Markel, “Proposed Sim pli
fication of Food Standards Procedures,” 
8 F ood D rug Cosmetic L aw J ournal 
227, 233-34 (1953). T h e in feren ce is 
inescapable that the om issio n  w as d e
liberate. It a lso  seem s like ly  that had 
the proposed amendment required “rea
sonable grounds” for a hearing, it would 
have been resisted  by industry. In d u s
try acquiesced  in the H a le A m en d 
m en ts because it still believed  it w ould  
be g iven  hearings w h en  it desired.

81 T h e F D A , h ow ever, takes the con 
trary v iew . Its adm inistrative regu la
tion s state: “O b jection s m u st be sup
ported b y  reasonable grounds, w hich  if 
true, are adequate to  ju stify  the relief 
sought.” 21 C. F. R. § 2 .67(b ) (5 ) (1967). 
T h e F D A  w ou ld  thus by regulation  
supply  the w ord “reason ab le” w hich  
w as om itted  from  § 701 o f the Federal 
F ood , D ru g  and C osm etic A ct. T h e  
difficulty w ith  th is approach is that it 
places th e burden on the objector to 
allege facts equivalent to proving prima 
facie invalid ity  o f the regulation. T he
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le g isla tive  h istory  o f the H a le A m en d 
m en ts, h ow ever, supports the v iew  that 
hearings w ere o n ly  elim inated  w h en  no  
one opp osed  a regulation . See tex t 
accom p an y in g  n otes 61-67 cited above. 
A s R ep resen ta tive H a le  stated  in the  
1956 congressional hearings: “Specifically  
the bill w ould  do on ly  one th in g; it 
w ou ld  elim in ate the requirem ent for 
form al procedure and a form al record  
w hen all concerned  are in agreem en t 
but w ould  preserve the present pro
cedure [that is, the n ecessity  o f a 
h earing] w here a hearing is desired by  
any d isagreein g  party .” H ea rin gs on  
H . R. 9547 B efore a Subcom m . o f the 
H o u se Com m , on Interstate and F or
eign  C om m erce, 84th C ong., 2d Sess. 
9 (1956). T h e “present procedure” did 
not require objection s to be a ccom 
panied b y  “reasonable gro u n d s” to 
w arrant a hearing.

82 See F ederal F ood , D ru g  and C os
m etic A ct § 7 0 1 (e ) (3 ) , 21 U . S. C. 
§371  ( e ) (3 )  (1964).

83 T h e test is substantia l evidence. 
§ 701 , 21 U . S. C. § 371 (1964); F e d 
era l S e c u r i t y  A d m ’r  v . Q u a k e r  O a ts  C o ., 
318 U . S. 218 (1943). See a lso  A u stern , 
“T h e F orm ulation  of M andatory F ood  
S tandards,” 2 F ood Drug Cosmetic 
L aw' Q uarterly 532, 582-89 (1947).
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S ecre ta ry ’s order is u ltim ately  decided.84 W hen  a factual issue is 
raised, the  S ecretary  then  bears the  burden  of p rov ing the su b stan ti
a lity  of the  evidence suppo rting  the regu la tio n .85

T he d istinction  betw een issues and grounds for ob jections will 
often be un im po rtan t because the ob jector will m ake sub stan tia lly  
the sam e allegations in both. T he court in such a case can be ex
pected to  reach the  sam e resu lt in deciding w hether the issues are 
frivolous or inconsequential th a t it w ould reach in deciding w hether 
the grounds for the objection are reasonable. In  o ther situations, 
the  d istinction  can be a ll-im portant. F or exam ple, assum e th a t a food 
stan d ard  of iden tity  is proposed w hich does not perm it the  use of a 
particu la r ingredient. If a m anufactu rer who uses th is ingredient 
seeks a public hearing  on the valid ity  of the stan dard  of iden tity  
because it bars his p roduct from  sale, he m ay no t be en titled  to  th a t 
procedure.86 I f  instead  he seeks a hearing  on the  issue of w hether 
the  proh ib ition  of th is  ingred ien t is supported  by substan tia l evi
dence, and th u s  is reasonable and prom otes fair dealing in the in te r
est of consum ers, he should be given such a hearing, even if the  only 
“g ro u n d s” for his objection are th a t the  stan dard  bars his p roduct.87 
T he S ecretary  th en  m ust prove his “sub stan tia l evidence” and the

“ A s Mr. M arkel said in th e 1953 
H o u se  hearings “U n der the proposed  
bill form al hearings w ou ld  be lim ited  
to issu es first clarified and pinpointed  
by th e filin g  o f objections . . . . ’' H e a r 
in g s  o n  H .  R .  5055, cited at footnote 54, 
at 10-11.

83 T h e S ecretary  m u st then prove 
such ev id ence as a basis for the d e
tailed  find ings o f facts  required under  
§ 7 0 1 (e ) (3 )  o f th e A ct, 21 U . S. C. 
§ 3 7 1 (e ) (3 )  (19C4).

86 Standards of id entity  in h eren tly  
lim it the com p osition  o f food s and thus  
p reven t food s w hich  do not conform  
to the standards from  b ein g  sold  e x 
cept p ossib ly  as im itation s. See F e d 
e ra l  S e c u r i t y  A d m ’r  v . Q u a k e r  O a ts  C o ., 
318 U . S. 218, 231-32 (1943); U n ite d  
S ta t e s  v . 306 C a ses  C o n ta in in g  S a n d fo r d  
T o m a to  C a tsu p . 55 F. Supp. 725 (E . D. 
N . Y . 1944), affirm ed under the nam e  
of L ib b y  M c N e i l l  &• L ib b y  v . U n ite d  
S ta te s ,  148 F. 2d 71 ( 2 d 'c ir .  1945).

S ee a lso  62 C a ses  c f  J a m  v . U n ite d  
S ta te s .  340 U . S. 593 (1951). H en ce  
the fact that an individual product w ill 
be barred by  a standard cannot per se 
invalidate a proposed standard of identity, 
and the issu e could be regarded as in 
consequentia l. B ut sales in volum e of 
a food con ta in in g  a specific in gred ien t 
can g iv e  rise to the in feren ce that con 
sum ers ex p ect such an in gred ien t in a 
food and therefore that a contrary  
standard does not conform  to the rea
sonable ex p ecta tion s of purchasers and 
con su m ers as required by  law . See  
F orte, cited at fo o tn ote 46, at 805-10.

87 T h e issu e o f w h eth er an order is 
supported by substantial evidence should 
a lw ays sa tisfy  the requisite for a grant 
o f a public hearing. B y  ra isin g  this  
issu e, the objector dem ands o n ly  to 
k n ow  th e ev id ence relied  upon b y  the 
S ecretary  and asks on ly  that the S ec
retary m ake a record w h ich  can be 
ju d icia lly  review ed.

FA IR  H E A R IN G  IN  A D M IN ISTR A TIV E R U L E -M A K IN G PAGE 381



ob jector can in troduce testim ony supporting  the represen ta tions in 
his petition  and all o ther re levan t evidence w hether or not m en
tioned in his grounds. In  practice, therefore, it m ay be advisable to  
begin by d ra ftin g  a set of issues w hich are re levan t and m aterial to  
the proposed regu lation  and to  sta te  these issues separately  from  the 
grounds w hen m aking ob jections.88

W hile only tw o lim itations on the rig h t to a public hearing were 
explicitly  s ta ted  in the D y e s tu f f s  case, the co u rt’s opinion certa in ly  im 
plied a th ird  lim ita tion—th a t the issues raised m ust be issues of fact 
ra th e r th an  pure questions of law  if a public hearing  is to  be required.89

The court apparently reasoned th a t since the s ta tu to ry  purpose of 
the  hearing  is to receive “ e v id e n c e ,”  only objections ra ising  factual is
sues ju stify  a public hearing. O ne d istinguished com m entato r takes 
a con trary  view, reasoning  th a t the s ta tu te  m akes it m andatory  for 
the Secretary  to  call a hearing  w hen objections are filed.90 H ow ever, 
th is view  ignores the purpose of a public hearing  and the legislative 
h is to ry  of the A ct w hich indicates th a t the  public hearing  w as in 
tended to provide a basis for detailed findings of fact by the  Secre
ta ry .91 U nder the circum stances, it is very difficult to conclude th a t 
the s ta tu te  was in tended to require the  Secretary  to  listen to  oral 
arguments by all interested persons on the legal validity of his regulation.

W hile the Secretary  does no t have to listen to oral le g a l  argu
m ents, it should be recognized th a t som e issues of law  are factually  
based and th a t a public hearing  is required  on such questions. F or

88 T h e objection s a lso  m u st sh ow  
that the p roponent w ill be “ad versely  
affected” by the Secretary’s order, must 
sp ecify  “w ith  particu larity” the pro
v ision s o f the order deem ed o b jectio n 
able, and m u st request a public hear
ing. S ee F ederal F ood , D ru g  and
C osm etic A ct § 7 0 1 (e ) (2 ) , 21 U . S. C. 
§ 3 7 1 (^ ) (2 )  (1964). O ccasion ally  o b 
jections are filed w hich  do not request 
a public hearing. T hese objections prob
ably have no lega l statu s but m ay  
still be helpful in p ersu ading  the C om 
m ission er that rev ision s o f his order 
are desirable.

80 T h is  w as clearly  im plied  by  the
cou rt’s opin ion , w hich  quoted from  S u n  
O il Co. v . F P C .  256 F. 2d 233 (5th  C ir.), 
cert, denied, 358 U . S. 872 (1958):
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“ ‘The only benefit that would have in
ured to Sun by notice and h earing  
w ould  have been the privilege o f m ak
in g  a lega l argum en t before the C om 
m ission . W e  find no requirem ent in 
the N atural Gas A ct for n otice and 
h earing in such a situ ation .’ ” D y e s tu f f s  
&  C h a n s . ,  In c . v . F le m m in g ,  271 F. 2d 
281, 287 (8th  Cir. 1959), cert, denied, 
362 U . S. 911 (1 960); cf. C e r ti fie d  C o lo r  
In d u s .  C o m m . v . S e c r e ta r y ,  283 F. 2d 
622, 625 n. 11, 628 (2d Cir. 1960).

1,0 1 K. D av is, cited at fo o tn ote  77. 
§ 6.05.

81 See F ederal F ood , D ru g  and C os
m etic  A ct § 7 0 1 (e ) (3 ) , 21 U . S. C. 
§371 ( e ) (3 )  (1 964); te x t accom p an yin g  
notes 22-28 cited above.

FOOD DRUG COSMETIC LAW  JO U R N A L ----JU L Y , 1968



exam ple, one of the m ost com m only raised ob jections to  an FD A  
regu lation  is th a t the proposed regulation  is not supported  by sub
stan tia l evidence. W h e th e r the  evidence suppo rting  the regulation  
is substan tia l is an issue of law. H ow ever, no court could in telligen tly  
w eigh evidence w hich was not first estab lished in the  record of the 
case.92 In  such situations, a public hearing  and detailed findings of 
fact by the S ecretary  becom e a necessity  to provide a basis for ju d i
cial review  in conform ity  w ith  section 701 (e )(3 ) of the A ct.93 T hus, 
issues of law  m ay or m ay no t require a public hearing  depending upon 
w hether a review ing court requires a record con tain ing  factual evi
dence to  decide the issue of law  in telligently .

P roblem s arise in determ in ing  w hether factual evidence is re
qu ired for judicial review  of issues raised by objections. H ow ever, 
the polar po in ts seem  rela tively  clear. If the issue is w hether the 
S ecre ta ry ’s action  is a rb itra ry , it is equ ivalen t to  ask ing  w hether his 
action  is supported  by sub stan tia l evidence and a hearing  is required. 
If the  issue is w hether the S ecretary  is w ith in  his legal au tho rity , 
generally  no hearing  is required  because the review ing cou rt can 
decide th a t question  solely upon the  basis of the statute and its legis
lative h istory . W hen  it is difficult to  determ ine w hether or no t 
factual issues have been presented, the proper procedure would seem 
to be for the  S ecretary  to  g ran t the hearing. A gain, th is is con
sis ten t w ith  the indications in the legislative h isto ry  of section 701 of 
th e  F ederal Food, D ru g  and Cosm etic A ct th a t hearings w ere to be 
liberally  g ran ted  to  ob jecto rs.94 Such a position also recognizes that 
no one can predict what evidence will be offered at a public hearing  
and, therefore, th a t the  rig h t to offer such evidence should no t be 
denied unless it is com pletely clear th a t there  are no conceivable facts 
w hich w ould be beneficial to  a decision.

92 T his was the problem which troubled 
th e H o u se  o f R ep resen ta tives. A s  in 
th e O h io  B e l l  case, the appellate court 
cannot d eterm ine the va lid ity  o f the 
adm inistrative a g e n c y ’s action  w h en  
the ev id ence is u nknow n and u n kn ow 
able. See tex t accom p an y in g  n otes 24- 
27 cited above.

88 21 U . S. C. § 371  ( e ) (3 )  (1964);
see C e r ti fie d  C o lo r  In d u s .  C o m m . v . S e c 
r e ta r y ,  283 F. 2d 622, 628 (2d Cir. 1960), 
for an a n a logou s situ ation  in w h ich  a

co lor additive regu lation  w as set aside  
b ecause the Secretary  had failed to  
m ake the n ecessary  u n d erly in g  factual 
d eterm ination .

94 U n d er the 1938 version  o f the A ct, 
52 Stat. 1055 (1933), a h earing  w as  
required for all regu lations and the  
later H a le A m en d m en ts w ere on ly  in 
tended to w aive hearings w h en  ev ery 
one acquiesced in the proposed regu la 
tion. See text a ccom p an yin g  n otes 50- 
66 cited above.
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From  a policy, as well as a legal, view point, it can be reasoned th a t 
the S ecretary  should be liberal in g ran tin g  public hearings on close 
questions. A con trary  approach raises the possibility  of p ro trac ted  
litigation  to  determ ine w hether a hearing  is necessary, litigation  
w hich m ay consum e m ore tim e and resu lt in m ore expense to  the 
G overnm ent th an  would have been caused by ho ld ing the  hearing. 
A dditionally , the  g ran tin g  of a fair and im partial hearing  is likely 
to fu rth e r cooperative relationsh ips betw een the  G overnm ent and 
industry , w hile the refusal to  g ra n t such a hearing  can exacerbate  
such relationsh ips and generate  the suspicion that an administrative 
agency is acting arbitrarily. In  fact, un til the  advent of the con tro 
versy  su rro un d in g  F a ir  P ackag ing  and L abeling  A ct regula tions, 
hearings had generally  been liberally granted and very few d ispu tes 
had arisen concern ing th is m atte r.95

An Analysis of the Position Taken by the Food 
and Drug Administration

T he denial of a hearing  on the proposed regulations govern ing  
labeling of foods under the F a ir P ackag ing  and L abeling  A ct raises 
alm ost every conceivable legal question which could be raised under 
section 701 (e) of the  F ederal Food, D ru g  and Cosm etic A ct. In  
re jec ting  the requests for a public hearing, the F D A  began w ith  
those objections w hich sta ted  th a t the regula tions exceeded the 
au th o rity  of the  C om m issioner of Food and D rugs. T he A dm inis
tra tion  argued  th a t these ob jections w ere w ith ou t m erit and th a t, 
in any event, the ob jections did no t properly  raise any factual issues

95 T h e o n ly  reported cases on this  
subject are D y e s tu f f s  &  C h em s ., In c .  v . 
F le m m in g ,  271 F. 2d 281 (8th Cir. 1959), 
cert, denied, 362 U . S. 911 (1960) (re
v iew ed  at te x t a ccom p an yin g  n otes 67- 
76 cited a b o v e); and C o o k  C h o c o la te  
C o. v . M i l le r ,  72 F. Supp. 573 (D . D . C. 
1947) (rev iew ed  at te x t accom p an yin g  
n otes 34-49 cited ab o v e). A n alog ou s  
cases are C e r ti fie d  C o lo r  In d u s . C o m m , 
v . S e c r e ta r y ,  283 F. 2d 622, 628 (2d 
Cir. 1960); and U n ite d  S ta t e s  z1. 353  
C a ses  o f  M o u n ta in  V a lle y  M in e r a l  W a te r ,  
247 F. 2d 473, 480 (8th  Cir. 1957), 
cert, denied, 358 U . S. 834 (1958). T h e  
lim ited  num ber of cases on the point
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bears witness to the lack of controversy  
b etw een  industry and the S ecretary  on 
th is question . T h e M o u n ta in  V a lle y  
M in e r a l  W a te r  case indicates an interest
ing, a lth ough  obviou s, lim itation  on  
the right to a public hearing. T h e righ t 
to the h earing  lies under § 701 of the 
F ederal F ood , D ru g  and C osm etic A ct, 
21 U . S. C. § 371 (1964), but th is right 
does not exten d  to in terpretive regu la 
tion s w hich  do not have the force and  
effect o f law  and are n ot prom ulgated  
pursuant to §701 . Id.; see A d m in istra 
tive P rocedure A ct § 4 ( b ) ( 3 ) ( A ) ,  5 
U . S. C. § 5 5 3 (b ) ( 3 ) (A )  (Supp. I I . 
1967).
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which could be resolved th ro ug h  the  public hearing  procedure.96 On 
the la tte r  point, a t least, the  F D A ’s reasoning  seem s correct, since 
the ob jections raised purely  a question  of law  w hich was no t de
penden t upon factual issues.97

T he sam e argum en t— th a t only an issue of law was raised— was 
used to  deny the requests for hearing  based on o ther objections. 
T hese ob jectors had sta ted  th a t the nam e of the  division of a corpo
ration  was sufficient for consumer protection and that the regulation 
requ iring  the actual corporate nam e in add ition  to  the divisional 
nam e w as unreasonab le .98 R easoning th a t the actual nam e of the 
corporation  w as required  by  the  s ta tu te , the F D A  rejected  all re-

00 S ee 32 Fed. R eg . 13276, 13277 
(1967). O ne o f the m ore in terestin g  
argu m en ts on the lega l va lid ity  of the 
regu lation s w as raised by  the Carna
tion C om pany. C arnation’s objection s, 
dated A u g u st 21, 1967, argued that the 
F D A ’s p rom u lgation s under the Fair 
P ack ag in g  and L ab elin g  A ct w ere in 
valid  in their en tirety . T h e com pany  
noted  that the A ct, by exp ress pro
v ision , did not b ecom e effective until 
July  1, 1967. See Fair P ack ag in g  and 
L a b e lin g  A ct § 13, IS U . S. C. § 1461 
(Supp. II 1967). T h e A ct a lso  requires 
that proposed  regu lation s be p rom u l
gated  for com m en ts and then repub
lished for objection s. Id. § 6 ( a ) ,  IS 
U . S. C. § 1455(a) (1964). T h e C om 
m ission er o f F ood  and D ru gs actu ally  
prom u lgated  the regu lation s for co m 
m en t on M arch 17, 1967. 32 Fed. R eg. 
4172 (1967). C arnation reasoned  that 
no one could properly  prom u lgate  
reg u la tio n s under a statute w h ich  w as  
not yet in effect. T h e com pany co n 
cluded that sin ce the regu lation s had 
n ever been properly  published for com 
ment, all subsequent proceedings were 
invalid.

07 S ee tex t accom p an y in g  n otes 89- 
94 cited  above.

08 S ee P o o d  C h e m ic a l  N e w s ,  Aug. 28, 
1967, at 5. T h e A m erican  B akers A s 
socia tion  objected  that m any corpora
tion s cannot use their actual corporate  
nam es in som e loca lities since other

corporations have prior local r igh ts to  
the use of such denom inations. T h e  
Gorton Corporation was concerned with  
the difficulty o f d eterm in in g  the actual 
corporate nam es o f the m anufacturer  
w h en  severa l subsid iaries participated  
in production  o f the com m od ity  but 
did not ex p ress ly  dem and a hearing. 
In the v iew  of the Carnation C om pany, 
the regu lations w ere arbitrary and the 
scope o f the C om m ission er’s authority  
should have been scrutinized in a public 
hearing. Additionally, Sunkist Growers 
filed objections with the H earing Clerk, 
dated A u gu st 17, 1967, on a related  
issue. Sunkist, a cooperative m ark et
in g  a ssocia tion , n otin g  that the regu la 
tion  w ould  require its tradem ark li
cen sees to place their nam es on the 
labels, contended  that this w as un
reasonable b ecau se: (1 ) S u nk ist set
the specifications for the product and, 
th erefore, should  be considered  the  
m anufacturer; (2 ) Sunkist, and not its 
licen sees, had the o n ly  nam e w hich  
had sign ifican ce to con su m ers; and (3) 
the regu lation  w ould  cause econ om ic  
w aste by p reven tin g  g rou p -b u y in g  of 
packages. Sunk ist dem anded a public  
h earing on the issu e: “W h eth er  it is 
n ecessary  or desirable to require the  
id entity  o f d istributors or packers of 
tradem ark brand products w h ich  are 
distributed  pursuant to a fran chise li
censed  co n tract.”
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quests for a public hearing  on th is issue.1,0 H owever, it is arguab le 
th a t the A d m in istra tio n ’s theory  th a t only a question of law was in
volved has less valid ity  here than  it had in m eeting conten tions th a t 
s ta tu to ry  au th o rity  had been exceeded. W hile the s ta tu te  directs 
the F D A  to prom ulgate  regula tions requiring  the specification of 
the nam e of the m anufacturer, packer, or d is tribu to r on consum er 
com m odities,100 there  are tw o possible in terp re ta tion s of the s ta tu te . 
T he  first is th a t Congress in enac ting  the s ta tu te  directed the  FD A  
to require the use of the actual corporate nam e on consum er com 
m odities. T he second is th a t Congress m erely gave the F D A  dis
cretion  to  require the  use of th a t nam e w hich was most meaningful 
to consumers. If the latter in te rp re ta tion  is correct, the F D A  should 
have g ran ted  the  public hearing  and perm itted  testim ony on ques
tions such as w hether divisional nam es have th ro ug h  usage becom e 
m ore fam iliar to  consum ers than  actual corporate names and whether 
requiring actual corporate names would resu lt in any g rea t hardsh ip  
to those who had been using divisional nam es. Once these questions 
had been resolved, the F D A  w ould have discretion to determ ine 
w h at nam es should be used.101 A rguably , C ongress in tended the 
F D A  to exercise precisely th is type of discretion, since the Senate 
rep o rt on the F a ir Packag ing  and L abeling  A ct stated that the regu
lations were to be promulgated insuring “adequate identification" of 
the  m anu fac tu rer.102

P robab ly  the tw o m ost serious challenges to  the C om m issioner’s 
regula tions w ere ob jections to  his specification of the low er th ir ty  
percent of the label as the position for the net qu an tity  declaration

"“ See 32 Fed. R eg . 13276, 13277 
(1967). S om e of the o b jection s and 
issu es for a public h earing on the cor
porate name requirement were technically 
imprecise. H owever, the Commissioner’s 
denial of a public h earing  did not rest 
on that theory. H e instead  reasoned  
that the statu te required the actual 
corporate nam e and that therefore the  
q uestion  of w h eth er the corporate nam e  
w as n ecessary  could not be the subject 
of the public hearing.

100 Fair P ack ag in g  and L ab elin g  A ct  
§ 4 ( a ) ( 1 ) ,  15 U . S. C. § 1 4 5 3 (a )(1 )  
(Supp. II, 1967).

101 T he F D A  m ade the sam e type of 
argum en t— that it had no d iscretion  
and therefore that on ly  a lega l issue  
w as p resented — in d en y in g  req uests for 
a public h earing on its defin ition  o f 
the principal d isplay panel of packages. 
See 32 Fed. R eg . 13277 (1967).

102 See S. R ep. N o. 1186, 89th C ong., 
2d S ess. (1966) (reprinted  in 1966 U . S .  
C o de  C o n g . &■  A d .  N e w s  4069, 4070). 
T h e phrase “adequate id entifica tion ” 
w ould  seem  to  im p ly  that the regu la
tion s could require a d en om ination  le ss  
than the actual corporate nam e if an
other nam e w ere show n by the facts  
to be “adequate.”
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and his choice of type size for the net qu an tity  sta tem ent. W ith  
regard  to the  low er th ir ty  percent requirem ent, one com pany objected 
th a t:
the proposed  order is not based  upon adequate ev id ence that it w ould  either  
prom ote con su m er in terest, im prove con su m er in form ation , or enable con su m ers  
to obtain  accurate in form ation  as to  the quantity  o f con ten ts or facilitate value  
com p arison s.103
R estated , the  ob jec to r’s position was th a t the C om m issioner’s order 
was no t supported  by substan tia l evidence. In  addition , the same 
ob jector queried w hether sufficient facts estab lished the top, rather 
th an  the  bottom , th ir ty  percen t of the label as the best location for 
th e  net q u an tity  s ta tem en t.104

In  denying the requests for a public hearing, the  C om m issioner 
said th a t other locations could have been adopted for the  net qu an tity  
s ta tem en t b u t th a t no location w as agreeable to all parties .105 * H e 
fu rther found th a t :
[a] public h earing  as to the b est location  is not required, nor w ou ld  a h earing  
o f o p in ion s on oth er p laces w here th is in form ation  m ig h t be placed ch an ge the  
situation . Such  opin ions have already been  presented  to the C om m issioner at 
g reat length . S in ce the statute p rovid es that the selection  o f the uniform  
loca tion  shall be m ade by the C om m issioner and not by popular vote, and since  
no sub stantia l objection  to  his selection  has been offered, it is found that there is 
n o basis for a public h earing  on th is is su e .100
T his ru ling  raises several serious questions. W hile leng thy  opinions 
m ay have been presented  to  the C om m issioner concerning the proper

103 See O b jection s of T h e K roger  
C om pany, dated A u gu st 18, 1967, p. 1, 
on file w ith  the H ea rin g  Clerk, 330 
Ind epen den ce A ven ue, S. W ., W a sh 
in g to n , D. C.

104 T h e K roger C om pany's objection s  
raised  three issu es: “ 1. W h eth er  or not 
there are sufficient facts to support 
the ord er’s requirem ent that the net 
quantity of contents statement he placed 
w ithin  the bottom  30% of the area of
th e label panel; 2. W h eth er  or not 
there are sufficient facts to estab lish  
that the order is co n sisten t w ith  the 
b est in terests c f  the consum er in en 
ab lin g  the m aking  o f value comparisons
in m arketing; 3. W h eth er  or not there  
are sufficient facts to estab lish  that 
the consumer’s ability to obtain accurate

in form ation  as to quantity  of con tents  
and to m ake value com p arison s w ould  
be best facilitated  by a requirem ent 
that the net quantity  o f con ten ts  
declaration  he placed w ith in  the top  
30% of the label panel.” See fo o tn ote  
103 at 2-3. K roger offered to sh o w  in 
support of its objections that substantial 
num bers of p ackages w ere now  labeled  
w ith  their net co n ten ts  in the upper  
30% of the label and that price m ark
in g s w ere u sually  placed w ith in  the  
sam e area. K roger reasoned  that value 
com p arison s w ould  be facilitated  by  
p lacing  the net quair.ity sta tem en t and 
price in closer proxim ity . S ee fo o t
note 103.

105 3 2 Fed. R eg. 13277 61967).
100 See fo o tn ote  105.
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location requ irem en t,107 none of those opinions w ould have been 
sw orn or considered competent evidence in any judicial proceeding, 
and none w ere sub ject to  cross-exam ination . If any factual issues 
w ere raised by the objections, the  C om m issioner should have d is
regarded  all of th is ex parte evidence, held a public hearing, and 
based his decision only on evidence of record a t th a t hearing .108 T he 
C om m issioner’s com m ent th a t the selection of the uniform  location 
was to  be m ade by him  and no t by popular vote also seem s to  m iss 
the point. If objections w ere filed ra ising  factual issues, th e  Com 
m issioner should have m ade his selection only on the basis of evi
dence p resen ted  a t a fair, im partial public hearing .109 T hen , if 
the  C om m issioner’s selection of a location w ere reasonable, and su p 
ported  by substan tia l evidence, it w ould be a proper selection even 
if it were not the  best selection. F inally , the  C om m issioner’s ru ling  
th a t no substan tia l objection had been offered to  the uniform  loca
tion requirem en t seem s completely erroneous. One of the objections 
alleged th a t adequate factual evidence supported  neither th e  Com 
m issioner’s regulation nor the view that the regulation  w ould p ro 
m ote the purposes of the s ta tu te . T hough  the sub stan tia lity  of th is 
objection w ould seem  apparen t, the C om m issioner ignored it and 
focused upon ano th er issue raised by the  sam e objector—th a t the 
facts supported  the contention that a location o ther th an  th a t chosen 
by the Com m issioner w as best. No reason was given for the  Com 
m issioner’s conclusion th a t an objection s ta tin g  th a t a regula tion  is 
no t supported  by adequate factual evidence is not su b stan tia l.110

107 The opinions presented  to the 
Com m issioner w ere m erely inform al 
statem ents of the views of interested 
parties.

108 Section 701(e) of the Federal Food,
D rug  and Cosm etic Act m akes clear 
th a t when objections are raised, the 
inform al views and com m ents are not 
evidence. T he statu te  s ta tes: “Such 
order shall be based only on substan
tial evidence of record at such hear
ing . .  . .” 21 U. S. C. § 371(e) (1964). 
T he Food and D rug  bar has always 
regarded the righ t of cross-exam ination 
as vital to the fair resolution of factual 
issues. See, for example, Austern, “The
F u tu re  of M andatory  Food S tandards,” 
9 F ood D rug Cosm etic  I .aw  J ournal

77, 84 (1954) (cross-exam ination is 
perhaps the best guarantee against oc
casional or inadvertent arbitrary action) ; 
M arkel, “P roposed Sim plification of 
Food S tandards P rocedures,” 8 F ood 
D rug Cosmetic L aw J ournal 227, 236 
(1953) (form al exam ination and cross- 
exam ination of w itnesses has proved 
itself as one of the best, if not the best, 
procedures to insure a  democratic process 
in resolving disagreem ents form ally).

100 See notes 21-32, 61-66, 107 cited 
above.

""A rguably , the Commissioner erred 
on at least one o ther objection. T he 
objector challenged the requirem ent 
tha t packages bear the w ords “net 

( Continued on next page.)
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O bjections to  the C om m issioner’s choice of type sizes w ere 
trea ted  in a sim ilar m anner. One ob jector alleged th a t the type size 
estab lished for packages hav ing  a principal display panel of tw en ty -
(Footnote 110 continued.) 
w eight.” T he Com m issioner overruled 
the objection on the ground th a t the 
proponent had not suggested a lte rn a
tive language. See 32 Fed. Reg. 13277 
(1967). H ow ever, the objector had no 
responsibility  to d raft a regulation  sup
ported by substantial evidence; such a 
function was congressionally  gran ted  
to the Com m issioner.

Additionally, the Commissioner prob
ably erred in ru ling  upon objections 
filed by those corporations which also 
filed requests for exem ption of their 
products from  the regulations. T he 
apparen t theory  of this dual filing was 
th a t it gave full protection  of the com 
panies’ legal rights. In  practice, it had 
no such effect. T ie  Commissioner noted 
in relation  to the soft drink industry  
th a t “ [s]evera l objections involving 
the labeling of nonalcoholic beverages 
sold in bottles closed by crow ns were 
subm itted allegedly to  pro tect the legal 
righ ts  of the ob jectors in the event of 
the Com m issioner not acting  favorably 
on certain requests for exem ptions tha t 
were subm itted at essentially  the same 
time. T he Com m issioner will consider 
requests for exem ptions supported by 
good and sufficient reasons. T hus, ob
jections seeking special exem ptions in 
this category cannot be accepted as 
justify ing  a public hearing.” 32 Fed. 
Reg. 13277 (1967). There is no statutory 
justification for cenying  objections and 
requests for a public hearing m erely 
because an exem ption petition is also 
presented. F u rthe r, some of the objec
tors raised legal issues which warranted 
a public hearing. See, for example, 
O bjections of the Coca Cola Company, 
dated Ju ly  21, 1967, on file w ith the 
H earing Clerk, 330 Independence Avenue, 
S. W., W ashington, D. C. ( “whether 
there was sufficient evidence to  justify  
§ 1.8(a) and § 1.3(b) and the su ppo rt
ing F ind ing  No. 3 . . . dealing w ith the 
placement of the statement of identity.” )

T he C om m issioner’s action also put 
those filing both exem ption petitions 
and objections at a procedural disad
vantage. W hen objections are filed 
raising  factual issues, the Commissioner 
m ust g ran t a public hearing. See F ed
eral Food, D rug  and Cosm etic A ct 
§§ 701(e) (2 )-(3 ), 21 U. S. C. §§371 
(e)(2)-< 3) (1964). H ow ever, m ore than  
factual issues m ust be shown to get a 
hearing on exem ption petitions. The 
petitioner m ust show : (1) a sta tem ent 
of facts supporting  his petition, (2) 
tha t the petition is reasonable, (3) tha t 
the proposal will not unduly im pinge 
upon the consum er’s rig h t to inform a
tion, and (4) th a t full com pliance w ith 
the law is im practicable or otherw ise 
unnecessary. See F air Packag ing  and 
Labeling  A ct Reg. § l . la (b ) ,  32 Fed. 
Reg. 10730 (1967). Sem e persons who 
raised objections sufficient for a public 
hearing  may, therefore, be denied such 
a procedure because their exem ption 
petitions do not m eet the detailed 
criteria of the Com m issioner.

Even if all persons filing both  ob
jections and exem ption petitions do 
u ltim ately  get a hearing on the ir ex
em ption petitions, this will not be 
equivalent to a hearing on objections. 
U nder the A dm inistrative P rocedure 
Act, the burden of proof rests  upon 
the proponent of a rule or order. See 
A dm inistrative P rocedure A ct § 7(c), 
S U. S. C. § 556(c) (Supp. I I  1967). 
See also 21 C. F. R. § 2.63 (Supp. 1967). 
T he Com m issioner would therefo re 
have had the burden at all hearings on 
objections, while the objecting  peti
tioners would have th a t responsibility  
a t all hearings on exem ptions.

The most appropriate procedure under 
the circum stances would seem to have 
been for the Com m issioner to proceed 
to a hearing on the proposed exem p
tions and to hold a decision on objec
tions in abeyance pending resolution 

(Continued on next page.)
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five to th irty-five square inches w as a rb itra ry  and unreasonab le.111 
T he Com m issioner reasoned th a t w hatever type sizes w ere chosen, 
som e persons w ould find them  objectionable. ITe therefore con
cluded th a t th is w as a m atte r th a t the  C om m issioner had to  decide, 
and no t one w arran tin g  a public hearing .112 A gain th e  sam e fallacy 
exists in his reasoning. T hough  the C om m issioner m ust decide the 
con ten t of all regu lations, the s ta tu te  requires th a t w hen factual 
issues are raised, he m ake th a t decision only after a public hearing. 
F inally , in a belated  a ttem p t to avoid a public hearing, the Com 
m issioner m ade som e m inor am endm ents to  his final regu la tio ns113 
w hich tended to  be favorable to  in d u stry .114 H ow ever, consum ers, 
as well as producers, have legal s tan d in g  under the  F ederal Food, 
D ru g  and Cosm etic A ct.115 In  m odifying final regu lations, bo th  
consum ers and producers w ere deprived of an opportun ity  to  object 
to  the changes and seek a public hearing .116 A lthough  th e  changes
(Footnote 110 continued.) 
of the exem ption requests. If the ex
em ptions were granted , the petitioners 
would no longer be persons adversely 
affected by the order and their objec
tions could be dismissed. If the ex
em ptions were denied, these objections, 
toge ther w ith all o thers raising  factual 
issues, would be entitled to a fu rther 
hearing; but the prior record on the 
exem ption petitions could be received 
into evidence, thus satisfy ing the Com 
m issioner's desire to avoid unnecessary 
duplication of evidence.

111 See Objections oj the Carnation 
Company, dated A ugust 21, 1967, on 
file w ith the H earing  Clerk, 330 Inde
pendence Avenue, S. W ., W ash ington , 
D. C. T he regulation  prescribed type 
sizes for packages having a label area 
of 25 to 100 square inches. Fair Packag
ing and Labeling  Act Reg. § 1.8b(i) (3), 
32 Fed. Reg. 10732 (1967). T he C arna
tion Com pany, noting  tha t this en
com passed a large category  of labels, 
suggested tha t lesser type sizes would 
suffice for packages having a label area 
of 25 to 35 square inches. C arnation 
said, “To be sure, som e a rb itra ry  point 
m ust be selected at which the content 
declaration type size m ust be moved
PAGE 3 9 0

up a notch. O ur com plaint is th a t the 
point given in § 1.8(b) (i) (2 )-(3) is not 
reasonable . . . .  The regulation, then, 
is a rb itra ry  and unreasonable.” O b jec
tions of the C arnation Company, cited 
at footnote 6-7.

112 32 Fed. Reg. 13277 (1967).
113 See footnote 112 at 13277-78.
114 A lterations were m ade prim arily  

to m eet industry  objections. These 
changes included allowance of addi
tional time for adding Zip Codes to 
labels of consum er packages, re-defini
tion of the principal display panel of 
odd-shaped containers, and exclusion 
of declarations of num erical count from  
the servings category. Also, the re 
quirem ent th a t dilution directions be 
placed on the principal display panel 
of the package was m ade optional 
rather than mandatory. See footnote 112.

See Readc v. Ewing. 205 F. 2d 630 
(2d Cir. 1953), noted in Baird, “R ight 
of Judicial Review ,” 10 F ood D rug C os
m et ic  L aw  J ournal 285 (1955).

116 A collateral problem  under the 
Fair P ackag ing and L abeling Act reg u 
lations raised vestiges of Cook Chocolate 

(Continued on next page.)
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w ere not significant, the approach followed by the Commissioner in 
making them was without statutory authorization.

Conclusion
T he ob jections filed to the regula tions prom ulgated  by the Com 

missioner of Food and D rugs under the F a ir P ackag ing  and L abeling  
A ct posed difficult questions concern ing the necessity  for a public 
hearing  p u rsu an t to section 701 (e) of the  F ederal Food, D ru g  and 
Cosm etic A ct. H ow ever, as the  foregoing analysis indicates, there 
can be little  doub t th a t the Com m issioner erred  in uniform ly deny
ing all requests for a public hearing  on his con troversial labeling 
regu lations.117
(Footnote 116 continued.)
Co. v. Miller. See tex t accom panying 
notes 34-39 cited above. T he N ational 
C anners A ssociation filed a petition 
for exem ption of sm aller containers 
from  the F P L A  regulations. T he Com 
m issioner replied th a t the petition did 
not set fo rth  reasonable grounds and, 
therefore, th a t publication of the peti
tion as a proposed regulation  was not 
w arran ted . See Food Chemical Nezvs, 
Oct. 2, 1967, at 8.

A dditionally some objections were 
filed to a sta tem en t of policy prom ul
gated by the C om m issioner dealing 
w ith  inventory  of packages. T hese ob
jections were apparently denied because 
the}' raised only an issue of law and 
because statem ents of policy are not 
subject to objections. See 32 Fed. Reg. 
13277 (1967); cf. United States v. 353 
Cases of Mountain Valley Mineral W ater, 
247 F. 2d 473, 480 (8th Cir. 1957), cert, 
denied, 358 U. S. 834 (1958).

117 A t the Food and D rug  L aw  In 
stitu te— Food and D rug  A dm inistra
tion E ducational Conference—held in 
W ash ing ton , D. C., on N ovem ber 27, 
1967, a Food and D rug  A dm inistration 
official suggested th a t the Com m is
sioner’s refusal to hold a public hearing 
might be justified by FPC v. Texaco, 
Inc., 377 U. S. 35 (1964). C onsidering 
rule-m aking under the N atural Gas 
Act, the Texaco C ourt held tha t it was 
sufficient to perm it in terested  parties

to express their views in w riting  ra th e r 
than in an oral hearing. T he official 
suggested tha t the sam e philosophy 
applied to the Federal Food, D rug  and 
Cosm etic Act, and, therefore, th a t the 
opportun ity  to subm it w ritten  views 
satisfied statutory requirements. I t should 
be noted, however, th a t the Com m is
sioner him self did not rely upon this 
rationale in denying objections. In  his 
denial he m erely said th a t “none of the 
objections . . . w arran t . . . holding of 
a public hearing . . . . ’’ 32 Fed. Reg. 
13277 (1967). T he im plication tha t the 
consideration of w ritten  com m ents and 
objections was a “hearing” is thus con
tra ry  to  the stated  reasoning of the 
Com m issioner of Food and D rugs. 
M ore im portantly , the equation of a 
hearing w ith w ritten  subm ission is in
heren tly  inconsistent w ith the Federal 
Food, D rug  and Cosm etic Act § 701, 
21 U. S. C. § 371 (1964). Section 701 
(e )(1 )  provides th a t the proposed regu
lation will be published and th a t all 
in terested  persons will be given an 
opportunity  to com m ent orally or in 
w riting  on the proposed regulation. 
T he Secretary  is then to consider the 
com m ents and republish the proposed 
regulation. 21 U. S. C. § 371(e)(1) 
(1964). Sections 701 (e) (2 )-(3 ) provide 
tha t persons adversely affected can 
file objections and dem and a public 
hearing  and th a t “the Secretary, after

(Continued on next page.)
PAGE 3 9 1FA IR H E A R IN G  IN  A D M IN ISTR A TIV E R U L E -M A K IN G



W henever a public hearing  is required , it is to ensure th a t the 
adm in istra tive  agency responsible for rule-making under the particu
lar act listens to all of the re levan t evidence and specifies the  finding 
of facts underly ing  its regulations. A possibility  alw ays exists th a t 
the additional evidence presen ted  a t a public hearing  m ay lead to 
significan t im provem ents in the  agency’s proposed regulations. E ven 
w here im provem ent seem s unlikely, a com patible w orking re la tio n 
ship betw een governm ent and  indu stry  necessarily  depends upon a 
m utual respect for the rule of law. W hile it m ay be argued  th a t the 
failure to hold a public hearing  on proposed adm inistra tive  regula tions 
is expedient, since it avoids delay,118 expediency of th is type is not 
w ith ou t its costs. Both the public in terest and the rule of law  suffer 
w hen an adm in istra tive  agency ignores the s ta tu to ry  rig h t to  a 
public hearing  on its proposed regulations. [T he End]

(Footnote 117 continued.) 
due notice, shall hold such a public 
hearing  for the purpose of receiving 
evidence relevant and m aterial to the 
issues raised by such objections. A t 
the hearing, any in terested  person m ay 
be heard in person or by representative.” 
§ 371(e)(3). I t  is thus clear th a t after 
the filing of objections, in terested  per
sons m ust be given an opportun ity  to 
present evidence and be heard. Finally, 
an y  dispute about the type of hearing 
required by the Federal Food, D rug 
and Cosm etic Act can be resolved by 
review ing its legislative h istory  which 
m akes plain th a t an oral hearing with 
the righ t of cross-exam ination was in
tended. See tex t accom panying notes 
21-27 cited above. U ntil the co n tro 
versy over Fair P ackag ing  and L abel
ing, the Food and D rug  A dm inistration  
itself consistently  in terpre ted  § 701 as 
requiring  an oral hearing. Since there 
has been no am endm ent to the Act

justify ing  a different in terpre tation , the 
consistent and long-standing in te rp re
tation of the FD A  would seem to be 
entitled to great w eight in determ ining 
the proper construction of the statute. 
Cf. United States r. Zncca, 351 U. S. 91, 
96 (1956).

lls T he expediency argum ent was 
raised by Food Chemical Nest's, Sept. 18, 
1967, at 9, when it s ta ted : “T he history  
of the F P L A  food regulations assures 
Com m issioner G oddard of good grades 
in President Johnson’s course in achiev
ing consensus. Despite the grea t nu m 
ber of adverse com m ents, and later of 
objections, to the regulations, FD A  
has m anaged to publish, republish, and 
make effective highly controversial regu
lations. This has been done rapidly. 
T he luster of this politically desirable 
accomplishment would have been dimmed 
if a public hearing had been deem ed to 
be necessary .”
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