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R E P O R T S
TO T H E  R E A D E R

T his issue of the F ood Drug Cosmetic 
L aw J ournal contains m ost of the 
concluding papers of the 1961 Jo in t 
N ational Conference of Food and D rug  
A dm inistra tion  and T he Food L aw  In 
stitu te  w hich was held in the audi
torium  of the U nited S tates D epartm en t 
of H ealth , E ducation  and W elfare, 
W ash ington , D. C., on N ovem ber 27 
and 28, 1961. T he Decem ber, 1961, 
J ournal contained the addresses p re 
sented  at the F D A  session on N ovem 
ber 27. T his issue includes the speeches 
of the indu stry  session of N ovem ber 27, 
the consum er session of N ovem ber 28 
and the panel discussion of questions 
subm itted  to  the conference.

T hese two issues of the J ournal 
com prise a com plete record  of the con
ference w ith one exception. U n fo rtu 
nately  there is no available copy of the 
address of W illia m  C u r tis  A d a m s , M . D  
P residen t of the A m erican A ssociation 
of Poison C ontrol C enters, who spoke 
at the C onsum er session. T he title  of 
D r. A dam s’ speech w as “T he W o rk  of 
the Poison C ontrol C enters.”

D r. A u s t in  S m ith , P residen t of P h a r
m aceutical M anufacturers A ssociation 
m oderated  the industry  session and 
gave the  in trodu cto ry  statem ent. I t  
was followed by the first of the discus
sion papers. D r. S . F . K e r n , Executive 
D irec to r C ontrol Division, Eli Lilly 
and C om pany explained the legal p ro b 
lems th a t confron t the researcher and 
the difficulty he has in keeping abreast

w ith the changes in requirem ents under 
prevailing rules, in pa rticu lar those de
m anded by a new drug  application.

A discussion of the K efauver-C eller 
Bills, w hich w ere an ou tg row th  of 
C ongressional hearings is p resented  by 
R a y m o n d  D . M c M u rr a y . H e calls these 
bills a “th ree-p ronged  a tta ck ” amending 
the S herm an Act, the Food, D rug , and 
Cosm etic A ct and the pa ten t laws. I t  
is his contention  th a t this legislation 
indicts the industry , im poses im possible 
burdens upon the Secretary  of H ealth , 
E ducation  and " M t'a re  and the FD A , 
and does violence to the pa ten t system . 
T he au thor is S ecre tary  and General 
Counsel of H o ffm an-L a Roche, Inc.

A  continuation of the discussion of 
the K efauver-C eller bills is found in the 
article by B e rn a rd  L . O ser, P h . D . H e 
m akes special reference to the proposed 
legislation to  allow the inspection of 
laboratories. H e says th a t to  single 
out com m ercial laboratories for this in
spection is d iscrim inatory  as there are 
m any o ther institu tions and individuals 
who have a role in evaluating the effi
ciency, safety, quality and potency of 
drugs. D r. O ser assures his audience 
that the drug  industry  is desirous of 
supporting  any legislation th a t p ro 
m otes public health and welfare but 
insists th a t it is essential th a t the p ri
vacy in relations betw een a consulting 
labora to ry  and its client rem ains. H e 

(C o n tin u e d  on page 6.)
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Partici|#ants in the 1961 Joint National Conference of the FDA-FLI are shown in the above photograph. In the front 
row, from left to right, are Bradshaw Mintener, Edith H. Sherrard, Franklin M. Depew, Dr. Persia Campbell and Dr. 
Willicfn Curtis Adams. In the back row are Dr. John A. Zapp, Dr. Bernard L. Oser, J. Kenneth Kirk, Franklin D

Clark, W . B. Rankin, Robert S. Roe and Dr. Daniel Banes.



Also participating in th» 1961 Joint National Conference of FDA-FLI were the following (seated, from left to right): 
Kenneth E. Mulford, Franklin M. Depew, John L. Harvey, Dr. Stanley F. Kern and William W . Goodrich. In the middle 
row are James R. Cribbett, Dr. Bernard L. Oser, Dr. Henry Fischbach, Dr. Frank W . Wiley and Dr. Daniel Banes. Raymond
D. McMurray, Dr. John A. Zapp, Eugene A. Chase, Dr. E. William Ligon, Jr. and Dr. Glenn G. Slocum are in the last row.
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(Continued from  page 3.)
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a n d  d r u g  i n d u s t r i e s .  T h e r e  is  n e w  
le g i s l a t i o n  to. g o v e r n  t h e  u s e  o f  t h e s e  
d i s c o v e r ie s .  T h e  o n ly  p r o b l e m s  r e m a i n 
in g ,  s t a t e s  t h e  a u th o r ,  a r e  t h o s e  o f  
c o m p l ia n c e  w i th  a n d  e f f e c t iv e  a d m in i s 
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t o  t h e  c o n f e r e n c e  m e m b e r s ,  A d o lf M il
ler, t h e  V ic e  P r e s id e n t ,  R e s e a r c h  a n d  
D e v e lo p m e n t ,  M i lp r in t ,  I n c o r p o r a t e d ,  
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s e e s  it.
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in  t h e  f o o d  c o lo r  a d d i t i v e  fie ld , b u t  I  
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s a r y  f o r  m a n y  o f  u s  t o  b r i n g  a b o u t  a  
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w a s  p a s s e d .  H e  f e e ls  t h a t  n o w  th e  
i n d u s t r y  h a s  b e e n  r e l e g a te d  f r o m  th e  
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c h ie f  d i e t a r y  c o n c e r n .  D r .  L o u g h  d i s 
c u s s e s  t h o s e  p r o b l e m s  a n d  t e l l s  w h a t  
r e m e d ia l  m e a s u r e s  a r e  b e in g  a t t e m p t e d .

T h e  l a s t  o f  t h e  p a p e r s  p r e s e n t e d  a t  
t h e  c o n f e r e n c e  w a s  t h a t  o f  Edith H . 
Sherrard, s ta f f  a s s o c ia te ,  S o c ia l  a n d  
E c o n o m ic  I s s u e s ,  A m e r ic a n  A s s o c ia t io n  
o f  U n i v e r s i t y  W o m e n .  M r s .  S h e r r a r d  
e x p la in e d  w h a t  p r o j e c t s  w e r S to r e s e n t l y  
in  a c t io n  a s  a  r e s u l t  o f  t h e  e flfe s is  o f 
h e r  o r g a n i z a t i o n  a n d  a s k s  t h e  a id  o f 
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Food Drug Cosmetic Law
-----------------------------------------------------------------------------------------

Legal Problems of the Drug 
Research Director

By DR. S. F. KERN

Dr. Kern Is Executive Director, Control Division, Eli Lilly and 
Company. In This Speech, He Discusses the Changes in Inter
pretation of Regulations and Statutes Which Affect the Industry.

MY O B L IG A T IO N S  include assu rin g  the m anagem ent of my 
com pany (1) th a t the products w hich we produce and m arket 

are safe and efficacious for th e ir in tended purposes, (2) th a t they  will 
m eet applicable regu la to ry  requirem ents, and (3) th a t they  will be 
acceptable to the consum ing public.

A t first look, these th ree requirem en ts appear separate  and dis
tinct. M ore careful consideration of them , how ever, b rings one to 
the realization  th a t if they  are no t one, they  should be. T his, of course, 
would be ideal ; bu t. I am afraid th is  is not the  fact.

In  m y job, I am called on to  in terp re t governm ental regulations 
and help transla te  them  in to  sound experim ental design. I t  is not 
reasonable to  expect some 1.400 people in the  research , development 
and control areas of the com pany to  be fam iliar w ith all the law s and 
regulations affecting th e ir activities. I t  is in te restin g  to  no te th a t on 
the fedaral level alone, at least five d ep artm en ts  play some role in the 
re^efttition of ingred ien ts w hich can broadly be th ou gh t of as food 
additives or drugs. T h ey  a re : the D epartm ent of H ealth , E ducation,
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and W elfa re ; the D ep artm ent of A g ricu ltu re ; the D ep artm ent of 
In te r io r; the D ep artm ent of the T re a su ry ; and the D ep artm en t of 
Comm erce. W ith in  these departm en ts, the  num ber of separa te  divi
sions and branches are alm ost innum erable w ith  inevitable conflicts 
of s ta tu tes , regu la tions and in terp re ta tion s. T he conflicts ex ist not 
only am ong departm ents, divisions and branches, b u t a lso  w ith in  
branches depending app aren tly  upon the tim e and tem peratu re .

Now  ju s t w h at are som e of these conflicts or dilem m as w hich exist 
a t p resen t and plague anyone faced w ith  the problem  of d irecting  
scientific effort tow ard the discovery of new  products o r new  uses 
for old products?

T he first po in t th a t causes no end of trouble is the  fact th a t 
th ings do no t stay  constan t. T here  is an ever-changing a ttitu d e  on 
the need for regula tions and th e ir  s ta tu s a t any m om ent.

W hen the basic Food and  D ru g  A ct of 1938 was enacted, the kind 
of d rugs and food additives which w ere m arketed  w ere greatly  
different from  those being developed and m arketed  today. T he in ten t 
of Congress w hen the 1938 legislation w as enacted w as to  cope w ith 
the  problem s as Congress recognized them  at th a t tim e. B u t today 
w e find th a t C ongress is re troactively  g ran ted  om niscience and 
prescience to have foreseen all the possible problem s w hich have arisen 
during the last 20 some years. I always read with a little chuckle the 
p ream b le : “ I t  is clearly  evident th a t Congress had antic ipated  . . . 
and provided . . .”

I t  suffices to say th a t th ere  have been re in terp re ta tio ns of regu la
tions and s ta tu te s  because of: (1) the change in our know ledge,
(2) the change in the kind of p roducts we are producing, and (3) the 
change in the  political evironm ent.

A nyone w ho is charged w ith  the ob ligation of d irecting  research 
efforts tow ard  m eeting  these regu la to ry  requirem ents m ust face the 
fact th a t they  are ever changing, and it is not sufficient to attempt an 
interpretation of the regulations as they  exist today  w ithou t considering 
w h a t m igh t be the regula tions a year or tw o  years hence w hen the 
p roducts w hich are now being investigated  m ay be ready for m arket.

I t  is not th a t I am opposed to  progress or increasing  the  safety 
of products. I am concerned over the m anner in w hich these changes 
take place. A pparen tly  du ring  the  investigation  of one new drug  
a  p a rticu la r study  or control w as found useful in assu rin g  the  satety
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a n d /o r  “efficacy” of th is p re p a ra tio n ; hence, th is stu dy  or control 
w as incorporated  in to  the new d ru g  application of Com pany A.

T his is in form ation w hich the  personnel of the  Food and D rug  
A dm inistra tion  now7 has. I t  is not, how ever, public inform ation.

In  review ing the nex t new  d rug  application, the review ers of the 
Food and D ru g  A dm inistra tion , being only hum an, generalize the 
findings of the previous new7 d ru g  application and ask w h eth er these 
findings should no t be m ade a requ irem en t of th is second new d rug  
application, w ith  the resu lt th a t Com pany B needs then to  go back and 
do w ork to  prove th a t the situation  w hich w as presen t in Com pany 
A 's app lication is no t p resen t in th e ir application. T his, Com pany B 
m ay be asked to do w ith ou t really know'ing w7hat Com pany A said 
or w hy they  said it.

I am sure those of you w ho are fam iliar w7ith the changes th a t 
have taken place in new  d ru g  requirem ents over the last 25 years 
appreciate  w h at I am saying.

I took the  oppo rtun ity  to  look a t a new  d ru g  application sub
m itted  in 1940 and com pared it to  one subm itted  in 1950 and one in 
1950. As far as the legislation on new drugs is concerned, there 
has been no basic change over th a t 20-year period. H ow ever, the 
th ickness of the  new d ru g  application w en t from  six pages to  60 pages 
to  nearly  600 pages. T h is  m ust be regarded as evidence of a change in 
in te rp re ta tio n  of regu la to ry  requ irem en ts du ring  the 20-year period.

S ta rtin g  about th ree  years ago, we began investigation  of a 
product which appeared to have some useful qualities. W e certain ly 
w ere aw are th a t th ere  w ould undoub ted ly  be food additives legislation 
and had som e ideas as to w7h a t its con ten t m igh t be. W e had a p re tty  
good idea of th e  feelings of the  Food and D rug  A dm inistra tion  and 
s ta rted  ou r investigational efforts a long th a t line.

T hree  years later, the tw o-year ra t and dog studies w'hich w ere 
only talked about then  are com pleted. All of the  o ther tests  which 
we felt w ould be adequate to  susta in  the u tility  and safety of the 
product have been com pleted and the  food additives petition  submitted.

T he  le tte r denying  the com pleteness of the application and m aking 
it unacceptable for filing consists of tw o pages of considerations 
w hich the  Food and D rug  A dm inistra tion  feels need now  be con
sidered before the application can be filed. I am quite  sure th a t few 
if any of these questions would have been asked th ree years ago. I
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do no t w ish to  leave the im pression th a t these are necessarily  bad or 
unnecessary  requirem ents, b u t the changes which take place in a 
period of legislative ac tiv ity  create problem s w hich are alm ost in su r
m ountab le— especially w hen the  changing  requirem en ts involve tests  
w hich take years to  accom plish. In  th a t period of tim e, there  can be 
fu rth er changes requ iring  fu rth er delays and expense.

Even w ith ou t th is  changing clim ate which we face, w hat o ther 
elem ents con tribu te  to  the  situation  as we see it today  ?

L e t us assum e th a t a com pany discovers a chem ical com pound 
w hich produces a physiological response in a farm  anim al. T h is 
physiological ac tiv ity  autom atically  m akes the com pound a new drug. 
In  reviewing the requirem ent for such a product, one w ould expect 
th a t th is p roduct w ould be considered by the V ete rinary  B ranch of the 
B ureau of M edicine.

If, how ever, it is decided th a t a practical m ethod of adm inistra tion  
of th is  d rug  is by the  oral rou te— such as p u ttin g  it in d rink ing  w ate r 
or in anim als’ feed— it w ould becom e a feed additive. I t  w ould then 
be sub ject to ano th er set of law s and regulations bu t no t exem pt from  
the  requirem en ts of the new  drug  section. If the product is adm in
istered  by in tram uscu lar, in travenous, or in trasinus routes or by- 
oral tab le ts  or pow ders, it is no t a feed additive.

Now w h at are some of the  consequences? If it is a feed additive, 
the cancer clause applies. If it is not, the cancer clause does not apply.

Section 3.7 of the regu la tions issued on N ovem ber 30, 1948. 
contained the follow ing s ta te m e n t:

In considering a new -drug  application for a p roduct intended to effect physio
logical changes in farm  anim als, the  F ederal Security  A gency will regard  the 
absence of satisfactory  evidence show ing the m eat or o ther food obtained from 
anim als fed the d rug  to be en tirely  free at the time of m arke ting  from any 
poisonous or deleterious ingred ient resu lting  therefrom  as grounds for refusal 
to  m ake the application effective.

T his regula tion  becam e a requirem ent for zero to lerance for 
products in tended to  effect physiological changes in farm  anim als. 
W ith  the passage of the Food A dditives A m endm ent, th is  regulation  
disappeared and now the  determ ination  on a new d rug  application as 
to  w h eth er or no t the  product should be considered un der the  Food 
A dditives A m endm ent becom es a ju dg m en t for the V ete rinary  Branch. 
Such a decision is m ade a fte r the new d rug  application has 1>een 
subm itted  and is based on the  possible residues which m ight exist
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under the conditions specified, the data  on w ithdraw al, or the tox i
cology of the  product. T h is is an exam ple of the effect th a t legislation 
in one area  has on the regula tions which are in effect in another area.

W ith in  the last six m onths, a new  d rug  application  has been m ade 
effective prov id ing for use of D iethv lstilbestro l im plan ts in beef 
anim als. A t the sam e tim e, a feed m anufactu rer cannot ge t a clearance 
to  p u t D iethv lstilbestro l in to a new feed or to  change p lan t locations.

In  determ in ing  residues, the analytical chem ist is faced w ith  the 
definition of zero. A lthough  the Food and D rug  A dm inistra tion  has 
said th a t zero can only be defined in term s of an analytical procedure, 
no th ing  appears in the  regula tions defining zero in term s of the 
sensitiv ity  of the m ethod for each food additive. F u rth er, no con
sensus is available as to w hat rep resen ts the sensitiv ity  of a m ethod. 
Is it the level a t w hich a s ta tis tica lly  significant difference exists 
betw een the control and the test sam ple? If so, how  sta tistica lly  
significant m ust it be—90 per cent, 95 per cent, or 99.7 per cent level 
of confidence ?

Now th is needs to  be explained to the research  w orker, the 
chemist, the pharm acologist, the ve terinarian  and the  anim al n u tr i
tion ist so he m ay continue w ith  his w ork in d irecting  the  developm ent 
of a product. O bviously he is confused, and the best we can do is to 
tell him  to  go ahead and carry  out his w ork  and do every th ing  neces
sary  to cover the s ituation  regard less of w hich w ay the application 
goes. M uch of the w ork, we realize, will not be necessary to  prove 
safety and efficacy— but m ost likely it will be needed to  m eet all of 
the regu la to ry  requirem ents.

L a te r  in the developm ent of our new product, we find th a t it is 
useful in com bination w ith  ano ther d ru g : for exam ple, a certified 
antib iotic. Now  it becom es necessary to  do all of the te s tin g  over 
because there  is a rem ote possibility  th a t one of the  tw o drugs 
m ight change the action of the other.

I t  can be argued  th a t we just do n 't know  w hether or no t these 
drugs in com binations will really  affect each o th e r; hence, w e m ust 
tes t them . N ow these considerations arise only if the tw o active 
principles are placed in com bination in a m arketed  preparation . If they 
are sold separately  bu t fed sim ultaneously, there  is no ju risd iction .

If" the product is a drug, efficacy is no t a s ta tu to ry  requirem ent, 
b u t it does get in th ro ug h  the  back door by v irtue  of the  in terp re ta tion .

LEGAL PROBLEMS PAGE 11



H ere  is one of those tim e and tem pera tu re  s itua tions—a product 
cannot be judged  safe if it is no t efficacious.

If  on the  o ther hand, the product is a feed additive, u tility  or 
usefulness m ust be dem onstrated . In com bination w ith  a  certifiable 
an tib io tic  regard less of w h eth er it is a d rug  only or a d ru g  and feed 
additive, efficacy m ust be sh o w n ; and the subm ission now is m ade to 
the  Certified A ntib io tics Section ra th e r than  the  N ew  D ru g  Section. 
If the  product alone and in com bination is to  be considered, separate  
applications to  each group are required  as well as to  the  food 
additives group.

T here  also exist conflicts of s ta tu te  w hich m ake it difficult to  d irect 
research activities. W e find, for exam ple, th a t a p roduct w hich can 
be used bo th  as a feed additive to  produce a certain  effect and also 
as a pesticide is regu la ted  un der tw o  opposed s ta tu tes . U n der 
the food additive s ta tu te , the  D elaney an ticancer clause takes effect; 
and if the  product is a carcinogen, its use is prohibited . On the o ther 
hand, if th e  m ateria l is to  be used as a pesticide, it com es under R egu
lation 120.5 and is perm itted  to  be used as long as the residue rem ain
ing in the edible p roduct is zero. In o th e r w ords, it is perm itted  to  be 
used based on a zero tolerance. I t  w ill take legislation to  achieve some 
kind of un iform ity  in these cases.

In  the  Food and D rug  A d m in istra tio n 's  consideration of app lica
tions un der the  new  d rug  provisions, certifiable antib io tic  regulations, 
o r the  food additives regulations, there are differences as to  required  
tim es of official review  by the  A dm inistra tion . U n der the  new  drug  
provisions, action, w h eth er favorable or not, m ust be taken 60 days 
from  receip t of the application by the Food and D rug  A dm inistra tion . 
T h is  s ta tu to ry  lim itation  provides fu rth er th a t if action is no t taken 
w ith in  th is tim e, an application autom atically  becom es effective. 
U n d er the  certifiable antib io tic  regula tions there  is no m andatory  
tim e for consideration  of an application. F o r the m ost p a r t the Food 
and  D rug  A dm inistra tion  Division of A ntib io tics a ttem p ts, through 
th e ir  own volition, to take action on an application w ith in  60 days. 
T h e  food additive regulations specify different tim es (15 or 30 days 
from  receipt) for initial review of a petition  depending upon w hether 
o r  no t the  proposed additive is also a  new drug. H ow ever, these 
s tipu la ted  tim es con stitu te  only a tta inm en t goals since there are no 
penalty  provisions if action is no t taken w ithin the specified times.
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T he use of color add itives in drugs is recognized as con tribu ting  
to  safety, efficacy and customer acceptance. T he responsible m em bers 
of the in d u stry  are faced w ith  the problem , therefore, of assuring  
them selves th a t adequate colors will continue to  be available. H ow  
can th is  be accom plished? A t present, th ere  are no regulations w hich 
define m any provisions of the  act in regard  to  the  assignm ent of 
to lerances based on necessity. H ow  then  can a research  effort be 
conducted w ith  the  assurance th a t an econom ic good w hich m ight 
resu lt from  such an investigation  will in fact be g ran ted  a com pany 
or com panies sponsoring  .such a p rog ram ? W ill each product con
taining color need to be subjected to a separate color additives petition?

These and m any o ther questions can be asked. W e do not w ish 
to  have the Food and  D rug  A dm in istra tion  issue regula tions w ith ou t 
p roper and  considered ju d g m en t; bu t on the o th e r hand, it is im 
possible to  s ta r t a research program  based on proving the  safety 
of these products w ith ou t a know ledge of w h at the requirem en ts are. 
T rue, w e have individual opinion as to  the definition of th e  pharm a
cological and toxicological te sts  w hich m u st be perform ed, b u t th ere  
is no assurance th a t these will no t be changed w hen the  regulations 
are finalized. T he  fact th a t it is im possible to  define the  requirem ents 
is m aking it a lm ost im possible to  get research  in th is direction started .

T here  are m any products w hich have real application in the  
field b u t w hose profit po ten tia l is lim ited, and hence, cannot be con
sidered for developm ent because the risk is too g rea t for the expected 
re turn .

In  conclusion, it appears to  me th a t th in gs are now so hopelessly 
confused th a t th e  tim e is r igh t for a com plete overhaul of legislation 
dealing w ith  products w hich m ay be considered foods and drugs. I 
know  I am no t the first to suggest this. In  fact, the H oover Com m is
sion recom m ended th a t such an overhaul be accom plished. I w ould 
like to  suggest th a t consideration be given im m ediately to  the direction 
w hich such legislation should take in order th a t some kind of sense 
can be b ro u g h t ou t of th is  s ta te  of confusion.

I t  is m y feeling th a t the phrase  “for m an or o ther an im als’’ is 
the  basis for m any of th e  problem s w hich confron t us today. I feel 
the  w ord  “o th e r” m ust have sneaked in to  the  law  and should be 
rem oved. I also feel we should go fu rth er th an  this. O ne w ho is 
fam iliar w ith  the regula tions as they  are presen tly  w ritten  sees 
attempt a fte r attempt made to clearly define the differences in specifica
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tions and requirem ents for products w hich are in tended for m an 
and for anim als. I believe every one w ould feel be tte r if a law w ould 
be passed w hich w ould differentiate food and drugs in tended for use 
in m an and  those which w ere in tended for use in anim als. A single 
law  and regulations should be passed govern ing  the foods and drugs 
in tended for man. Separate categories, such as biologicals and certified 
antib iotics, should be elim inated.

On the o ther hand, veterinary  drugs and anim al feed additives 
should be covered by separate  s ta tu te s  and regulations designed 
for them . T he  adm inistra tion  of such sta tu te s  and regulations could 
well be done by the extension services and the county  agen ts of the 
U n ited  S tates. T hese people could do m uch to  help educate the 
farm er, the grain  dealer and the feed m ills in the proper handling  
and m arketing  of p roducts and th e ir safe and reliable use. T hese 
agencies are closely allied w ith  s ta te  feed control, pesticide control 
and fertilizer con tro l p eo p le ; and by th is close contact, m uch would 
be achieved in ob ta in ing  real safety in the handling  and use of these 
products.

FDA REPORTS RECENT SEIZURE
T he entire stock of a new firm ’s vitam in-m ineral and protein food 

supplem ents valued at $30,000 has been seized on charges by the Food 
and D rug  A dm inistra tion  that the products were being falsely prom oted 
to insure longevity, virility and freedom  from  disease. According to its 
p rom otion literatu re , tablets supplied by W orld-W ide Nutri-Health, Inc., 
of P ittsburgh , provide nu trien ts  which will m ake the A m erican diet 
equivalent to tha t of the long-lived people of the H unza area in the 
H im alaya M ountains. F D A  charged tha t the products were being falsely 
represented  to  prom ote eternal youth, virility, radiant health, sound 
eyesight, attrac tiveness until a ripe old age, and to trea t and prevent 
such diseases as cancer, heart attacks, m um ps, m easles and chicken pox.

F D A  also charged tha t represen ta tions that the A m erican people 
are undernourished and that it is im possible to obtain adequate nutrition  
from  ord inary  foods, arc likewise false and m isleading because they are 
co n tra ry  to fact.

T he products were seized in possession of the com pany. F D A  said 
the firm was just ge tting  under w ay w ith a sales cam paign based on 
house-to-house prom otion. T he sales plan was a chain-letter type 
operation in which individual salesm en receive com m issions on the sales 
of o ther agents they recruit.

Seized w ith the food supplem ents w ere various pieces of literatu re 
and other labeling m aterials containing the s tatem en ts  which FD A 
charged to be false and m isleading. FD A  said the sales plan included 
furnishing a free sam ple to  prospective custom ers and a book on the 
long-lived H unza people.
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Congress and the Drug Industry
By RAYMOND D. McMURRAY

The Author Is Secretary and General Counsel, Hoffmann-La Roche, 
Inc. In His Address Mr. McMurray Discusses the Congressional Hear
ings and the Kefauver-Celler Bills and Their Effect upon the Industry.

ON A P R IL  12, 1961, Senator E stes K efauver (D . T ennessee) and 
C ongressm an E m anuel Celler (D. N ew  Y ork) handed up a 

sw eeping ind ic tm ent of the drug  in du stry  in the U nited  S tates. On 
th a t day they  in troduced, w ith  a tten d an t p ress releases, identical bills 
S. 1552 and H . R. 6245, respectively. Significantly, these bills are 
titled  “D rug  In d u s try  A n titru s t A ct.”

T he K efauver-C eller bills are an ou tg row th  and culm ination of 
hearings w hich began on D ecem ber 7. 1959. P rio r to th a t date one 
w ould have found it difficult to  talk  for any length of tim e on the 
sub ject “C ongress and the D ru g  In d u stry ."  T here was and had been 
until then  a fine rappo rt bu ilt of m utual respect betw een the neces
sarily  regula ted  in du stry  and the  fa ir-acting  regu la tin g  body. T oday, 
the m utuality  and accord is sorely strained.

A fter only tw o years, those of us w ho have lived th rough  it could 
probably  speak volum es about the experience. Indeed, volum es have 
been spoken. Some 13 substan tia l volum es of testim ony w ere taken 
during  hearings held before the Subcom m ittee on A n titru s t and 
M onopoly of w hich S enator K efauver is chairm an. T o ta l pages of the 
p rin ted  record (available from  the Superin tenden t of D ocum ents) run 
in excess of 16,500 pages.

F o r those w ho w ish to take the tim e, the conduct of these 
hearings is spread upon the record for all to  see. T he a ttack  was 
sw ift, the  follow-up sure, and th ro ug hou t, the hearings m oved re len t
lessly to w ard  a preconceived conclusion.

In in trodu c in g  his bill in the Senate, M r. K efauver m ade the 
follow ing em otion-charged allegations in the course of his re m a rk s :

. . T here  have been m any com plaints about the high cost of drugs and 
partic iu larly  those which m ust be purchased by the consum er on prescrip tion
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of a duly qualified physician. T he s x k  w ho need these drugs cannot choose 
between brands as in the case of me st o ther consum er products. C onsum ers 
w ho pay are captives of the drug  inc ustry. T hey  are unable to  p ro tec t them 
selves by shopping around for the ide itical product at low er prices.

. . . T he need for action stem s basically from  the fact tha t, by any test 
and under any standard , prices and profits in the ethical drug industry  are 
excessive and unreasonable. ( C on g ress io n a l R e c o rd —Senate, A pril 12, 1961, 
page 5297.)

Incidentally , the Senator ag£ in m ade th is  s ta tem en t a t hearings 
on O ctober 16 of th is year a t the beg inning of the so-called “ P a ten t 
R o un d” of hearings on S. 1552. (H earin g  record page 1140.) Senator 
E v e re tt M. D irksen (R. Illinois) -em inded M r. K efauver th a t his con
clusions w ere no t established, a»d th a t his s ta tem en t w as m ade to  
appear as a com m ittee conclusion w hen, in fact, there could be no 
conclusion un til the hearings a _e over, all of the testim ony p re
sented and a proper analysis m ade. (H earin g  record page 1148.) 
In  addition , S enator R om an L. E ruska (R . N ebraska) sta ted  th a t he 
adm ired M r. K efauver for his persistency  in resta ting , in the  sam e 
language, these unproven conclusions. (H earin g  record pages 1148- 
1150.)

A nd now re tu rn in g  to  Mr. K efauver’s s ta tem en t in troducing  
S. 1552, he s ta tes  the necessity  fe r his bill as follow s:

T he tim e has arrived for action iy the C ongress to  reduce the excessive 
and unw arran ted  charges upon those w ho are least able to afford them —the 
N ation’s sick and afflicted. ( C o n g ress io n a l R e c o rd —Senate, April 12, 1961, 
page 5297.)

I t  w ould be too easy for these  of us w ho are closely associated 
w ith  the d ru g  in d u stry  to  po in t o u t the num erous inequities w hich 
faced us. W e w ere confron ted w ith  d isto rted  and sensationalized 
profit m arg ins charged against our in du stry  and p u t in to the  record 
a t the  precisely correct m om ent to catch m orn ing  and evening new s
paper edition headlines. W e w atched leaders of our in du stry  being 
sub jected to lines of question ing  w hich pu t them  constan tly  on the 
defensive. W e naively approached the hearings, fully expecting  a 
fact-finding procedure conducted m a judicious m anner by statesm en, 
bu t instead, we w ere m et w ith  £ well conceived, cleverly executed, 
adversary  proceeding w ith ou t the benefit of any  of the ru les of evi
dence prevalent, and so h igh ly  cherished, in our court system s. A 
rehearsal of these facts w ould m erely tend to  re ite ra te  the obvious and 
w ould gain us no th ing  at th is tim e.

W h a t I will say is th a t it is m y belief th a t we have learned a lot 
th ro ug h  the course of the  hearin gs; and although  it has taken us
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inese tw o years to  recover from  the  shock of our first exposure, we 
shall a ttem p t to  p u t in to the  record in opposition to  S. 1552 a positive 
defense of the  d rug  in du stry  in the  U nited  S tates, the  sam e drug 
in du stry  w hich has provided for our people the finest and m ost 
advanced health  care in the  w orld today.

W ith in  a few days, on D ecem ber 6, hearings resum e before the  
K efauver Subcom m ittee w hich ough t to  clear the record for the  in 
dustry . Since th a t ta sk  is to be done so soon, and by experts, I shall 
confine m y rem arks to  an analysis of several bills now pending  before 
C ongress which affect us and m ake som e observations about our fu tu re  
w ith  Congress and other governm ent bodies. T here  m ay be a lesson 
therein  for m uch of th is audience.

F irs t the m ajo r piece of leg isla tion : the  K efauver-C eller bills. 
Briefly, th is  is a th ree-pronged  a ttack , am ending the  Sherm an A ct, the 
Food, D rug, and Cosm etic A ct and the  p a ten t laws. A m endm ents 
to  the Sherm an A ct w ould m ake it unlaw ful (1) to  w ithdraw  pending 
p a ten t applications and concede p rio rity  of invention to  ano ther 
applicant w here a cross-licensing agreem ent w as involved, and (2) to  
to  discrim inate in any  w ay in the g ran tin g  of p a ten t licenses.

T he bill seeks to  am end the p a ten t law s (35 U. S. C. P a r t I I )  :
(1) B y p roh ib iting  the g ran tin g  of pa ten ts  for so-called m olecular 

m odification (w hich term , incidentally , is undefined) or com bination 
of d rugs unless the  Com m issioner of P a ten ts  finds th a t there  is suffi
cient invention over the  prio r a rt so th a t the  invention under study  
w ould no t be obvious to one ord inarily  skilled in the a r t ( th is  is really 
a resta tem en t of the p resen t law ) : and in addition , th a t the  S ecretary  
of H ea lth , E ducation  and W elfare finds the  resu lting  therapeu tic  
effect significantly  g rea te r than  products already on the  m arket. 
(T h is  provision has already been opposed by the C om m issioner of 
P a ten ts  in his testim ony before the  K efauver Subcom m ittee on O cto
ber 16.) A  procedure is set up for the  determ ination  of therapeu tic  
effectiveness by the Secretary  of H ealth , E ducation  and W elfare 
including research  w hich the  S ecretary  shall cause to be conducted 
by  the app lican t or anyone of the S ecre ta ry ’s choosing (thereby  dupli
ca ting  the  app lican t’s w o rk ), and, in addition , s ta tin g  th a t the  Secre
tary  of Health, Education and W elfare shall have the final determination 
w hich shall be conclusive upon the action of the C om m issioner of 
P a ten ts  in th e  issuance of a patent.
* (2) By prov id ing  th a t w here a  pa ten t is issued for any  d rug  w hich
requ ires a N ew  D ru g  A pplication un der Section 505 of the  Food,
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D rug, and Cosm etic Act, it shall be issued as of the effective date of 
the  N ew  D ru g  A pplication. If no N ew  D ru g  A pplication is required , 
p a ten ts  for such drugs shall be issued as of the  date the p a ten t app li
cation w as filed. T hus, you can see th is  is an effective sho rten in g  for 
th is in du stry  only, of the  norm al periods of p a ten t protection.

(3) T o  fu rth er am end 35 U. S. C. to  lim it p a ten ts  on drugs to 
a term  of th ree  years from  the  effective date of such p a ten t plus an 
additional period up to 14 years du ring  w hich the  pa ten tee  can retain  
his righ ts  only if he g ran ts  to  each “qualified app lican t’’ an unrestricted 
license to  m ake, use and sell the d rug  for a m axim um  royalty  of 8 per 
cent. Should the  paten tee  fail to  honor a request for license, the 
p a ten t can be cancelled if the refusal is found to  be unreasonable.

I t  is in te restin g  to note th a t “un restric ted  license’’ is defined as 
one w hich :

(a) M ust include a g ran t of all technical data  needed for produc
tion. In  o ther w ords, th ere  will now be a s ta tu to ry  requirem ent th a t 
know -how  be given along w ith  a license w hich is som eth ing  th a t has 
never been required  under any stre tch  of the law or im ag ination  to  
th is  d a te ;

(b) C annot contain any  restric tion  except a  royalty  of 8 per cent 
of the  gross selling p r ic e ; and

(c) M ust no t bear a royalty  ra te  w hich is d iscrim inato ry  betw een
licensees even though  the sam e com pound is sold for different uses 
or in different form s.

A m endm ents to the  Food, D rug , and Cosm etic A ct include prov i
sions as fo llo w s:

(1) T o  require p rescrip tion  drugs to  be m anufactured  only by 
duly licensed m a n u fac tu re rs ;

(2) T o  add to  label requirem ents the  follow ing: (a) a m anufac
tu re r ’s license nu m ber: (b) quan tities of ing red ien ts; (c) an official 
nam e (generic or nonproprie tary  nam e) of equal prom inence w ith  the 
tradem ark  ; and (d) the date beyond w hich there  w ould be reasonable 
doubt as to  the potency of the  product. O therw ise the  d ru g  will be 
m isbranded un der the  A c t ;

(3) T o provide for a label s ta tem en t of the “official nam e” and 
q u an tity  of each active ingred ien t a fte r rem oving the  presen t requ ire
m ent th a t the  “com m on or usual nam e, if such there  be” appear o'n 
th e  la b e l;
PAGE 18 FOOD DRUG COSMETIC LAW JOURNAL— JANUARY, 1962



(4) T o  require th a t all antib io tics no t certified under Section 507 
of the A ct be sub ject to  m isbrand ing  under Section 502;

(5) T o  require un der Section 502 th a t any d rug  in form ation to 
licensed physicians m ust include a copy of all package insert, p rin ted  
m aterial perta in in g  to  such d r u g s ; and if it is a new drug, then  the  
official brochure m ust be provided. In  addition, all advertisem ents of 
any kind m ust in c lu d e : (a) the  official nam e prin ted  in type of a t least 
equal prom inence as the  tr a d e m a rk ; (b) w arn ing  s ta te m e n ts ; and 
(c) full disclosure of efficacy;

(6) T o  am end the  new  drug  section to  require a finding of efficacy 
before a N ew  D ru g  A pplication can becom e effective;

(7) T o  repeal the  au tom atic  effectiveness of a New D ru g  A ppli
cation a fte r a 60-day period from  the date of filing w ith ou t action by 
the  S e c re ta ry ;

(8) T o  extend presen t certification regu lations to  all antib iotics. 
A t p resen t there are only five antib io tics requiring  certification under 
Section 507;

(9) T o  license d ru g  m anufactu rers if they  have proper qualifica
tions, w hich qualifications w ould be m et under stan dards set by  the 
S ecretary  to  insure s treng th , quality , pu rity , safe ty  and efficacy of 
d rugs produced in said m anufac tu ring  estab lish m ents;

(10) T o  enlarge the scope of factory  inspection to  include com 
m ercial te s tin g  laboratories, p lan t san itation , raw  m aterials, analytical 
reports, m anu fac tu ring  w orksheets, batch  records, w eigh ing  and 
m easuring  controls, packaging techniques, ste rility  controls, potency 
controls, coding system s, qualifications of technical staff personnel and 
com plain t f ile s;

(11) T o  provide for a system  for designation  of official names for 
d rugs to  be determ ined by the  S ecre tary  on the  basis of usefulness 
and s im p lic ity ;

(12) T o  provide for th e  S ecre tary  to  publish and dissem inate an 
annual lis t of d rugs hav ing  po ten tia lly  harm ful effects, to  physicians 
to g e th er w ith  copies of all required  package inserts.

In  im plying th a t ou r in d u stry  requires such s tr in g en t added 
regulation , th is  leg islation  forcefully alleges th a t we have no t m et our 
d u ty  to  fhe m edical and pharm acal professions and to  the  public to  
w hich’ they  m in ister. W e cannot accep t the  gu ilt w hich th is  implies, 
and I believe th a t w e will prove w ith in  the very  near fu tu re  th a t we 
have adequately  m et the  public tru st. T h is  legislation no t only indicts
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our industry , and im poses im possible burdens on the  S ecretary  of 
H ealth , E ducation  and W elfare  and the F D A , b u t it also does violence 
to  one of our m ost cherished and long-standing  institu tions-—ou r 
p a ten t system , w hich finds its origin in the  C onstitu tion  (A rtic le  I, 
Section 8) :
T he C ongress shall have pow er . . .

8. T o  prom ote the progress of science and useful arts  by  securing for 
lim ited tim es to  au thors and inventors the exclusive righ ts to  th e ir respective 
w ritings and discoveries.

R ecently , we com m em orated the 125th ann iversary  of the  enact
m ent of the  P a ten t A ct of 1836 which created  the presen t exam ination 
system  for the g ran t of paten ts. U nexcelled in the  w orld— it has 
b rou gh t p rosp erity  to  our nation. By P roclam ation dated  Septem ber 
22, 1961, P res id en t K ennedy  recognized th e  value of our system  of 
pa ten t p ro tection  in the follow ing w ords (am ong others) :

. . . W H E R E A S  the g ran t of a paten t is a traditional incentive for the 
prom otion of the useful a rts  and thereby contributes notab ly  to the well-being 
of people everyw here; and

W H E R E A S  encouragem ent of invention is essential to the continued eco
nom ic and technological developm ent of this N ation ; . . .

H e then  designated  the  w eek of O ctober 15, 1961, as A m erican 
P a ten t System  W eek.

[T ]o  com m em orate the American patent system which, by affording pro tec
tion and encouragem ent to  inventors as envisaged and au thorized by the Con
stitu tion , contributes so g reatly  to  the encouragem ent of inventive genius. 
(F e d e ra l R e g is te r , Sep tem ber 27, 1961, page 9065.)

I t  is th is incentive, established in our founding docum ent and 
recognized by the P residen t of the U n ited  S tates, w hich Senator 
K efauver is determ ined to  take from  our in du stry  based on a conclu
sion th a t the public w elfare will be properly  served by strip p in g  aw ay 
adequate  p a ten t protection. S enator K efauver seem s no t to  believe, 
as A braham  Lincoln did, th a t p a ten ts  add the fuel of in terest to  the 
fire of genius.

If he should be successful in convincing the Congress of his 
position, it w ill serve only as encouragem ent for the  sam e trea tm en t 
to  be accorded o ther industries as each in tu rn  becom es the sub ject 
of investigation  and th us clothed w ith  a public purpose.

^  ^  ^  •

L est you th in k  th a t the K efauver bill, as im p ortan t as it is, is 
the  end of our problem s w ith  C ongress, I will cite several o ther bills.
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B oth of the  bills in troduced by  M r. Joh n  D. D ingell (D . M ichigan),
H . R. 3747 on F eb ru a ry  2 and H . R. 6471 on A pril 19 of th is  year, are 
directed tow ard  the  d rug  in du stry  and seek to  am end the  F ederal 
T rad e  Com m ission Act.

H . R. 3747 will am end Section 1 5 (a )(1 ) of the  F ederal T rade 
Com m ission A ct by  add ing  th a t p rescrip tion  d rug  advertising  is m is
leading in a m ateria l respect (hence, a  v iolation of the  A ct) if it does 
n o t include the  generic nam e of the  d ru g  advertised.

I t  is in te res tin g  to  note th a t the term  “generic nam e” is not 
defined in the  bill and th a t th is  term  is in basic conflict w ith  the  term  
“official nam e” used in the  K efauver and Celler bills. F urtherm ore, 
th is  provision rem oves from  the  F. T . C. A ct the tim e-honored proh ib i
tion  against adv ertis in g  ju risd iction  of th a t regu la to ry  body w here 
such ads are directed solely to  m em bers of the  m edical profession 
w hich contain no false rep resen ta tion  of a m ateria l fact, and, in each 
instance, are accom panied by or include a tru th fu l disclosure of the 
form ula show ing qu an tita tive ly  each ingred ien t of the  drug. (See
F .T .C .  Act, Section 1 5 (a )(1 ))

M r. D ingell’s o ther bill, H . R. 6471, also seeks to  am end Section 
15 of the  F ederal T rad e  Com m ission A ct to  declare th a t prescrip tion  
d rug  adv ertis in g  is m isleading in a m aterial respect (hence, a  violation 
of the  A ct) if it fails to  contain a conspicuous and tru th fu l disclosure 
of the  qu an tita tiv e  form ula se tting  forth  all active ingredients including 
th e ir  com m on nam es, all side effects and contraindications.

T h is duplicates the  requirem en ts of the  p resen t F D A  labeling 
law s and regulations w hich dem and full disclosure for the  purpose 
of in fo rm ing  the p rescrib ing  physician of all of the activ ities of the 
d rug—good or bad. In  addition , note th a t M r. D ingell in H. R. 6471 
uses the  term  “com m on nam e" w hich adds a th ird  and confusing desig
nation  for the so-called generic nam e, confusing because th e  Food, 
D rug , and Cosm etic A ct s ta tes in Section 502(e)(1) th a t labels m ust 
bear the  “com m on o r usual nam e" of the d ru g  “ if such there  be.”

T h ere  are o th e r bills pending, nam ely th a t in troduced  by M rs. 
L eonor K. Sullivan (D. M issouri) on Jan u a ry  3, 1961. H . R. 1235, 
w hich is a perennial bill am ending  the  Food, D rug , and Cosm etic 
Act. H . R. 646 is a bill in troduced by M r. H ale  B oggs (D . L ou isiana), 
dated- Jan u a ry  3, 1961, to  regu la te  the m anufacture, processing, 
d istribu tion  and possession of hab it-form ing  b arb itu ra te  and am pheta
m ine d ru g s ; a bill by M r. W infield K. D enton (D. Ind iana) designated
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H . R. 3967, in troduced F eb ruary  7, 1961, w hich is com parable to  Mr. 
B oggs’ H. R. 646; and S. 1939 in troduced by Senators T ho m as J. 
D odd (D . C onnecticu t) and A lexander W iley  (R . W isconsin) w hich 
regu late  b a rb itu ra te s  and am phetam ines as does H. R. 646.

A ny m essage w hich I. m ight give to  you today m ay be s ta ted  
very  s im p ly : I t  can happen to  y o u ! D rugs are necessities from  tim e 
to  tim e for all of us. T h e ir use is w rapped up in the  em otional stress 
of illness. H ence, objective th in k in g  is extrem ely  difficult. Foods 
are also necessities, bu t never as occasionally as drugs. W e have 
daily need for nu trition a l p ro d u c ts ; and although  the  em otions 
a tten d an t upon illness do not bear on foods, one could th in k  of greater 
em otions being aroused if charges w ere m ade th a t unconscionable 
profits w ere being  taken from  an unsuspecting  public by unscrupu lous 
profiteers dealing w ith  our daily bread.

I t  m ig h t be difficult for you, as it w as for us tw o years ago, to 
see how  anyone could possibly pain t a p ictu re th a t w as an y th in g  bu t 
lau dato ry  describ ing the  indu stry  w hich you know  is fulfilling its 
proper purpose and recovering only a ju s t rew ard  for so doing. Do not, 
however, underestim ate  the ab ility  of C ongressional hearings to 
create situations you th ink  are d isto rtions b u t w hich m ust inevitably  
serve the politico-legislative purpose for w hich they  are created.

A t any  tim e a C ongressional com m ittee can find glam orous head
lines in the food, packaging and allied industries. You have seen w h at 
our recent b rushes w ith  C ongress have done for our public im age, 
and I hope you will realize th a t you are no t im m une. F ay  particu lar 
a tten tion  to  the  techniques of C ongressional investigation . D o no t 
suppose th a t they  are any th ing  bu t an adversary  proceeding and 
prepare your defense accordingly. Above all, never m inim ize the  
adverse publicity  effect w hen Congress calls you before one of its 
spo tligh ted  com m ittees.

T here  is a lesson in some of the  m istakes we have made. W hen 
the  h isto ry  is finally w ritten  I have no doubt th a t we will be b e tte r 
off for the experience. W e have m atu red  under fire. Some years hence 
C ongress and the  d rug  in du stry  will re tu rn  to  th e ir  form er m utual 
regard. T ake a good long look a t w h at has happened to us and prepare 
now for a day w hich seem s inevitable in your lives. I cite only the 
recen t investigations regard ing  packaging w ith in  the food in du stry  
to  show th a t Congress is very  close to  your door. • [The End]
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Proposed Inspection 
of Independent Laboratories

By BERNARD L. OSER, Ph.D.

The Author Is President of Food and Drug Research 
Laboratories, Inc. In His Address, D. Oser Speaks 
of the Proposed Extension of Authority of the FDA.

H E  O B JE C T IV E S  of the  cu rren t C ongressional investigations of
the drug  in d u stry  are reflected in the  K efauver bill S. 1552 (and its 

identical cou n terp art in troduced by Rep. E m anuel Celler, H. R. 6245, 
87th C ongress, 1st session), one section of w hich w ould am end the 
F ederal Food, D rug , and Cosm etic A ct in several m ajo r respects. 
A m ong these (Sec. 4 (13 )) is an am endm ent to Section 508 of the 
A ct w hereby

fc) A ny officer, agent, or em ployee of the D epartm en t au thorized  by the 
S ecre tary  for th a t purpose m ay during  all reasonable hours en ter and inspect any 
establishm ent operated or intended to  be operated  w ith in any S tate  by any 
licensee or any applicant for a license under this section for the m anufacture, 
p reparation , o r propagation  of any d rug  described in subsection (a). Such plant 
inspection shall include, but is no t lim ited to, the r ig h t to inspect com m ercial 
testing  laboratories, p lant sanitation, raw  m aterials, and analytical reports  on such 
m aterials, form ula cards, actual m anufactu ring  w ork ing sheets, batch records, 
w eighing and m easuring contro ls, packaging techniques, sterility  controls, potency 
contro ls, coding system s, facilities fo r m aintain ing separate identity  for each 
drug, cleaning of equipm ent betw een batches, quarantine of drugs until after 
clearance wdth the contro l laboratory , qualifications of the technical staff, and 
the com plaint file of the licensee or applicant.

T he g ran ting , revocation or suspension of a license to  produce 
p rescrip tion  drugs w ould be con tingen t upon the  determ ination  by the 
S ecre tary  th a t the  resu lts  of such inspections (am ong o ther requ ire
m ents) establish th a t d rugs are “m anufactured , prepared, or p ropa
gated under the conditions necessary to insure the continued chemical 
s truc tu re , s treng th , quality , pu rity , safe ty  and efficacy” of such drugs. 
F ines o r im prisonm ent m ay be im posed on anyone convicted of ob
s tru c tin g  or in terfering , or a ttem p tin g  to  o b stru c t or in terfere  w ith  any 
Officer, agen t, or em ployee of the  departm en t in the  perform ance of any 
du ty  p u rsu an t to  th is section.
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A s described by S ecretary  Ribicoff in his testim ony before the  
K efauver Com m ittee, the  proposed new inspection au th o rity  is aim ed 
a t giving- the  Food and D ru g  A dm inistra tion  m ore d irect and  m ore 
extended control over the  d rug  industry . As th us am ended, it w ould, 
in short, perm it inspection of a d ru g  com pany’s building, p lan t and 
equipm ent, its m anufac tu ring  operations, form ulas and com plain t files, 
its  analy tical con tro l laborato ries and facilities, and  it w ould even 
au thorize inspectors to  review  the tra in ing  and experience of its 
scientific and  technical personnel. In  his testim ony, the S ecretary  
s ta ted  th a t in the  32 m onths ending A ugust, 1961, 122 firm s had refused 
to  perm it one or m ore phases of inspection “needed to  m ake a com 
plete determ ination  of the legality  of som e phase of the d ru g  business.” 
T h is  s ta tem en t does no t suggest w hether any of these firm s w ere in 
dependent laborato ries o r w hether any phase of these inspections 
concerned the  m anufacture  or control of d rugs as d istinguished, for 
exam ple, from  purchase or sales records, com plain t files, o r labeling. 
In  fact no analysis of the na tu re  or basis of these refusals has been 
presen ted  w hich w ould ju stify  an estim ate of the  ex ten t to  w hich 
com m ercial te s tin g  laborato ries w ere involved, if a t all. A nalysis of 
these refusals m ight furn ish  the  key to  determ in ing  w hether, in fact, 
there  is a real need for additional legislation to extend the au th o rity  of 
FD A  in th is pa rticu la r area.

In  a recen t no torious case, the opera to r of a com m ercial labora to ry  
pleaded gu ilty  to  su b m ittin g  false reports  to  pharm aceu tical m anu
facturers, on the  basis of w hich th e ir d rugs w ere found to  be adu l
te ra ted  and m isbranded. In  addition to  a  fine, the  sentence included 
3 y ears’ probation. Subsequently  conviction for repetition  of the  
offense resu lted  in an additional fine and six  m onths im prisonm ent. 
T h is  extrem ely  rare  case of gross m isconduct has directed special 
a tten tion  to  independent laborato ries w hich perform  analytical con
tro l services for the drug  industry .

No com petent and responsible labora to ry  will object to show ing 
its  facilities and discussing its qualifications for prov id ing the  services 
it pu rp o rts  to  offer. In  fact the  opportun ity  to  do so is usually  
w elcom ed regard less of w hether the  v isito rs are clients, prospective 
clients, dom estic or foreign governm ent agents, teachers, studen ts, or 
the general public. R eputab le laboratories, such as those represen ted  
by the m em bership of the A m erican Council of Independen t L ab o ra
tories, are no t only proud to  display th e ir  w ares b u t are ready anti 
w illing to  partic ipate  in any  effort to curta il the activities of the sm all
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fringe of incom petent or d ishonest operators. H ow ever, since any law 
designed to  rem ove the  one ro tten  apple a t the  bo ttom  of th e  barrel 
inevitably affects all, it has been necessary to exam ine carefully the 
scope of these inspection provisions particu la rly  as it concerns the 
relation betw een a labora to ry  and its clientele. N ow here does the 
K efauver-C ellar bill define a  “com m ercial te s tin g  lab o ra to ry .” I t  is 
pertinen t to  cite the definition cu rren tly  adopted  by the  A m erican 
Council of Independent L abora to ries since th is  is the only national 
organ ization  w hose m em bership is com posed exclusively of such 
laboratories.

An independent lab ora to ry  is a proprieto rship , partnersh ip , or corporation 
w hich is no t affiliated in any m anner w ith  either a  governm ental agency o r a 
tax-favored academ ic o r research  institu tion ; or w ith an outside proprietorship , 
partnersh ip , corporation  o r trade association in any m anner which m ay jeopardize 
its capacity  to  conduct investigations, render reports, o r give professional counsel 
objectively and w ithout bias.

T he by-law s of th is  association require each m em ber to  honor a 
code w hich com m its them  not only to m ain ta in  th e ir services upon a 
“high plane of in teg rity , effectiveness and re liab ility” b u t to  p ro tect 
the  righ ts  and in te rests  of clients.

Independen t laborato ries are no t only desirous of suppo rting  any 
legislation designed to  prom ote public health  and w elfare bu t are 
especially in terested  in any  effort to  stam p out un fair or dishonest 
activ ities on the p a rt of any p rac titioners of its  professions. H ow ever, 
it is believed th a t aside from  the m anu fac tu rers ' own laborato ries and 
com m ercial te s tin g  laboratories, m any o th e r in stitu tion s and individ
uals play a role in evaluating  the efficacy, safety, quality  and potency 
of drugs. A m ong them  are m edical schools, un iversities, research  
in stitu tes , hospitals, clinics and even p rivate  p ractitioners of m edicine, 
d en tistry  and allied professions. T o  single ou t com m ercial labora
to ries for the  purpose of th is  legislation is d iscrim inatory . F u r th e r
more, certain aspects of federal inspection w arrant careful consideration 
especially in ligh t of the fact th a t recen t experience has show n an 
unan tic ipated  degree of expansion of the scope of basic food and d ru g  
legislation w hen in terp re ted  in adm in istra tion  regulations. O f p a r
ticu la r significance is the  possible effect of such leg islation on the 
relation  betw een a labora to ry  and its clients.

I t  is understood  th a t the  D ep artm ent of H ea lth , E ducation  and 
W elfare  is p reparin g  its own bill for p resen ta tion  to Congress, w hich 
will extend sim ilar au th o rity  to  its  agents. W ith  a view tow ard  ob
ta in in g  gu idance 'in  the  form ulation of its policy vis-a-vis the  proposed
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expansion of its inspection au th o rity  the  A C IL  decided to  d irect cer
ta in  questions to  the  S ecretary  of H ea lth , E ducational and  W elfare .

A ccordingly , un der date of M arch 15, 1961, a le tte r w as addressed 
to  H onorab le A braham  Ribicoff, S ecre tary  of the D ep artm en t of 
H ea lth , E ducation  and W elfare, in w hich certain  questions w ere 
raised. T he  S ecre tary 's  reply, enclosing com m ents prepared  at his 
request by Food and D rug  C om m issioner George P. L arrick , w as 
som ew hat delayed because the  proposed legislation ( th a t is, the  
d ep a rtm en t’s bill) is still un der consideration.

F o r convenience the A C IL  sta tem en ts and queries, as presen ted  
here, are followed seriatim  by  the replies of the  Com m issioner w hich 
are quoted  in full w ith  his kind perm ission :

(1) I t  is understood  th a t a recen t conviction in an action  b ro u g h t 
by F D A  in P h iladelph ia  w as based on d ishonest repo rting  by a 
labora to ry  inadequate ly  equipped to  render the  services claimed, 
resu lting  in the m isbrand ing  of a num ber of pharm aceu tical p roducts 
of its clients.

Query: In  w h a t respect are p resen t law s inadequate to  deal 
effectively w ith  such a situation?

A nsw er: “W h en  the  p resen t factory  inspection provisions of the 
Food, D rug , and Cosm etic A ct w ere being  considered by  Congress, 
a legislative h is to ry  w as developed on the floor of the  H ouse indicating  
th a t som e m em bers of C ongress did no t in tend  th e  inspection p ro 
vision to1 give the  Food and D ru g  A dm in istra tion  au th o rity  to  look 
a t  certain  records including form ula files. Some m anufactu rers have 
in terp re ted  th is  to  m ean th a t they  do no t need to allow  ou r inspectors 
to  exam ine various contro l records, and because of the legislative 
h isto ry , w e have no t considered it w ise to  b rin g  legal actions because 
of th e ir  refusal. T h is  creates a loophole in the law  th a t in terferes w ith  
good enforcem ent and should be rem edied by  am endm ent.

“M oreover, the  need for clear au th o rity  to  inspect con tro l records 
is as g rea t w here an independent labora to ry  conducts con tro l analysis 
for the  m anufac tu rer as w here the records are in possession of the 
firm th a t com pounds the drug. As po in ted  ou t in testim ony last year 
before the  K efauver Subcom m ittee (Subcom m ittee on A n titru s t and 
M onopoly of the  Senate Jud ic iary  C om m ittee), we in te rp re t the 
presen t law (Sec. 702 of the Food, D rug , and Cosm etic A c t) 'a s  g iving 
us au th o rity  to  inspect com m ercial consu lting  laborato ries to  the 
sam e ex ten t as d ru g  m anu fac tu rers’ p lan ts w here th e  labora to ry  'is 
used as p a r t of the m anu fac tu re r’s con trols (e. g., by 'perfo rm ance  of
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assays), b u t we believe th a t it w ould be desirable to  m ake th is clear 
in the law  beyond question a t the same tim e th a t the inspection p ro
visions are o therw ise clarified and streng thened . See, in th is connec
tion, Sec. 2 of H. R. 12949 and S. 3815, 86th C ongress.''

(2) M em bers of A C IL  not only perm it bu t welcom e inspection 
of their facilities by represen ta tives of governm ent as well as industry .

Query: H as the FD A  or any governm ent agency ever experienced 
refusal on the  part of an AC'l L m em ber, or of any  independent labora
tory , to  allow  a qualified represen ta tive  to  v isit or inspect its prem ises?

A nsw er: “The extent to which outside control laboratories partici
pate in the d ru g  developm ent and control p rocedures of th is  country  
only becam e app aren t w ith in the recen t past. T here  have been few 
occasions on w hich we have a ttem p ted  to  inspect independent labora
tories. W e do not recall any instance of refusal to perm it inspection 
of such a laborato ry .

“T hus, the  desirab ility  of m ention ing independent laboratories 
in connection w ith  any  new legislation is not, so far, occasioned bv 
refusals of such laborato ries to perm it inspection. R ather, th ere  is 
a need to  have the  law  perfectly  clear regard in g  our au th o rity  to  in
spect such concerns."

(3) “ Inspection" is a broad term  w hich in its m ost exaggerated  
sense can include exam ination , not only of physical facilities and 
equ ipm ent bu t of laborato ry  note books and reports, correspondence 
files, financial records, etc.

Query: How broadly is it intended to define the scope of inspection?
A nsw er: “ Sufficiently broad to  determ ine w h eth er the contro l 

lab o ra to ry  w as rendering  a service to  the m anufac tu rer th a t would 
forew arn him  of the situations in w hich he had m anufactured  products 
not su itab le  for d istribu tion  in in te rs ta te  com m erce. T here  is no need 
for, and w e do no t desire, m andato ry  au th o rity  to  inspect th ings th a t 
have no bearing  on th a t question, e. g., financial records.”

(4) A d istinction  m ust be draw n betw een inspection as related  
to  a specific legal action , taken or proposed to  be taken, by a  govern
m ent agency and inspection for the general purpose of va lida ting  or 
approving  the  com petency of a labora to ry  in a given area.

Query: Is it the in ten tion  th a t inspection be lim ited to  the form er 
s ituation  or do the proposers of th is  legislative plan in tend  to estab lish 
the equivalent bf a B oard of C ertification?
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A nsw er: “T here  is no ‘legislative p lan’ un der study  beyond inclu 
sion of c larify ing reference to these consu lting  laborato ries w ith in  the 
regu la r fram ew ork of the inspection provisions of the A ct, w ith  those 
provisions them selves generally  clarified and streng then ed  as above 
indicated. T h is w ould no t estab lish  the equivalent of a board  of 
certification. I t  w ould m erely p erm it the  inspection of those phases 
of an independent lab o ra to ry ’s operations th a t have a bearing  on the  
legality  of foods, drugs, o r cosm etics, w h e th er or no t a  specific legal 
action is in p rospect.”

(5) T he  relation  betw een the professional scientist, opera ting  an 
independent laborato ry , and his client is generally  regarded  as a 
confidential one, no t unlike the  relation  of the  legal and m edical p ro 
fessions to  th e ir  clientele.

Query: W h a t controls over inspection are contem plated w hich 
w ould preserve th is indispensable r ig h t of clients to  consult w ith  
scientific adv isers on a confidential basis and w hich w ould perm it te s t
ing  and research  services of a s tric tly  private  na tu re?

A nsw er: “W e do no t desire to  au thorize  Food and D ru g  Inspec
to rs  to  delve in to  m atte rs  of a s tric tly  p rivate  nature. H ow ever, we 
qualify  th is  by  po in ting  ou t th a t w here m anufactu rers are producing 
food, drugs, or cosm etics for consum ption by the  public, the m anu
fac tu rin g  and te s tin g  activ ities designed to  show  w h eth er the o u tp u t 
of the  p lan t is a hazard  to  the public health  or is o therw ise in vio lation  
of the law  should  be open for inspection by the G overnm ent regu la to ry  
agency.

“E m ployees of the Food and D ru g  A dm inistra tion  are p roh ib ited  
un der Section 301 (j) of the Food, D rug , and Cosm etic A ct from  m ak
ing unau thorized  use of any in form ation acquired  un der au th o rity  of 
the  fac to ry  inspection provisions concern ing any m ethod or process 
w hich as a trade  secret is en titled  to  protection. See also  18 U. S. C. 
1905.” 1

1 79th Congress Pub lic  L aw  404, Sec
tion  3.

E xcept to  the  ex ten t th a t there is 
involved :

(1) A ny function of the United States 
requiring  secrecy in the  public in te r
est; or

(2) A ny m a tte r relating  solely to  the 
in ternal m anagem ent of an agency;

(a) R u le s . E very  agency shall sep
ara te ly  sta te  and cu rren tly  publish in 
the  F ederal R egister;

(3) Substantive rules adopted  as au 
thorized  by law  and sta tem en ts  of 
general policy o r in te rp re ta tions form u
lated and adopted by the agency for 
the guidance of the  public, but not rules 
addressed  to  and served upon nam ed 
persons in accordance w ith  law. N o 
person shall in any m anner b e  required 
to reso rt to  organ ization  or procedure 
not so published.
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(6) I t  is presumed that the proposed legislation has its genesis in 
the desire to  insure adequate pro tection  of public health  and w elfare 
particu larly  in the valuation  of new  foods, drugs, cosm etics and 
devices. R esearch and te s tin g  of these products is done, no t only in 
independent laborato ries (such as are represen ted  by A C IL  m em ber
ship) b u t also in colleges, hospitals, research in stitu tes , and by ph y 
sicians, dentists, etc. in private  practice.

Query: Is  it the in ten tion  to  lim it the scope of proposed inspection 
to  independent laborato ries or to  extend it to  include all laborato ries 
engaged in evaluations for safe ty  or efficacy?

A nsw er: “C lear au th o rity  is needed for inspection of any labora
to ry  w hich offers services to  aid a m anu fac tu rer in the  m ark etin g  of 
his food, d rug  or cosm etic. T he Food and D ru g  A dm inistra tion  needs 
adequate au th o rity  to determ ine w hether the  artic le  is in com pliance 
w ith  law, and any  in form ation bearing  on th is, includ ing  the reliab ility  
and significance of data  developed by an independent laboratory , 
should be open to  inspection .”

(7) I t  is a function  of governm ent to  provide for public safety 
not only as related  to  health  bu t to  physical security  as well. A g rea t 
deal of the w ork  of independent laborato ries concerns the  safety of 
s tru c tu res, transp o rta tion , tex tiles, etc.

Query: A re cu rren t law s not adequate to  insure reliable laborato ry  
services in these areas and, if not, how far is the  proposed legislation 
in tended to  extend?

A nsw er: “ See answ er to question  1. A ny proposed legislation 
w ould be an am endm ent of the  Food, D rug, and Cosm etic A ct and thus 
w ould ex tend  only w ith in  the  ju risd ic tion  of th a t Act. I t  has nothing 
to  do w ith  te s ts  concern ing the safe ty  of s tru c tu res, transp o rta tion , or 
tex tiles .”

(8) T he A C IL  is no t opposed in principle to  any steps th a t m ight 
be taken , officially or otherw ise, to  help m ain ta in  a high level of 
com petency and  in teg rity  in the labora to ry  profession. If F ederal in
spection should be deem ed by C ongress to  be necessary in the  public 
in terest, A C IL  w ould support such legislation provided p roper lim its 
and contro ls are w ritten  in to  the law  to  avoid discrim ination  against 
the  independent lab o ra to ry  and to  insure m ain tenance of a professional 
client relationsh ip .

Query: H ow  can A C IL  cooperate m ost effectively in the  d rafting  
of new  leg islation  w ith  these  ends in view ?
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A nsw er: “W e suggest th a t the A C IL  study  the factory  legislation 
inspection provisions of the bills above referred  to in the  lig h t of the 
com m ents we have m ade above, since those provisions con stitu te  a 
po in t of reference for our ow n study. If it then  has fu rth e r questions 
o r suggestions, we w ould be glad to discuss them  in detail. If the 
Council has a lte rn a te  legislation in m ind, we w ould be glad to  review  
a d ra ft con tain ing  its proposals and to' offer com m ent.'’

C ongressional hearings on the Ivefauver-C eller bill are still in 
p rogress bu t th us far they  are concerned principally  w ith  a n titru s t and 
p a ten t aspects. Several A C IL  m em bers have addressed com m ents on 
the  labora to ry  inspection problem  to th e ir rep resen ta tives in C ongress. 
T here  is, of course, noi quarre l w ith  the general purpose of legislation 
to  insure th a t d rugs are properly controlled a t all levels of m anufac
tu re  and testing . If it should be estab lished th a t inspection of inde
penden t laborato ries w ould con tribu te  significantly  to the exercise of 
th is regu la to ry  function we of the A m erican Council of Independent 
L aboratories w?ould no t oppose such legislation. Inspections con
ducted w ith in  reasonable lim its in relation  to  specific m atte rs  and not 
as fishing expeditions, it is generally  agreed, m ight tend  to  favor 
reputable laborato ries and discourage m arg inal operators.

T he inspection provision in the K efauver-C eller bill, how ever, 
w hich sets up com m ercial te s tin g  laborato ries as the only ta rg e t for 
inspection outside a d rug  m anu fac tu re r’s own estab lishm ent, dis
crim inates unduly  against them  by im plying th a t the  public health  
purposes of the  legislation require th a t only such laborato ries m erit 
the scru tiny  of federal inspectors. As a m a tte r  of fact, th e  quality , 
safe ty  and efficacy of new  drugs depend to  a  fa r g rea te r  ex ten t on 
w ork  perform ed in hospitals, clinical laborato ries and in educational 
and governm ental in stitu tions, than in independent laboratories. T he 
advertising  in any m edical journal will reveal the  ex ten t to  w hich the 
claim s for new' drugs are based upon published and unpublished re 
po rts  from  clinics and laborato ries th a t w ould be exem pt from  inspec
tion  under the term s of the K efauver-C eller bill.

I t  is regarded  as an inalienable righ t of individuals and com panies 
to  consult p rivate ly  and confidentially w ith  th e ir  scientific advisors, as 
w ith  th e ir  legal counsel. N o tw ith stand in g  the C om m issioner’s ob jec
tives of inspecting  labora to ry  operations “w hether or n o t a  specific 
legal action is in p rospect” it w ould appear to  be essential e ither in 
the  s ta tu te  or by regulations, to preserve privacy in the  relation  be
tw een a consu lting  laborato ry  and its client.
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A s indicated in his reply, the Com m issioner has invited sugges
tions and has agreed to  review  and discuss d rafts  of any  proposals we 
are inclined to  m ake. W ith  th is  in view, it is suggested  th a t in place 
of the Kefauver-Celler proposal a new clause be added to Section 704, the 
factory  inspection clause of the F ederal Food, D rug, and Cosm etic 
A ct, to  extend the  p resen t au th o rity  of duly au thorized  officers or 
em ployees of the Food and D ru g  A dm inistra tion  to  perm it inspection 
under prescribed conditions. T his m a tte r  is p resen tly  under con
sideration  and in due course a specific proposal will be made.

[The End]

CARE AND MEDICO MERGE
T w o in ternational aid agencies— C A R E , w hich sends food and 

self-help supplies abroad, and M E D IC O , founded to  serve as “physicians 
to  the w orld”— will join forces next m onth.

M urray  D. Lincoln, board  chairm an of C A R E , Inc. (Cooperative 
for A m erican R elief E veryw here), and D r. I. S. Ravdin, board  chairm an 
of M E D IC O , Inc. (M edical In terna tional C ooperation O rganization), 
today announced the m erger, voted by both  boards of d irectors. D etails 
will be com pleted by m id-February .

M E D IC O , co-founded by P e te r D. C om anduras and the late 
D r. T om  Dooley, will operate as a service of C A R E . I t  will continue 
to  send team s of A m erican doctors, nurses and technicians overseas to 
augm ent m edical and clinical health  services, tra in ing  and education, 
while C A R E  assum es adm inistra tion  and provides m aterial support. 
D r. C om anduras, secretary -general of M E D IC O  will continue in charge 
of the M E D IC O  program , as assistan t executive d irector of C A R E.

T hus, C A R E  will gain a professional arm  for the m edical supplies 
and equipm ent tha t form  p a rt of its self-help assistance. In  turn, 
M E D IC O  will be able to  concentrate on, and expand, its professional 
role in im proving health  conditions.

T he A m erican public will share the benefit, the chairm en pointed 
out, of tw o additional resu lts: reduction  in adm inistra tive costs, by
elim inating duplicate facilities, and a decrease in the m ultip licity  of 
fund appeals.

M E D IC O , founded in 1958, cu rren tly  has 20 m edical team s and 
p rogram s in 12 countries. T en  of the leading A m erican m edical and 
surgical associations, including the A m erican College of Surgeons and 
the A m erican College of Physicians, have affiliated w ith  M E D IC O  
during the past years. Specialty sections include the In terna tional Eye 
B ank and the O rthopedic O verseas Division. In  the past fiscal year, 
it dispensed nearly  $2,000,000, including $1,000,000 in donated drugs and 
equipm ent, to  com bat disease and suffering in critical health  areas.

C A R E , founded in 1945, now  operates in 32 countries. T o ta l value 
of aid ’d istribu ted  in the past fiscal year reached over $53,000,000 including 
ag ricu ltu ral foods donated by the U. S. G overnm ent. Public donations 
to taled  $9,955,430 of w hich one-th ird  was used to  provide health, educa
tional, farm  and vocational “tools,” to  help the needy help them selves 
to  a be tter future.
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Current Food Additive Problems
By KENNETH E. MULFORD

Mr. Mulford Is the Executive Vice President of Atlas 
Chemical Industries, Inc. A Section of His Address Is 
Devoted to the Second Citizens Advisory Committee.

T H E  P A S T  F E W  Y E A R S  m ig h t be called the  “A ge of T ry in g  
to  Catch U p .”
Scientifically and technologically, the  food and chem ical in 

dustries  achieved significant advances in the  past few  decades. T hese  
advances helped to  im prove our food supply, to  increase th e  yield 
of our farm s and to  overcom e the age-old problem  of “farm ed-ou t” land.

But it has taken time for legislation to  catch up. F o r years we 
w ere confron ted  w ith  the poisonous per se doctrine of the food and 
coal ta r  color sections of the  law. W ith  th e  exception of the  cancer 
clauses, th a t doctrine has been changed by  the Pesticide and the Food 
and Color A dditive A m endm ents.

N ow  th a t we have new  legislation, w e are confronted w ith  the 
inevitable problem s of com pliance w ith  and of effective and efficient 
adm in istra tion  of the laws, as well as the rec ru itm en t of com petent 
personnel to  enforce them . T he m agnitude of th is  ta sk  is fa r larger 
than  orig inally  anticipated .

A decade ago, the  Special H ouse (D elaney) C om m ittee talked 
abou t 850 food chem icals. N ow  F D A  estim ates, I understand , th a t 
there  are m ore th an  1,000 chem icals used in foods, and th a t the  
figure is n earer 4,000 if incidental add itives are included. T he 
burden  of supply ing  da ta  to  F D A  regard in g  these products—the 
data  w hich form s the  basis for F D A  ju dgm en ts and subsequent reg 
u lations— falls p rim arily  upon industry . A ll of th is  rep resen ts a 
trem endous job bo th  for in d u stry  and governm ent, for we are ta lk in g  
abo u t som e 6,500 producers of chem icals for use in food w ho are 
supply ing  an estim ated  73,000 m anu fac tu ring  and processing plants.

F inally , all of us a t th is  conference still face the serious lag* 
in public u n derstan d in g  of the  con tribu tions of m odern .science to  our
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food supply, bo th  in term s of farm  production  and food processing. 
There still are publications taking the stand that the statute books are 
devoid of law s adequate ly  p ro tec tin g  the  public against “food poison
ing.” H ow ever, there  are som e hopeful edito rial signs w hich I shall 
touch upon later.

Y ears of in tensive activ ity  should alw ays be in terspersed  w ith 
m om ents of reflection on how  w ell we are do ing ; we m ust try  to 
an ticipate and plan soundly for problem s th a t m ay lie ahead. One 
of the  principal values of such conferences as these, it seem s to  me, 
is th a t th ey  afford an excellent op po rtun ity  for stocktak ing.

T o those of you w ho stayed up m any n igh ts try in g  to  determ ine 
which substances w ere covered un der the 1958 law, w hich m ight 
qualify  as generally  recognized as safe (G R A S ), w h at data  w ould 
be required  to  sup po rt petitions and how  the  regu la tio ns proposed 
in the  petitions should be w orded, it w ill come as no  new s w hen I 
say th a t the  law  im posed heavy burdens on governm ent and industry. 
S im ilar problem s, of course, have been encoun tered  w ith  o th e r recent 
am endm ents to  the  law.

I am  certain  there  is general agreem ent th a t F D A  has striven 
conscien tiously to  adm in ister the law  w ith  a h igh degree of fairness. 
B u t th ere  are, I believe, some trouble spo ts on the horizon, and I 
feel th ey  should be discussed w ith  candor. G overnm ent and in du stry  
have a trem endous stake in the efficient and effective adm inistra tion  
of the 1958 food am endm ent, no t to  m ention the  o ther sections of the 
Food, D rug , and Cosm etic Act. I t  is to  ou r m utual advantage th a t 
we resolve these  problem s th a t m ay arise, and it is in th is  sp irit 
th a t I w ish  to  raise several po in ts today.

F irs t, le t me po in t ou t th a t o u r experience w ith  prio r approval 
of food, d ru g  and cosm etic ingred ien ts before the 1958 Food A ddi
tives A m endm ents w as lim ited to  new drugs, coal ta r  colors and 
pesticide residues. O f these, only pesticide residues, w hich are usually 
very  m inute am ounts of h igh ly  specific chem icals, w ere  controlled 
by  published  regulations. As you know , the  specifications in new 
d ru g  applications are confidential and the old coal ta r  color control 
w as largely  by batch  certification. C onsequently , for all practical 
purposes, a  second, th ird  or fourth  producer of a  new  d rug  o r coal 
ta r  color also had the  burden  of estab lish ing  the fact th a t his product 
m et th e ’requirem en ts under the act.

P rio r  to  the  1958 am endm ent, food additive producers or users 
w ere responsible for th e ir  ow n m anu fac tu ring  stan dards and specifi
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cations.1 H ow ever, under the food additive regula tions of th e  new 
'law, a  pe titioner files w ith  F D A  all p e rtin en t in fo rm ation re la tin g  
to  the  chem ical iden tity  and com position of the  additive, w ith  speci
fications prescrib ing  any reaction  byproducts. If the additive is a 
m ix ture  of substances or a com plex reaction  product, as m any of 
them  a re ,-a  lis t of all chem icals used in th e  syn thesis is recjuired.

P ro d u c t specifications in F D A  regu lations are based on th is 
in form ation in the petition . T h erea fte r  producers and users, o ther 
than  the petitioner, determ ine w h eth er th e ir  p roducts are in com 
pliance by re fe rrin g  to  the specifications of the  regulations. I t  is 
im p ortan t to  note in th is  connection th a t th ey  are not bound  in any
w ay  to  produce th e ir p roduct in accordance w ith  the  syn thesis or 
by the  use of raw  m aterials, ca ta lysts  and the  like described by  the 
petitioner, except insofar as these item s are set fo rth  in the  regulation.

I t  seem s to  me th a t if the  petition er is requ ired  to  subm it all 
of th is  in fo rm ation to  FD A , o thers w ho m ake sim ilar products should 
be required  to  do likewise. A t the very  least, th ey  should  be required 
to  estab lish  th a t th e ir  p rod uct is identical w ith  the product w hich 
underw en t safe ty  tests  for its  in tended use. I t  is en tire ly  possible 
th a t a product m eeting  the specifications of a regulation  bu t m ade in 
ano th er m an n er or from  different raw  m ateria ls m ight differ in some 
respects from  the product which w as orig inally  sub jected  to  safe ty 
testing , A dm itted ly  m any such varia tions w ould be of no significance. 
If any such varia tion  should prove harm ful, how ever, confidence in 
the ab ility  of the law  to  p ro tect the  public w ould be g rea tly  undermined.

In  a m ore general w ay, a specification problem  also exists w ith  
respect to  the G RA S and prio r sanction listed substances designated 
“food g rade” or “suitable for association w ith  food.” M any of these 
substances have no regulatory- specifications a t all. I t  is hoped, how 
ever. th a t the Food Chemical Codex pro ject un der the auspices of 
the Food P ro tection  C om m ittee of the N ational R esearch Council 
will be helpful in solving th is  m ore general problem .

I t  also seem s to  me th a t if in du stry  petitioners provide, as they  
have done, m ost of the data which support the  regulations, there 
should be som e w ay  in w hich a pe tition er could be advised of the 
proposed regulation  and a forum  designated  before w h ic h 'th e  p e ti
tioner could form ally p resen t his view  on the  regulation  befor'e it is 
published in th e  Federal Register.
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A nother fundam ental question is w hether F D A ’s presen t staff 
and organizational s tru c tu re  is capable of handling  the trem endous 
burdens w hich have been im posed upon the agency since the  Citizens 
A dvisory R eport of 1955. Since th a t tim e, as you will recall, there 
have been th ree m ajo r pieces of leg is la tio n : the food and color am end
m ents and the F ederal H azardo us S ubstances L abeling  Act.

In addition , F D A  is expected to seek legislation to  streng then  
its factory  inspection au th o rity  and gain additional regulatory authority 
w ith  respect to  cosm etics, etc. Q uite  clearly  the enactm ent of all 
or even m ost of these proposals w ould add still fu rth e r burdens 
upon FD A .

W e could argue far in to the n igh t on w hat con stitu tes  an efficient 
and effective adm in istra tion  of the law . bu t suffice it to  say th a t I 
th ink  these th ree  m inim um  conditions m ust be m et:

(1 'l I t m ust be adm inistered  to  afford protection to  the  public.
(2) It must be administered reasonably and on a sound scientific basis.
(3) I t  m ust be adm inistered  efficiently to m ake the best use of 

research  facilities and the m anpow er of the  agency and industry .
T he  appoin tm ent of a new  C itizens A dvisory Com m ittee offers 

a very  m uch needed op po rtun ity  to> review  the curren t s ta tu s  of 
F D A ’s operations. In announcing  the  new  com m ittee, the S ecretary  
of H ealth , E ducation , and W elfare  s ta ted  th a t we need a new evalua
tion of the  am ount and kind of consum er pro tection  needed, the 
adequacy of p resen t resources to  provide th a t protection, the  changes 
required to  get it. and the tim e it will take to reach th e  objectives.

In considering the  am ount and kind of consum er protection  
needed, let me express th e  hope th a t the com m ittee will consider 
w h eth er the  research  required  to  solve some of the m ajo r problem s 
under the  p resen t law  really  provides any com m ensurate protection. 
F o r exam ple, a group of suppliers of one class of ingred ien ts used 
in the paper and paperboard  indu stry  has spent over one qu arte r of 
a m illion do llars in research to  estab lish  th a t these ingred ien ts which, 
incidentally , have been used for over 30 years, do n o t m ig rate  into 
foods from  paper and paperboard  food w raps, including the  ordinary  
paper bag  in w hich yo u r fru its  and vegetab les are placed in the market.

W e ’should remember that there  are and alw ays will be finite 
lim it?, bo th  to  the  num ber of research people and to  research fa
cilities in th is  country . If we are to p reserve and streng then  our
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position in a tu rb u len t w orld  we m ust utilize these  resources w ith  
g rea t w isdom . I therefore sug gest th a t the new  com m ittee seek 
in du stry  view s regard in g  the m agn itude and im portance of the m any 
unexpected problem s, such as the  one I ju s t m entioned, th a t have 
been and will be encountered. A nd w hile I am  on the  sub ject of 
research , I w an t to  urge the  com m ittee to bear in m ind th a t industry’s 
resources are a  very  im p ortan t p a r t of the  facilities engaged in the 
task  of p ro tec tin g  the  public.

In  considering adequacy of resources, let me also express the 
hope th a t th e  com m ittee will not concern itself m erely w ith  budget 
and staff for day-by-day operations. If the  v a s t coverage of these 
laws is to  be handled effectively, F D A  also m ust have adequate tim e 
and personnel fo r p lann ing  its  in ternal organ ization  struc tu re , w ith 
clearly  delineated lines of responsib ility  and au tho rity .

In  view  of the  h igh ly  technical na tu re  of ru lings and regulations 
—both  in a  legal and scientific sense—background and tra in in g  of 
personnel are of g rea t significance, as is an organ ization  w hich p ro
vides good com m unications and a h igh ly  developed w ith in-job training 
program . S truc tu ra lly , it is no easy task  to  provide adequate coor
dination  and com m unications in any  agency th a t has in addition 
to  a scientific staff, divisions for the  developm ent and issuance of 
approvals and regu la tions and a division for enforcem ent. N or it is 
alw ays easy  to  recru it and to  hold com petent personnel a t governm ent 
salary  levels. T he w illingness of so m any able F D A  staffers to 
rem ain w ith  the agency over a  long period of years is, indeed, a 
tr ib u te  to  th e ir  sp irit of public service.

Tn conclusion, I w an t to  touch ra th e r  briefly on a po in t I m en
tioned near the o u tse t: nam ely, the  lag  in public un derstan d in g  of 
the  con tribu tions of m odern science to  food and agricu ltu re . G aining 
public understan d in g  and confidence is often a slow  undertak ing , 
especially w hen it concerns the  com plex scientific issues necessarily  
involved in food additives, and w hen it is so sim ple to  prey  upon 
public fears of th is  o r th a t disease.

M ost of us in the food and chem ical in du stries favored passage 
of the  pesticide am endm ents, the 1958 food and 1960 color amendments. 
W e had, to  be sure, our m isgivings about the unscientific rtature of 
the food and  color cancer clauses— m isgivings w hich m any of us 
feel have been confirm ed— and we would have preferred  a  differenf
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approach th an  prio r approval. B u t we all agreed on the  need for 
pre testing .

M oreover, m any of us felt th a t legislation, adm inistered  by 
a  w idely respected  agency of governm ent, w ould serve in the long 
run  to  overcom e a g rea t deal of public apprehension over the  use 
of chem icals on the  farm  and in foods. T h ere  w ere m any factors 
behind th is apprehension— the sta tem en ts  of som e of the  w itnesses 
before the D elaney Com m ittee, sensational scare articles in m agazines, 
new spaper sto res abou t the 1956 Rom e m eeting  of the In te rn a tio n a l 
U nion A gainst Cancer, books by  food faddists and w rite rs  w ho believe 
it is m ore blessed to  receive royalties th an  to  con tribu te  to  public 
understanding .

E ven  thou gh  a ttacks continue, p rog ress has been made. T h is 
has no t been the resu lt of the  efforts of any single group. F D A , for 
instance, has p layed a significant pa rt, bo th  in te rm s of speeches by 
responsible officials and prepara tion  of background m aterial. Mention 
m ust be m ade, too, of the reports  of the  N ational A cadem y of Sciences 
— N ational R esearch Council.

T hose of us who' are m em bers of the  M anufac tu ring  Chemists’ 
A ssociation are encouraged by the  resu lts  of the  M CA public relations 
prog ram  on food additives. M ost of you, I am sure, are fam iliar by 
th is  tim e w ith  the excellent booklet, “ Food A dditives—W h a t T hey  A re 
— H ow  T h ey  Are U sed .” As you also perhaps know, M CA and the  
N u trition  F oundation  cooperated in carry ing  ou t an educational pro
gram  to  reach hom e econom ists, n u tr itio n is ts  and dieticians, hom e 
dem onstra tion  agen ts, public health  leaders, food editors, w rite rs  and 
librarians. T he association is follow ing th is  up w ith  a  con tinu ing  
program .

A ny review  of recen t clipping will show  th a t food add itives 
are now  being m entioned favorably  by  a num ber of food colum nists 
and o th e r w riters. W e have gained som e yardage, b u t w e cannot 
afford to  relax.

B y th is tim e nex t year w e should know  the recom m endations 
of the  new  C itizens A dvisory Com m ittee. As C om m issioner Larrick 
said in th is  y ea r’s appearance before the  H ouse A ppropria tions Com 
m ittee, the 1955 citizens adv iso ry  repo rt m ade “very  substan tia l 
con tribu tions.” If F D A  is to  successfully  m eet its  vastly  increased 
responsibilities, I  am  personally  convinced it needs the  assistance 
of such an ou tside group once again  and I hope th a t we in in du stry  
will have the opportunity to offer constructive suggestions. [The End]
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The Effect of the Food Law 
on Packaging Materials

By ADOLF MILLER

The Author Is Vice President, Research and Development, Mil- 
print, Incorporated. In His Address, Mr. Miller Discusses the 
Effect of Public Law 85-929 upon the Flexible Packaging Industry.

IN D IV ID U A L S  F R O M  M Y  IN D U S T R Y  seldom  have an oppor
tu n ity  to  appear before public or sem ipublic groups, since w h at the 

in d u stry  does is no t som eth ing  ten d in g  to  give it any g rea t significance 
in the  m ind of the  public.

T he in du stry  I refer to  is th a t supplying flexible packaging m a
terials, largely  to  food processors. E ssentially , it is a converting  
indu stry  w hich takes raw  m ateria ls from  a group of suppliers, does 
som eth ing to  these raw  m ateria ls  and sells them  to ano th er in du stry  
w hich utilizes its p roducts to  form  finished item s sold to the consum er. 
T hus, it is a step  aw ay from  the  consum er and the  consum er know s 
little  about it and probably  cares less. Because it is a converting  
in du stry  its  profit m arg ins per un it produced are relatively  sm all and it 
m ust depend on large volum e in order to  be profitable.

W hen Congress passed Public Law 85-929 on September 6, 1958, this 
in du stry  found itself d irectly  concerned w ith  some of the legal and 
safety aspects of the food and d rug  industries, its m ajor custom ers. 
T he  law had defined a food additive as any substance d irectly  or in 
d irectly  becom ing a p a rt of the food product. T he package, thus, 
becam e a p a r t of the  finished product and had to  be trea ted  in a m anner 
sim ilar to the  p rod uct itself from  the view point of po ten tia l health  
hazards. T he dem onstra tion  of safety rested  on the food producer, 
th a t is, our custom er.
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T here  is little  po in t in review ing .the h is to ry  of the  past several 
years concerning the actions taken by the  flexible packaging industry  
in m aking the effort to conform  w ith  the  new law. T he food indu stry  
passed back to  us the responsib ility  for dem onstra tion  of safety of the 
packaging m ateria ls and we, in tu rn , passed back to ou r suppliers (the 
chem ical in du stry ) the dem onstra tion  of safe ty  of the m ateria ls we use. 
w ith  the  exception of those form ulations w here we had a p rop rie tary  
in terest.

In  the  effort to  conform  to  the law , the  chem ical industry, has 
responded well, and, w ith  the gu idance of the Food and D ru g  A dm inis
tra tion  in accum ulating  sufficient and p rop er data, a large num ber of 
substances have been allow ed for use in packaging  th ro ug h  the classi
fications of.G R A S, prio r sanctions or extensions, pending  com pletion 
:of w ork being done on specific m aterials. H ow ever, som e im m ediate 
and perm anen t effects of the law  e x is t :

'(!-) T he general recognition of safe ty  of a package as being im 
p o rtan t by the top m anagem ent of our industry .

P rio r  to  the existence of the law  our approach had frequently  
been th a t package safety w as a self-policing m atter. If  the package 
w ere not suitable for the product, failure of the package w ould show 
up in one w ay  or ano th er and such a package w ould autom atically  
elim inate itself from  the m arket. H ow ever, w ith  the  passage of the 
law  we find ourselves m uch m ore closely involved in ou r custom ers’ 
problem s and th is has been recognized as part of the responsib ility  of 
our industry .

(2) T he  problem  of safe ty  of packaging  m ateria ls has been 
recognized as an in du stry  problem  and  we have learned to cooperate 
in the exploration  and accum ulation of technical inform ation. F or 
exam ple, the  G lassine and G reaseproof M anufactu rers A ssociation 
m ade stud ies of p lasticizer m igration  and sizing m igration  for the 
in d u stry  as a w hole; the  po lyethy lene producers supported  a program  
of ex traction  studies and anim al feeding te s ts  and the  A m erican 
P etro leum  In s titu te  supported  a sim ilar p rog ram  on w axes, all tend ing  
tow ard  the developm ent of food grade specifications.

(3) In  individual o rgan izations w e w ere forced to  classify and 
codify fihe m ateria ls w hich we used in ou r products. P a r t of th is 
involved collection of existing  toxicological da ta  and stu dy  of specific 
w ays in w hich m ateria ls w ere used. M any of the  p roducts we pro
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duced w ere m ade in rela tively  archaic w ays and the stu dy  w e w ere 
forced to  m ake caused im provem ents in these products.

In  addition , w e stud ied  th e  package end use m uch m ore closely 
and  set ourselves up to  do ra th e r in tensive ex traction  studies.

In  o rder to  do these stud ies advanced scientific m ethods w ere 
b ro u g h t in to  an  in du stry  w hich had  never required  the use of such 
m ethods. F o r exam ple, in our ex trac tion  studies w e have used in
frared  spectroscopy and  gas ch rom atography  in o rder to  accum ulate 
reliable data. Since w e had these in strum en ts  w e also used them  for 
investigation  of a large num ber of th e  raw  m ateria ls  our suppliers 
sold to  us— investigations no t concerned w ith  estab lishm ent of safe use 
of these  m ateria ls and w e have learned a g rea t deal m ore about them . 
O u r suppliers, of course, now  find them selves in a position  w here, in 
m any instances, we know  m ore abou t w h a t they  are  selling us th an  
th ey  know  them selves.

(4) L astly , the public, of course, has th e  assurance of th e  safe ty  
of th e  package in addition  to  the  product w hich it packages.

B y and large, a lthough  it  has been som ew hat painful fo r us to  
ad ju s t to  the  new  law, the  effects to  date have been good, since it has 
forced industries, such as the  flexible packaging industry , in to  a 
g rea te r  consciousness of its responsibilities to  the  consum ing public 
and  has stim u lated  it in to  tak in g  the  m ystery  ou t of its ow n opera
tions, in addition  to  g iving the  consum er g rea te r  assurance th a t the 
p rod uc t he purchases rep resen ts no hazard.

H ow ever, th ere  are som e long range effects of the  law  w hich pose 
problem s bo th  technological and econom ical.

O ne of the  first technological problem s to a r is e : H ow  does one 
prove th a t no m ig ration  occurs? T he  Food and D ru g  A dm in istra tion  
has se t up a series of sim ulated  food solven ts and a procedure for per
form ing  ex traction  te s ts  un der conditions rep resen ting  th e  m ost 
severe usage of the  packaging  m aterial. F rom  these  tests , conclusions 
a re  to  be draw n as to  w h e th er ex traction  occurs and how m uch.

U sin g  these  solvents, it becom es sim ple enough to  determ ine a 
to ta l ex tract. T he  problem  arises w hen one m ust identify  w h a t has 
been extracted , particu la rly  w hen one is dealing w ith  organic p lastics 
in  th e  form  of coatings, adhesives or films. In  m ost instances, the  
p lastic  itself does no t consist of a single chem ical species. I t  w ill "cover 
a  range  of m olecular w eigh ts, a range of s tru c tu res  and a group  ot
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m inor additives in the  form  of stab ilizers, an tiox idan ts, plasticizers, 
pigm ents, etc., w hose technical effects are im p ortan t to  produce the 
desired resu lts. In  m any instances these  are com plex struc tu res, 
difficult to  identify . Y et, in o rder to  prove safe ty  in use, the  com 
ponents of the  ex trac t m ust be identified. T h is w ill requ ire  the 
developm ent of a m ethodology for th e  identification of a  num ber of 
chem ical en tities w hose identification today  is no t clear. T he  direction 
in w hich these identification procedures m ust go is th a t of advanced 
in strum en ta l analysis.

W e now  come to the  problem  of how  m uch m igration  is safe. Is 
it one p a r t per m illion? Is  it one p a r t in ten  m illion? Is  it one p a rt 
per 100 m illion? T he Food and D ru g  A dm inistra tion  replies th a t th is 
depends on the  substance, its  pharm acological properties and its 
toxicology. T hus, if an unknow n chem ical en tity  can be identified 
in an ex trac t from  som e com plex plastic  s truc tu re  by use of, le t us 
say, an in frared  absorp tion  spectrum  in a concentra tion  of one p a rt in 
ten  m illion, the  Food and D ru g  A dm inistra tion  can argue th a t since 
such a com pound has no t been studied  in the  past and th a t da ta  on its  
toxicology are no t available, even so sm all a q u an tity  as one p a rt in 
ten  m illion m igh t p resen t a hazard , and therefore feeding tests  are 
required.

If the substance in question  is suspect as being of a carcinogenic 
na tu re , the plastic from  which it has been extracted may automatically 
be ru led  unsafe for foods under th e  D elaney A m endm ent.

T he  qu an tita tiv e  question arises in ano th er sense. L et us sup
pose an organic m olecule “X ” has dem onstra ted  th a t, un der certain  
conditions, it m ay cause cancer in some te s t anim als w hen fed at 
certain  dosage levels. U n d er the D elaney A m endm ent, no “X ” m ay 
be perm itted  in a food product.

L e t us suppose th a t a p lastic  m ateria l “A ” has w ide usage in th e  
food packaging  field. E x trac tion  te s ts  indicate th a t no com pound “X ” 
is found, u tiliz ing  m ethods available today. Som e years hence, 
analy tical p rocedures develop, let us say, to  a sensitiv ity  of one p a r t 
in several billion. U sing  these new er procedures, com pound “X ”, a 
po ten tia l carcinogen, is found in the  ex trac t from  plastic  “A ”. U n d er 
the  law , plastic “A ” m ay no longer be used in food packaging.

ThuS, ju dg m en ts  of safe ty  for certain  m aterials, un der the  law , 
may become a function of the state of the science of analytical chemistry 
ra th e r  th an  real considerations of w h a t m ay or m ay no t be safe. T he
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D elaney A m endm ent raises the  w hole question of “how sm all is 
no th ing .”

N ew  developm ents in packaging  are of tw o kinds— constructional 
and m aterial. N ew  packages can be developed by com bining old m a
teria ls  or converting  them  in to  a new form . B u t an im p ortan t p a rt 
of packaging developm ent has been concerned w ith  new  m aterials. 
In  a sense, th ere  has been com petition betw een the form ulation  
and  new -form  developm ent of old m ateria ls and the in troduction  of 
new  ones.

T he  proof of safe ty  for a new m aterial will become an im portan t 
pa rt of developm ent w ork. Since the chem ical in du stry  will have 
m ost to  say abou t proof of safety, it w ill also have m ost to  say about 
w h at chem icals it will or will not study. S ta tem en ts have been m ade 
bv som e chem ical com panies th a t, because of lim ited m arkets, the 
justification for the  expend itu re  for p rov ing safety of some chem icals 
does no t exist. If  a u ser w ishes to  develop food packaging app lications 
for these substances, the  burden  of p rov ing safety then  rests  w ith  
him. H e m ust consider carefully w hether the rew ard justifies the 
effort, since, in m any cases, a new developm ent in the packaging 
field cannot w ait tw o  years for the com pletion of chronic tox icity  tests.

O ne effect of the  law will be to  increase the pow er of the  chem ical 
in du stry  over the  packaging m ateria ls  industry . W here  new chemicals 
are found hav ing  un ique effects, or new uses of old chem icals give 
sim ilar effects—th u s  y ie ld ing  the  package supplier a p rop rie tary  item  
— if the  chem ical com pany p roducing  the raw  m aterials does not w ish 
to  develop the in fo rm ation needed for proof of safety, the package 
supplier m ust do it him self or abandon a p rop rie tary  position.

Second, it will, a t least in itially , slow down the pace of new 
developm ents because of additional costs and tim e consum ed in 
developm ent.

T h ird , it w ill be used, w ith vary ing  degrees of success, as a com 
petitive w eapon. O rgan iza tions equipped to g a ther data  required  to 
ob tain  approval of the Food and D rug  A dm inistra tion  for th e ir 
m ateria ls will be in a b e tte r  position to  prom ote the sale of these 
m ateria ls to  the packaging  in du stry  than  those not equipped to ac
cum ulate the  needed data. T he law will th us m ilitate  in favor’of larger 
com panies w ith  g rea te r  resources and against those not havin'g the 
financial s tren g th  to  su p p o rt a  p rog ram  of toxicological investigation .
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F ou rth , am ong those suppliers of packaging  m ateria ls in a 
position to do so, there will be a tendency to  develop products having 
application outside of food packaging, so th a t it w ill no t be necessary 
to  contend w ith  the requirem ents of the law.

L ast, because of increased developm ent costs and broadened 
financial responsib ility  placed on suppliers in the  form  of guaran tees, 
packaging  costs will tend  to  rise. T hese  added costs will be reflected 
in rising  prices of finished products to  consum ers.

T his law is the resu lt of m any hours of hearings and of extensive 
study  on the part of Congress. I t  is p a rt of the general p a tte rn  of 
legislation dealing w ith  the w elfare of our population , s triv ing  for 
g rea te r  security  th ro ug h  federal in terven tion  in alm ost all areas of 
our lives. T he legislation under discussion is an effort to  secure the 
quality  of food product and food package to the pu rchaser of the 
product. A ccom plishing th is security  will add to  the  costs of p ro
ducing food and packages by  p u ttin g  an add itional expense on the 
in du stries associated w ith  food production  and by increasing  govern
m ent costs by requ iring  the  expansion of the  agency or agencies 
charged w ith  the enforcem ent of these regulations.

I t  is obvious th a t the people, as rep resen ted  by Congress, are pre
pared to  accept these additional costs, since the security  obtained by 
the legislation is considered desirable.

W e, w ho are associated w ith  industries re latively  close to the 
consum er, m ust expect th a t there  will be additional legislation of 
th is na tu re  and we m ust develop, w ith in  our ow n businesses, the 
m eans for ad ju s tin g  to  such new  legislation as it arises. One w ay 
w ould  be for us to  w ork  to g e th e r in technical areas. Perhaps, a better 
w ay w ould be to try  to  an tic ipate  w h at fu tu re  such legislation m ight 
cover and by  m aking changes w ith in  ou r ow n businesses to  obviate 
the  need, real or apparen t, for the  passage of th is  legislation.

[The End]
PRESIDENT SEEKS LARGER FDA STAFF

P residen t K ennedy’s budget for fiscal 1963 proposes to  increase the 
Food and D rug  A dm inistra tion  staff by 25 per cent. In  a statem ent 
accom panying his budget m essage, on Jan u ary  17, he said: “Population 
and industrial growth with accompanying technological advances continue to 
place ever-increasing consumer protection responsibilities on the Food and 
D rug  .A dm in istration . T he 1963 budget provides for a 25 per cent 
increase in the staff of the agency, to  perm it an increase in all phases 
of th’e agency’s consum er protection  activities, w ith  particu lar attention  
to  health  hazards resu lting  from  the use of pesticides on food crops, 
and strengthened  enforcem ent activities rela tin g  to  the m anufacture 
and sale of d rugs.”
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Recent Developments 
Relating to Color Additives

By EUGENE A. CHASE

Mr. Chase, Counsel for Sterwin Chemicals Incorporated,
Reports the Present Status of Food Color Additives and 
Outlines What He Feels Should Be Done in That Field.

TH IS  B R IE F  R E V IE W  is no t so m uch a repo rt on recen t de
velopm ents, w hich have been re la tively  few, as an a ttem p t to  
rep o rt on the  p resen t s ta tu s  of food color add itives and w h a t should 

be done in the  com ing year.
T he  Color A dditive A m endm ents of 1960 becam e effective July 

12, 1960. U n der the  s ta tu to ry  provisions, the  C om m issioner of Food 
and  D rugs published a lis t of color add itives deem ed provisionally  
listed  for food, d ru g  and cosm etic use. A t present, there  are 12 
FD & C  colors, and  certain  of th e ir lakes, provisionally  listed  and 
req u irin g  certification of batches. T here  are also som e 26 color 
add itives prov isionally  listed, w hich never have been, and are no t 
now  required  to  be, certified. F o rtu n a te ly , we no longer have to 
decide w h e th er a  product, such as B-carotene, is of coal-tar or 
non-coal-ta r derivation. All food color additives, regard less of origin, 
a re  sub ject to  the  sam e s ta tu to ry  provisions and will be sub ject to  
th e  sam e regulations, as I th in k  they  should be.

What Has Been Done
As to  the colors fo rm erly  classified as coal-tar, F D A  has for 

som e years been te s tin g  for tox ic ity— or, in reverse— for safety. As 
a result of this work, eight food color additives, including all the oil-soluble 
•colors, have been delisted and are no longer even provisionally  listed 
o r certifiable. I am not, a t th is  tim e, discussing these delistings o r
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the possib ility  of pe tition ing  for the  re lis ting  of som e of these  colors, 
except to  po in t ou t th a t there  is no reason w hy those color additives, 
w hich do no t fall under the ban of the D elaney clause, m ay no t be 
again listed  w ith  app ropria te  tolerances.

T he safe ty  s ta tu s  of the  12 rem ain ing  FD & C  colors, as show n 
by  F D A  tes tin g  (w hich m ay have changed in the  sho rt tim e since 
I have checked w ith  F D A ) is as follow s:

T es tin g  com pleted, w ith  no app aren t p rob lem s: Blue 1; C itrus 
Red 2, for its  perm itted  u ses; and Y ellow  5.

W o rk  abou t com plete, w ith  no  indicated  prob lem s: Blue 2 and 
Green 3.

W o rk  to  be com pleted in  1962: G reens 1 and 2.
W o rk  sta rted  N ovem ber, 1960, w ith  resu lts  available in 1963: 

Red 3 and V io le t 1.
T h e  rem ain ing  th ree  colors— Reds 2 and 4 and Yellow 6— have 

been on te s t for over four years w ith  no problem s to  date. D og  studies 
are being  continued on these  colors un til 1964 for m ethodology and 
no t for suspicion of toxicity . I t  is hoped th a t the  resu lts  of these 
seven-year dog studies w ill estab lish  th a t a m axim um  of tw o-year 
anim al te s tin g  w ill adequate ly  qualify colors for listing. Such tes tin g  
is terrifically  expensive, and  an y th in g  th a t can be done, consisten t w ith  
the pro tection  of the  public health , to  reduce its  tim e and cost should 
be done.

F D A  has also  m ade some stud ies of th e  reaction products of these 
colors. T o  the  best of m y know ledge, F D A  has no t m ade exhaustive 
studies on the o th e r 26 color additives, ran g in g  from  alkanet to 
xan thophyll, w hich are provisionally  listed under Section 8.501(e) of 
the  regulations.

T here  is no t a single one of the foregoing  36 or so colors p e r
m anen tly  listed, and  the  provisional listings expire on Jan u a ry  12, 1963, 
unless the Secretary finds that a further extension of tim e is necessary. 
H ow ever, one o ther color additive has been listed  for food use exem pt 
from  certification. T h is  is a b it of an oddity. I t  is dried algae meal 
for use in chicken feed to  enhance the  yellow  color of chicken skins 
and  egg  yolks and to  supplem ent the  v itam in  A con ten t of feeds low 
in n a tu ra l carotenoids. T h is  is fa r-ou t from  w h at we had  in m ind 
w hen w e s ta rted  to  d ra ft color legislation, b u t I suppose it is p roperly  

•in the  color add itive picture.
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What Should Be Done
T he proposed definitions and procedural and in te rp re ta tiv e  reg u 

lations under the C olor A dditive A m endm ents w ere published in the 
Federal Register of Jan u a ry  24, 1961. M any com m ents of in terested  
persons w ere presented. I believe th a t the final regu la tions are still 
under adm inistrative consideration, with, perhaps, some lack of unanimity.

A ccordingly, a t the m om ent, we can only re ly  on the  proposed 
regulations. Section 8.17 provides th a t, absen t a petition , the Com 
m issioner m ay list a color add itive by app ropria te  regulation . Sec
tion  8.50(a) provides th a t a food color add itive petition  shall be 
accom panied by a deposit of $3,000. I ju s t don’t  believe th a t the 
C om m issioner is go ing to  list m any colors on his own initiative.

Really, though, the  fee is n o t the determ in ing  factor. Section 8.4 
of the  proposed regulations, w hich, I understand , will app ear p rac
tically  unchanged  in the  final regulations, calls for m uch m ore than  
the tox ic ity—o r safe ty— studies carried  ou t o r being done by  FD A . 
T he Certified Color In d u s try  Com m ittee is m eeting  sho rtly  to  d e te r
m ine procedure for filing petitions for the  lis tin g  of the  coal-tar color 
additives: I am sure th a t in du stry  will be perm itted  to  re fer to  and 
incorporate the w ork done by  FD A . H ow ever, the  color in du stry  
m ust supply  additional data, including analy tical m ethods for d e te r
m in ing the q u an tity  in foods, reaction by-products in foods, m ethods 
of m anufacture, proposed to lerances, specifications and so on. I th ink  
th a t  the  m anufactu rers and d istribu to rs  of these  colors will w o rk  w ith  
F D A  to accom plish the  perm anen t listings of these colors.

T he  b igger problem  for Users m ay be in th e  non-coal-tar color 
additives. In  som e instances w here there  is only one, or sub stan tia lly  
only one, producer, the p reparative  petition  w ork  is in progress. I 
w ould th in k  th a t w ork on carm ine, carotene, iron oxides and some 
o thers is in. progress. Some petitions for th is  group  are in process 
w ith  F D A  b u t no t ye t form ally filed.

T here  are som e products w hich are technically  color additives, 
w hich, because of th e ir  nature , the C om m issioner m ay list on his own 
in itiative. I guess a t  th in gs such as beet juice, riboflavin and calcium  
carbonate, and perhaps caram el, w hich is GRAS, b u t still required to be 
listed as a  color add itive by regulation . I sug gest in qu iry  by  p ro 
ducers and users of F D A  as to  the s ta tu s  of these non-coal-tar color 
add itives and  th e  procedures for perm anen t listing, so th a t duplica
tion  m ay be avoided. In  th is  field, I particu larly  call your a tten tion
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to  Section 8.18 of the  proposed regulations. All food color additives, 
w hether previously  classified as coal-tar o r non-coal-tar, w ill require 
petitions for listing, unless listed on the C om m issioner’s in itiative. 
T hose petitioners w ish ing  exem ption from  certification m ust include 
the requirem ents of Section 8.18 in th e ir  lis tin g  petitions.

In  the m iscellaneous field, I m ention M r. K irk ’s com m ent last 
D ecem ber 12, th a t the  tim e extension for carbon black and titan ium  
dioxide un der the Food A dditive A m endm ent has no significance for 
us because bo th  will require color add itive clearance. Y ou have all 
seen the House Bill, H R  1235, to delete the exemption of color declara
tion on labeling of b u tte r, cheese and ice cream . A nd last, we have 
already  had tw o seizures under the Color A dditive A m endm ents. T he 
first w as coconut oil colored w ith  Y ellow  4 ; the second, cake m ix sets 
colored w ith  Red 1. N either, of course, is a perm issib le food color 
additive today.

In  conclusion. I see no insurm ountab le  problem s in the food color 
add itive field, b u t I th in k  th a t an active program  is necessary  for 
m any of us to  b rin g  about a full and rapid com pliance w ith  the law.

[The E nd]

“ ROYAL JELLY" SEIZURE UPHELD
F o o d  a n d  D r u g  A d m i n i s t r a t i o n  s e iz u r e  o f  J e n a s o l  t a b l e t s ,  a  p r o d u c t  

c o n t a i n i n g  r o y a l  j e l ly ,  o n  m i s b r a n d in g  c h a r g e s ,  h a s  b e e n  u p h e ld — b u t  o n  
g r o u n d s  w h ic h  m a y  b e  n a r r o w e r  th a n  t h e  F D A  h a d  h o p e d  fo r .  T h e  
l a b e l i n g  c la im s  c h a l le n g e d  b y  F D A  w e r e  n u m e r o u s ,  in c lu d in g :  in c r e a s e d  
s e x u a l  v i t a l i t y ;  r e l i e f  f r o m  i r r i t a b i l i t y ,  h e a d a c h e s ,  i n s o m n ia  a n d  d e p r e s 
s io n ;  a l l e v ia t io n  o f  t h e  i lls  o f  o ld  a g e ;  e x te n s io n  o f  l ife  s p a n ;  a n d  
n o r m a l iz a t io n  o f  th e  g r o w th  o f  u n d e r - d e v e lo p e d  c h i ld r e n .

T h e  c o u r t  f i r s t  h e ld  t h a t  in  o r d e r  to  m e e t  i t s  b u r d e n  o f  p r o o f ,  F D A  
h a d  o n ly  to  p r o v e  t h a t  s o m e — n o t  a ll— o f  t h e  c h a l le n g e d  c la im s  w e r e  
f a ls e  o r  m is le a d in g ,  p o in t in g  o u t  t h a t  g o v e r n m e n t  e v id e n c e  c h a l l e n g in g  
s o m e  c la im s  ( e f f e c t iv e n e s s  in  t r e a t i n g  h e a d a c h e s ,  t i r e d  e y e s ,  a n d  c o n 
v u l s io n s )  “ w a s  n o t  e v e n  c o n t r a d i c t e d  b y  c la im a n t .” R e v ie w in g  c o n f l ic ts  
in  t e s t i m o n y  a s  t o  th e  v a l i d i ty  o f  o t h e r  c la im s , a n d  n o t i n g  t h a t  “ a ll  o f 
c l a im a n t ’s e v id e n c e  r e la t e d  o n ly  to  t h e  e f f ic a c y  o f  r o y a l  j e l ly  in  th e  
f ie ld s  o f  p e d i a t r i c s  a n d  g e r o n to l o g y ,” th e  c o u r t  r e a c h e d  t h e  f in a l  c o n 
c lu s io n  t h a t  “ t h e  l a b e l in g ,  w h e n  r e a d  a s  a  w h o le ,  is  m is l e a d in g .” I t  a ls o  
h e ld  t h a t  le a f le t s  s h ip p e d  s e p a r a te ly  to  t h e  d i s t r i b u to r s ,  w h o  a s s e m b le d  
t h e m  in  s e t s  a n d  d e l i v e r e d  t h e m  to  p u r c h a s e r s  o r  p r o s p e c t iv e  p u r c h a s e r s ,  
w a s  “ la b e lin g ” f o r  p u rp o s e s  o f  th e  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.

F ood Drug Cosmetic L aw R eports— 47 Bottles of 
“Jenasol R. J. Formula ‘60’ * * D C  N . J . ,  117698
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Current Consumer Problems
By PERSIA CAMPBELL

Dr. Campbell Is the Chairman of the Department of Economics 
of Queens College, Flushing, New York. The Author Comments 
on the Function of the Consumer in Relation to Foods and Drugs.

MAY I F IR S T  M A K E  IT  C L E A R  th a t I am  not here as a 
“self-appointed consum er rep resen ta tive ,'’ w hatever th a t m eans. 

A t the  recen t G rocery M anufactu rers of A m erica convention in New 
York, several un fla ttering  references w ere m ade to  such people, w ho
ever they  are. F o r m y own protection , let me say th a t I am  here as a 
professor of econom ics and by invitation. L e t me hasten  to  add th a t 
I very  m uch appreciate  hav ing been invited to  participate. I w as 
glad to  join in honoring  the Food and D ru g  A dm inistra tion  at last 
n ig h t’s dinner. I have a lively sense of the  im portance of the  food 
in du stry  and fu rther, on a different level of in terest, I am convinced 
th a t in the challenging and com plex fu tu re, th ere  m ust be closer 
con tacts betw een the un iversities as centers of learning, and both 
governm ent and business as centers of action.

I spen t a day last w eek a t W este rn  Reserve U n iv ersity  as a 
partic ipan t in an inform al sem inar a rranged  w ith  a group of business 
executives; I found the experience very  illum inating . I am tak in g  your 
tim e today  because I th ink  there  is an im p ortan t point of view th a t 
should be b rou gh t to  your a tten tion , w hich you m ight o therw ise 
overlook and w hich I hope you will allow  me as a professor w ho has 
a special in te rest in, and concern for, the consum er position in our 
society, to  present. A nd though  I know  th is  is a m ixed audience, I 
shall address m y rem arks, particu larly , and w ith  respect, to  m em bers 
of the  food industry .

L ack of inform ation am ong consum er-oriented spokesm en at 
recent C ongressional hearings on factors th a t underlie in du stry  deci-
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sions, has been a m ajo r com plain t am ong in du stry  represen ta tives. I 
have heard  discussion of the  need for b e tte r  com m unication w ith  the 
consum er public in order th a t the in du stry  “im age” m ight be polished 
up. A ccording to  the  M odern Grocer, th is im age “has been under grave 
assau lt in recen t m on ths.” I t  does seem ra th e r odd th a t w ith  all the 
facilities of the  m ass m edia a t in d u s try ’s com m and, and w ith  the  
enorm ous sum s spen t th ro ug h  these channels, th ere  should be such 
p resen t em phasis on th e  failure of com m unication. B u t I do not th ink  
th a t even a m assive public relations cam paign to  inform  the  consum er 
public on the  in du stry  position will solve the  “cu rren t prob lem .” I t  
goes deeper than a failure to  com m unicate a position. I have read 
w ith  in te rest the account given by one of the  speakers at the recent 
G rocery M anufactu rers of A m erica convention about the  in d u stry 
w ide cam paign undertaken  a year or tw o ago w ith  respect to  chemical 
additives. T he  cam paign, it w as explained, was developed to convince 
the consum er public th a t questions raised w ith  respect to  the  possible 
health  hazards in certain  chem ical additives w ere “spooks— raised 
by sm all bu t clam orous g roups of food fadd ists .” As a resu lt of the 
cam paign, according to  the  speaker, these “spooks . . . w ere firmly 
laid to  rest by a food in du stry  w hich banded to g e th er for a coun ter
a ttack  based on tru th .” Now you know, as I know , th a t th is account 
m isses the  cen tral po in t of the story . T he real reason w hy there  has 
been less public concern over such hazards— recognized as such, by 
the  way, by some of our m ost em inent public health  experts and 
regulato ry  officials— was the final success of a legislative s trug g le  to 
require food processors and packers to  te s t new  chem ical additives 
for safety, before use, to  the satisfaction  of the Food and D ru g  A d
m in istra tion . T here  is public confidence in the  in teg rity  and ab ility  
of the F D A  to deal w ith  w hatever hazards m ay e x is t ; the  general 
support expressed last n igh t for the adm inistra tion  gives hope th a t 
it w ill get adequate app ropria tions for the job.

Improvement of Attitudes and Relationships Needed
I m ention th is incident only because I th ink  th a t ano th er m assive 

cam paign to  inform  the  consum er public on the in du stry  position 
w ith  respect to  various packaging  and re la ted  practices will also 
m iss th e  point unless it takes in to account an underly ing  problem . 
Thig problem  is one of a ttitu d es  and relationsh ips th a t need improving, 
bu t will only be im proved w ith  a clearer recognition of function—
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in d u s try ’s function on the  one hand, and on the o ther the consumer: 
function in the  economy.

U n til the consum er function is recognized and respected th ere  
will be a problem  of relationsh ips m ore significant than  any  particular 
com plain t abou t slack-filled packages or “packaging to price.” W ith  
con tinu ing  product and m erchand ising innovations, as each m em ber 
of the in du stry  tries  to  ob tain  and m ain ta in  a com petitive position, 
o ther reasons for explosive com plain ts will undoub ted ly  develop, 
year a fte r year, unless we can solve th is basic issue. So in addressing 
m yself to  the  sub ject assigned to  me on th is program , nam ely “con
sum er prob lem s,” I shall focus m y com m ents on the n a tu re  of the 
consum er function and how  to  get recognition  for i t ;  I shall try  to 
estab lish  b e tte r com m unication upstream  in the  m ark etin g  channel, 
though  of course w ith o u t the elaborate facilities available to  in du stry  
in the reverse direction.

A t the G rocery M anufactu rers of A m erica convention, one speaker 
a fter ano ther re ite ra ted  th a t “the  consum er is boss.” A p art from  
the fact th a t “boss” has now  becom e a d irty  w ord in ou r vocabulary  
of public affairs, I u rge you to  exam ine m ore closely your in te rp re ta 
tion of it. T he  consum er function in the econom y cannot be m easured 
by p articu lar sales sta tis tics  ; no r is it th a t of a robot to  be program m ed 
for particu la r behavior responses.

T he fam ily gets incom e in exchange for som e one’s labor. T he 
consum er buyer for the fam ily has the responsibility  of exchanging 
th is incom e to  best advantage, within the limits o f market conditions, 
for goods and services th a t will satisfy  the fam ily’s econom ic w ants. 
T he lim iting  facto r of m arket conditions is an outcom e of th e  produc
tion process. T he individual consum er a t the  m arket has little  pow er 
to  a lte r them , o ther th an  perhaps to  get an ad justm en t for a p a rticu la r  
com plaint. If the  agg reg ate  consum er veto  is large enough a particu 
lar p roduct or service m ay be w ithdraw n from  the  m arket. B u t there 
is p len ty  of evidence to  show  th a t the  consum er cannot, th rough  
m arket action  alone, estab lish  the positive conditions necessary for 
the com petent exercise of the  consum er function— and w hich are also 
necessary to give the responsible businessm an a com petitive ad
van tage so he can resist a  dow ngrad ing  pressure on trade practices 
in line w ith  G resham ’s law.

F o r the  optim um  use of resources to  provide a secure m aterial 
foundation for our dem ocratic w ay of life w e need a w ork ing  p a r tn e r
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ship betw een in du stry  and consum ers, a t least to- the ex ten t of recog
nition and exploration  of m utual problem s. Such a partn ersh ip  m ust 
be based on m utual confidence, if the foundation is to  be soundly 
built. T here is a reg re ttab le  tendency am ong som e in du stry  repre
sen tatives to  regard  all consum er com plaints, publicly expressed, as 
the w ork of “publicity  h o un ds '’ or “fadd ists .” N ot only consum er- 
oriented leaders of opinion, bu t also food and d rug  and w eigh ts and 
m easures officials a t annual conferences, and, I am  told, some reta iler 
represen ta tives, had been try in g  to  draw  the food in d u stry ’s a tten tion  
to  a risin g  level of consum er fru s tra tio n  and even resen tm ent w ith  
certa in  questionable practices in the “m ark etin g  revolu tion ,” for some 
tim e before public p ressure led to the  recent C ongressional hearings. 
T hese hearings w ere followed by an avalanche of m ail th a t sw am ped 
not only the C ongressional rep resen ta tives bu t also the consum er- 
o rien ted  spokesm en.

T his public disclosure of consum er d iscon ten t in w h at should be a 
sa tisfy ing  sta te  of relative affluence, is said to have led in a num ber 
of instances to  a rapid  review  of certain  business policies and practices. 
B u t I hear th a t a t least som e of th is activ ity  w as undertaken  in a 
g ru d g in g  m ood and w ith  the a ttitu d e  of “ th row  them  som eth ing  to 
keep them  qu ie t.” T h is really  reflects the  basic problem  I am try ing  
to b rin g  to  your atten tion . T he ex isting  system  of m arket research 
and m arket te s tin g  is obviously no t adequate to  estab lish  and m ain tain  
the  public im age desired by responsible businessm en not only for a 
particu la r p roduct but, in the broad perspective of public affairs, for 
the  sa tisfac to ry  perform ance of in d u s try ’s economic function— to 
organize resources for satisfy ing  consum ption, w ith  profit the  rew ard 
for service. “S erv ice” is the key w ord. T h is is a  m a tte r  for “top 
m anagem en t.” In  m y opinion it is to  the  advantage of responsible 
businessm en, and no t a frig h ten in g  prospect, to  have a clearer recog
nition of the consum er function, and of the  developm ent of a leg iti
m ate consum er in terest w ith  respect to  th a t function. F u rth er, in 
our m odern s truc tu red  society, organ ization  abou t th e  consum er 
in terest is necessary if we are to  have effective represen ta tion  of a 
consum er po in t of view  bo th  in re la tions w ith  in du stry  and in the 
developm ent of governm ent econom ic policy. T here  is, as I have 
already suggested , need for a bargain ing  partn ersh ip  in the  rapid ly 
changing  econom ic enterprise. A nd th ere  is need for a cen tra l focus 
on “the consum er in te rest w ith in  the s tru c tu re  of governm ent i ts e lf ; 
for how ever loudly the  principle of laissez-faire is proclaim ed, we all
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know  th a t governm ent action, a t all levels of governm ent, affects 
the  econom ic position of all parties a t in terest.

On Government Intervention
B usinessm en seek governm ent in terven tion  in situations in w hich 

they  believe in terven tion  will be of benefit to  them . A nd consum ers 
seek aid and protection  in situations in w hich they  th ink  they  cannot 
o therw ise perform  th e ir function adequately, b u t w ith  less effect 
than  businessm en because they  are m ainly unorgan ized  and  act 
sporadically. T he  job before us is to  find the proper fram ew ork of 
law  w ith in  w hich in itia tive and barga in ing  can develop m ost ad 
van tageously  in the  public in terest. Some in d u stry  represen ta tives 
a t the  G rocery M anufactu rers of A m erica convention invoked Adam  
Sm ith and laissez-faire (and, sad to  say, Adam  Sm ith is usually  
m isin te rp re ted ), b u t le t me also rem ind you of a s ta tem en t made 
a t th e  convention by A lm a L ach of the  C hicago Sun-Tim es. She was 
em phasizing the spectacu lar developm ents in the food industry . 
“W hen  people ta lk  to  me about the  ‘good old days’ ” she said, “ . . . 
I first ask them  if they  w ould like to  go back to  drink ing  unpasteurized 
milk, and then  inquire if they  w ould like once again to  eat m eats 
th a t carry  no governm ent stam p of approval.” T he food in du stry  
is too b ig  to be afraid of bogies.

Beofre fu rth e r exam ining the natu re  of the consum er function, 
le t me po in t ou t th a t the  term  ‘consum er” is used generally  w ith 
e ither one of tw o  different m eanings. T he b roader m eaning relates 
to  the individual in the  process of m aking final use of goods and 
services— it con jures up a p icture of the fam ily round  the d inner table 
enjoy ing the  fru its  of labor. T he narrow er m eaning re lates to  the 
consum er in the  process of spending fam ily incom e at the m arket in the 
broadest sense of “the m ark et.” N either of these tw o m eanings covers 
an increasingly  im p ortan t p a r t of the  consum er function, nam ely the 
process of w an t-fo rm ation  in a high productive econom y such as 
ours. T h is  process of w an t-fo rm ation  goes on all the tim e in some 
m ysterious w ay ; it extends, of course, beyond the econom ic sphere. 
W e are to ld th a t in m any low-incom e countries, the  level of w an ts  is 
rising  faste r th an  the capacity  of the  econom y to  satisfy  th e m ; the 
pressure of unsatisfied w an ts  tends to  develop revolu tionary  attitudes.

O u r own situation  is very  different, bu t it has its own probl&ms. 
T here  is an expanding range of d iscretionary  incom e from  w hich
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to  sa tisfy  an increasing  num ber of w an ts  developed in response to  a 
m ultip licity  of stim uli. A nd there  is an incessan t pounding  for a tte n 
tion by  a lternative  possibilities for w an t satisfaction  com petitively 
offered on “easy te rm s” a t “bargain  p rices” and th ro ug h  all m edia 
of com m unication from  som e of w hich it is im possible to  pro tect 
one’s privacy. Patience, energy and tim e rem ain lim ited, though  some 
expansion of effective tim e has been m ade possible by household 
gadgets and  convenience foods. I am  no t advocating  a  re tu rn  to  the 
sim ple life, w hatever th a t is, and it seem s rank  stu p id ity  to  com plain 
of a s ta te  of plenty. B u t we m ust recognize th a t it has led to  a ten d 
ency on th e  producer side of the m arket, to “oversell.” A nd on the 
consum er side it has necessitated  the  m aking of d iscrim inating  choices 
am ong m any w an ts, new  and old, in a con tinu ing  process of ad ju s t
m ent for individual m em bers of the fam ily, a t different stages of the 
fam ily cycle. I t  has called also for difficult choices, w ith in  the lim its 
of pu rch asin g  power, am ong an ex trao rd ina ry  range of goods and 
services, new  and old. T he p resen t s ta te  of our affluent society has in 
fact created  a certain  b rittlen ess in buyer-seller relations th a t has to 
be recognized. I am  to ld  th a t in the  p resen t superm arket th ere  are 
some 6000 to  8000 item s jo stlin g  for a recognizable position, and th a t 
w ith in  a few  years there  will be from  20,000 to  30,000. W h a t a 
marvellous and terrify ing prospect for the consum er w ho w an ts  to  do 
a good job buy ing  food for the fam ily. A nd food represen ts only 
from  25% to  30% of average expend itu res, w ith  the  percen tage de
clining, as E ng les predicted , on a rising  level of income. Increasing  
num bers of consum ers are com ing to  recognize th a t th ey  m ust have 
m ore m eaningful in form ation for the p roper perform ance of th e ir 
function, and even m ore protection.

T he  function  of the consum er bu yer is to  spend th e  fam ily incom e 
in such a  w ay as to  m axim ize satisfaction  of the  fam ily’s w ants, 
tak in g  all re la ted  m a tte rs  in to  consideration (so far as they  can be 
recognized). Since the end is satisfaction , a real b u t elusive concept, 
there  is no q u an tita tive  m easure of consum er com petence, no dollar 
m easure as in a system  of business accounts. A balanced fam ily budget 
is no proof in itself of com petence, in te rm s of the  optim um  satisfaction 
of w an ts, though  an unbalanced one raises a w arn ing  flag. C urrently , 
in the agg regate , A m erican consum ers are spending  som e $350 billion 
per annum , an enorm ous job for w hich, by  and large, they  have had 
veny little  form al education. M anufactu res and d istribu to rs  engage 
specialists to  do th e ir corporate buying, and w ith in  lim ited fields. B u t

CURRENT CONSUMER PROBLEMS PAGE 53



the consum er-buyer, the buyer for the fam ily, rem ains an am ateu r in 
selecting am ong the to ta l range of goods and services th a t m ake up 
the ever-changing expenditure pa tte rn , and. again, w ith in  the lim ita
tions of tim e, energy and patience.

In th e ir Principles of Marketing, Backman, M aynard and D avidson 
ex p la in :

“T he m ore the retail selling and service functions are curtailed, the g rea ter 
becom es the task  and responsibility  of the consum er as a buyer. W hile  there 
is a substantial am ount of prebuying stim ulation in the form  of aggressive retailer 
and m anufactu rer advertising  and sales p rom otion activity, the  num ber of item s 
com peting for consum er a tten tion  is so vast and diverse tha t the o rd inary  person 
m ust play an ex trem ely  active role in m aking the purchase th a t satisfies his w ant.”

In “buy ing  to  sa tisfaction ,” the consum er needs from  the seller 
m eaningful and easily recognizable in form ation about the  particu la r 
product and  service, useful in the  process of se lec tio n ; w here th is 
in form ation is no t adequate for an in telligen t decision on com parative 
values, then  the consum er also needs the guidance of effective s tan d 
ards, and tests  against standards, w ith  respect to  term ino logy (whether 
for price, q u an tity  or qu a lity ), for identification and for perform ance 
ratings. T here  m ay also be need for protective support from  regu la
to ry  agencies against harm ful practices th a t adversely affect the 
consum er in terest. Of course we know  th a t m any consum ers are 
uninform ed and gullible and cannot perform  th e ir  function well under 
any c ircu m stan ces; nor can they  con tribu te  to  the  cause of m aking 
honesty pay. T h is  is one of the consequences of our failure to  provide 
effective consum er education. G overnm ent and educational in s titu 
tions have con tribu ted  research , in form ation and education to  farm ers 
and sm all businesm en to  im prove th e ir  perform ance as producers, 
because th ey  operate  on a sm all un it basis and cannot provide these 
services effectively for them selves. R elatively  little  has been done for 
the sm all fam ily un it in its consum er capacity . N evertheless we m ust 
do the best we can to  encourage consum er com petence in the  in te rest 
of the  fam ily and also of the  econom y as a whole. A nd in the in terest 
of dem ocratic ethics.

T heoretically , the  consum er, in a re latively  com petitive m arket, 
th ro ug h  in te lligen t choice, supports the  honest and  efficient producer 
and gu ides the use of econom ic resources for op tim um  social advantage. 
B ut as po in ted  ou t above, the  individual consum er a t today 's  ’m arket 
cannot function effectively th ro ug h  the  m arket vote alone. O rgan iza
tion about the consum er in te rest and represen ta tion  of th a t in terest
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are necessary, for a dynam ic econom y function ing  w ith in  the  fram e
w ork of law. T he  purpose of law  in a dem ocratic society is to  channel 
the  forces of change in such a w ay th a t they  will fruc tify  and not 
d e s tro y ; it is an in strum ent, no t a taskm aster. In  the new economy, 
consum er sovereign ty  tak es on a la rger m eaning th an  m ight be 
in ferred  from  th e  phrase, “the  consum er is boss’’ ; it calls for g rea te r 
responsib ility ; it im plies new  relationsh ips. T h is is the  m ain po in t I 
w an t to  b rin g  to  yo u r a tten tion  today. I do so in the  hope of a  m ore 
cooperative solution to  em erg ing problem s th an  the kind of crisis 
a ttack  we have recently  experienced.

Consumer-Industry Relations
L et me take advantage of your patience a few m om ents longer 

to  apply  these general rem arks m ore particu larly  to  consum er-industry 
relations in the  food field.

Y ours is a basic indu stry  and it m ust be a source of m uch g ratifi
cation to  you. I can un derstan d  w hy your first reaction to  recent 
consumer criticism is to want to throw a heavy book of facts at the ingrates. 
W e do no t know , or a t any ra te  I do no t know  m uch about how the 
m odern consum er feels in a general w ay on the m any-faceted sub ject 
of food for th e  family. M ore is know n about consum er reaction to 
particu lar item s as for instance the v irtues of different pancake mixes. 
C ertain ly— and fo rtun ate ly— in our society, food does no t have to  be 
th o u g h t of in te rm s of survival, b u t as a  source of health  and appetite  
pleasure. I w as glad to  read the  testim ony of one of the indu stry  
w itnesses at the  packaging  hearings in w hich he u rg e d : “L e t’s get 
back to  selling food again. L e t’s sell sound grocery-sto re nu trition . 
L e t’s ta lk  about flavor, ripeness, pro te ins and vitam ins— not free trips 
around  the  w orld, or prem ium  silverw are, or the  overw orked “cents- 
off” deals . . . .”

Shopping for food is a different experience from  shopp ing  for 
o ther com m odity categories. I t  is done at relatively  frequent in tervals, 
in re latively  sm all am ounts, and for the m ost p a rt by the housew ife 
in the  m idst of a m ultitude  of o ther chores—though  m en are now 
show ing up in la rger num bers than  form erly, a t the  superm arkets. 
T he  resu lts  of food shopp ing  are sub ject to  quick and con tinu ing  
appraisal by m em bers of the  family, for w hom  food is p a rt of a 
custom ary  rou tine  of m eals, associated often w ith  s tro n g  em otional 
factors. T he fam ily’s food pu rch asin g  agen t m ay or m ay no t be success
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ful in in troducing  new  item s or new  techniques in to  the  routine. T here  
is no point to making a decision among frozen, canned and fresh peas 
if the  fam ily is fed up w ith  peas in any  form —unless th ey  can be 
in trigued  in to  try in g  a new  pea-food innovation, w ith the help of the 
m ass m edia, and is it w o rth  th e  effort?

O f course consum ers w an t w holesom e food—food no t deleterious 
to h e a l th ; and on the  positive side, th ey  w an t n u tritio u s  food— they  
w an t it so m uch in fact th a t, ignoran tly , th ey  w aste m illions a year, 
w e are told, on food quackery. W holesom e and n u tritio u s  food is 
m ore im p ortan t than  package shapes and sizes though  it m ay no t 
seem  to  be so from  superficial day-by-day reactions. A th re a t to  the  
w holesom eness of food, or w h at is believed to  be a th rea t, creates a 
crisis situation . B u t consum ers, generally  speaking, assum e th a t 
governm ent is tak in g  care of th is  m atter. Some th in gs come to  be 
taken for g ran ted , like th e  p u rity  of the  w ate r supply, un til an accident 
occurs o r a new hazard  appears. D u ring  the  long legislative s trug g le  
for m ore effective control over the  use of chem ical additives, it w as 
su rp rising  to  m e how m any people found it hard  to  believe th a t the 
governm ent did not already  have au th o rity  to  require p ro testing  
before use. A nd m ay I rem ind represen ta tives of the  food industry  
w ho resen t w h a t appears to  be consum er in g ra titud e  in the  p resen t 
packaging controversy , th a t the  im age presen ted  by th e  in du stry  
du ring  the additive-control strugg le , w as no t itself very  b rig h t, indeed 
it appeared to  be obstruction ist. No doubt various am endm ents to 
the  changing  legislative proposals were useful or even practically  
necessary. N evertheless, and I hope you will not be offended— I 
found it difficult to  un derstan d  why, as a m a tte r  of good public re la
tions, you allow ed yourselves to  ge t in to  w h a t certa in ly  appeared to  
be a negative or feet-d ragging  position on an issue which involved 
certain  hazards, how ever lim ited, to  the food supply—adm itted ly  an 
em otionally  charged subject.

W ith  respect to  the  positive aspects of food as n u tritio n —which 
is drum m ed in to  us daily, inescapably, th ro ug h  the  m ass m edia— I 
w an t to  express m y personal appreciation  of the public sup po rt which 
the  A m erican M edical A ssociation is now  g iving to  the  Food and 
D ru g  A dm inistra tion , in its effort to  help p ro tec t the  consum er public 
against food quackery, by  m oving m ore positively against the  food 
quacks. I hope th a t the  various elem ents of the food in d u stry  will 
jo in  m ore actively in the  a ttack . If the  consum er public, w ith  such 
pow erful support, could relieve itself of th is wolf in sheep’s clothing,
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it w ould be in a b e tte r  position to  appreciate  the  im p ortan t con tribu
tions m ade by responsible m em bers of the  food in du stry  to  the  rising  
level of public health— by “sound g rocery-sto re  nu tritio n .”

C ertain ly  the  food in d u stry  has m ade rem arkable con tribu tions 
in the  rapid developm ent of convenience foods, of new  products and 
new uses of old products— built-in  services, w ith  product innovation 
and product d ifferentiation. T h is  developm ent has ligh tened kitchen 
chores, given the  housew ife m ore leisure, and in m any instances 
b ro u g h t a b e tte r  and m ore a ttrac tiv e  product to  the  table. T he  pack
age recipe becom es the  m odern cookbook. I t  is probably tru e  th a t 
consum ers do no t realize how m uch research  and p lann ing  has gone 
in to  th is  aspect of progress. I t  h asn ’t  ju s t happened. I have no praise 
for th e  good old days and ra th e r  w onder a t an app aren t tendency  for 
escape, w henever oppo rtun ity  offers, to  p rim itive form s of backyard 
cookery. H ow ever, there  is a possib ility  th a t p roduct differentiation 
will g e t to  the po in t— perhaps in som e instances the po in t has already 
been reached—w hen th is form  of p rogress ceases to  have any  real 
m eaning for the consum er and m ay even becom e a source of confusion. 
W hen, for instance, th ere  is little  essential difference am ong the 
products them selves, g rea te r  em phasis has to  be put, for com petitive 
advantage, on the  prom otion of b rand  nam es and package designs 
to  a ttra c t in terest. P ro du c t p rogress then  becom es p a rt of the  “pack- 
ag ing  problem ,” and like an aching tooth , the  problem  takes over.

“ Packaging Problem”
I am  sure you have all read ream s of testim ony on the  “packaging 

problem .” I t  is of course p a r t of the  g rea t m erchand ising revolution. 
C onsum ers deserve som e credit for th e  readiness w ith  w hich they  
have taken  over som e of the  trad itio na l m erchandising functions. I t  
is in th is  take-over th a t they  have found them selves confron ted  by 
long lines of “product-personalities” w ho are no t as cooperative as 
they  m ig h t be in fac ilita ting  com petent perform ance of the  expanded 
consum er function— indeed, no t to  m ince m atters , th e ir  lack of cooper
ation  has, in som e instances, becom e a public abuse.

O ne aspect of th e  packaging  testim ony  th a t specially in terested  
me w as th e  d ifferen t positions taken  and argum en ts  p resen ted  by 
represen ta tives of different segm ents of the  food in du stry  on particu la r 
issues un der discussion. A package designer tells us th a t in the  modern 
coifipetitive s trug g le  for a tten tion  am ong different p roducts and 
differen t brands, am ong national and d is trib u to r brands, th e  fron t
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panel of a package m ust have un clu tte red  space to  allow for in s tan t 
recognition of an advertised  n a m e ; b u t the re ta ile r w an ts  a t  least a 
sm all w hite  spot on w hich to  m ark his price. W e are told, on the  
one hand, th a t w hat the consum er is in terested  in is no t w eigh t desig
nation  bu t the  num ber of s e rv in g s ; how ever it is no t considered 
practical to  set up stan dards to estab lish w hen a serv ing  is a serving. 
W e are to ld  th a t consum ers prefer a reduction in q u an tity  to  an 
increase in price b u t a t the sam e tim e we get an in du stry  w arn ing  
th a t recipes are based on designated  quantity . W e are to ld  th a t slack 
fill resu lts  from  a natu ral se ttlin g  process—but adm itted ly  not in all 
cases; and stan dards of fill are ob jected  to  as possibly in te rfe rin g  w ith  
business in itiative. U niform  package sizes w ith  different p roduct 
densities lead to  fractionalized w e ig h ts ; bu t the custom er should be 
in telligen t enough, it is said, to  take pencil and paper along as a 
shopping tool—the th o u g h t of consum ers blocking th e  F rid ay  evening 
aisles w hile m aking th e ir calcu lations m ust give the superm arket m an
ager a n igh tm are! T he  consum er, we are told, can take care of h im 
self th ro ug h  tria l and erro r— but how  m any tries and how  m any erro rs 
are considered reasonable is not indicated. T he consum er is no t m isled 
in to  th in k in g  th a t the k ing sized half-quart is m ore th an  a ha lf-quart 
(then w h a t’s the  po in t?). O r he is a sucker and deserves his fate. 
A nd so on.

T he new  situation  in w hich the product m ust sell itself, supported  
by w hatever prom otional adv ertis in g  it is given, and any  advantageous 
shelf position it is able to  ob tain, obviously creates difficulties for 
different segm ents of the food industry . And also for the consum er. 
I am  not go ing to  suggest to  you now w h at particu lar inform ation, 
in w h at particu la r form , the  consum er needs to  m ake the  b est buy—or 
will take advantage of. In  the con tinu ing  process of econom ic change, 
and in m erchandising, change is very  rapid, new  situations and con
flicting in terests  con tinually  em erge; there  can be no definitive solu
tion of resu ltan t problem s. T h is is w hy I say th a t, the p resen t 
con troversy  goes deeper than  a m atte r of shapes and sizes. And 
w hy I am  sug gesting  new  a ttitu d es  and new  relationsh ips am ong the 
functional groups and also w ith  the appropria te  agencies and levels of 
governm ent— though th is fragm en tation  of political au th o rity  is a 
com plicating factor. W e need social innovation as well as— even more 
th an— product innovation.

D u ring  the  years 1956-1958, far-reach ing  law s w ere passed in N ew  
Y ork S ta te  to  regu la te  the rapid ly  expanding credit industry . T hese
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law s w ere developed th ro ug h  a process of organ ized negotiation  
betw een represen ta tives of all parties involved on the in itia tive of the 
consum er counsel to  the  G overnor. T he  end-product w as accepted 
unanim ously  by ;th e  various m em bers of the  neg o tia ting  group and 
also by  the  leg isla ture  and has since becom e the basis for regulation  
in a  num ber of o ther states. I suggest the  sam e approach be m ade to 
the  less com plicated packaging  problem . If the  food industry , pow er
ful and responsible, will recognize and respect the  consum er function, 
as b road ly  defined above, I am  sure a sa tisfac to ry  solution can be 
found for m utual advantage in th e  public in terest. [The End]

HEW RELEASE
T he Food and D rug  A dm inistra tion  announced today institu tion  

of a crim inal contem pt of court action against the E lectron ic M edical 
Foundation , San Francisco, California, and F red  J. H art, its president.

T he action charged the Foundation  and H a rt w ith violation of a 
1958 court o rder prohib iting  any fu rther distribution  of 13 types of 
m edical devices w hich had been claim ed to  diagnose and trea t hundreds 
of diseases based on “em anations” supposedly given off by  a drop of 
dried blood sent in on a piece of sterile paper.

P ractitioners  who m ailed in blood spots taken from  their patients 
received, for a fee, a diagnosis b lank filled in w ith the diseases the 
patien t was supposed to  have and the recom m ended dial settings for 
trea tm en t w ith the F oundation’s “electronic” devices.

P ap ers  filed in the Federal D istrict C ourt in San F rancisco  charged 
th a t H a rt  delivered one of the banned devices, called the “ S hort W ave 
O scillo tron” to an out of sta te  p rac titioner in Ju ly  of this year. T he 
m achine produces a short wave radio frequency, that is of no therapeutic 
value, E D A  said.

Investigations showed tha t the diagnostic service offered by the 
F oundation  w as incapable of d istinguishing the blood of anim als or 
b irds from  th a t of the living or the dead. B lood subm itted  from  an 
am putee resulted  in a report of arth ritic  involvem ent in the rig h t foot 
and ankle w hich the m an had lost several years before. B lood from  a 
rooster resu lted  in a diagnosis of sinus infection and dental caries.

E xtensive test of the trea tm en t devices show ed th a t they  w ere also 
w orth less, according to  the agency. T he nam es of the 13 m achines 
banned by the  1958 court o rder includes a  regular push bu tto n  sh o rt
wave oscilloclast and a sinusoidal four-in-one shortw ave oscillotron.
In  addition to  these m achines the decree banned in te rsta te  shipm ent of 
“B lood Specim en C arrie rs” for use in the diagnostic machine, the 
Radioscope, which was m aintained at the F ou ndatio n’s offices in 
San Francisco.

H a rt  is also P residen t of the “N ational H ealth  F ed eration ,” an 
organ ization  w hich shares offices w ith the E lectron ic M edical F ou nda
tion* and is devoted to such causes as defending use by drugless healers 

•of d ie tary  foods and devices of unproved efficacy, opposition to  fluorida
tion of d rinking "water to  prevent dental caries, and prom otion of w o rth 
less cancer rem edies such as the H oxsey cure.
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Panel Discussion of Questions
Submitted to the
1961 FDA-FLI Conference

A Question and Answer Panel Session on the Afternoon of November 28 
Concluded the 1961 Joint National Conference of The Food and Drug 
Administration and The Food Law Institute, Inc. The Panel Discussed Food 
Additives, Labeling and Other Unresolved Problems. Mr. Franklin M. 
Depew, the President of The Food Law Institute, W as Moderator of the 
Session. (Answers Offered by Members of the Panel During This Session 
Do Not Necessarily Represent the Views of Other Members of the Panel.)

MR. F R A N K L IN  M. D E P E W : I take th is o p po rtun ity  to  
acknow ledge, for all of us in T he Food L aw  In stitu te , the  many 

courtesies extended to  us by represen ta tives of the  U n ited  S ta tes 
Food and D ru g  A dm in istra tion  on the  occasion of th is  1961 con
ference. I w ish particu larly  to  express m y personal pleasure in 
w ork ing  w ith  A ssistan t C om m issioner W in ton  B. R ankin to  organize 
the program  of th is  conference, and finally, I voice the  th ank s of all 
present for the fine contributions made by the speakers on our program.

P erm it me now  to  offer a  brief report on F L I  progress during  
the  past year w hich has culm inated in th is  im p ortan t m eeting. I 
know  th a t all here appreciate  the  educational value of the F L I  p ro
gram  and w ould like to  see it expanded. W hile  our budget does not 
as ye t perm it an expansion of our program , I can report th a t we should 
soon be able to stop  using  ou r reserves. O u r m em bership com m ittee, 
under th e  chairm anship  of M r. E d g ar J. Forio, has alm ost doubled our 
m em bership , and M r. Lee S. Bickm ore, the new chairm an, is launch ing  
a new  cam paign w hich I am  confident will achieve our m em bership 
goal. M ost of you here, perhaps all, represen t m em ber com panies. 
If your com pany is no t a m em ber, your sym pathetic  recom m endation 
of m em bership is solicited.

I call yo u r a tten tion  to  the  course of in struc tion  in food and 
drug  law  th a t will be given nex t sp rin g  a t George W ash in g to n  U n i
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versity . T he  in struc tion  is given by Mr. W illiam  W . G oodrich and 
by M r. A lan H . K aplan , a form er F L I  fellow. I recom m end th is  course 
to  law yers and o thers in terested  in these law s, w ho are located in the 
W ash in g to n  area.

T he  F L I  also sponsors courses in these law s a t N ew  Y ork U n i
versity , the  U n iv ersity  of N o rth  C arolina and th e  U n iv ersity  of 
S ou thern  California. T hose of you from  the W est C oast will be in
te rested  to  learn th a t w e are w ork ing  w ith  S tanford  U n iv ersity  to  
p repare a sym posium  on th is law  in the  near fu tu re. A t the U niversity  
of S ou thern  C alifornia, an im p o rtan t lecture will be given nex t 
sp ring  by a food executive on the h isto ry , social significance and public 
policy of the food and d ru g  law. In d u s try  represen ta tives will be 
welcom e a t bo th  of these m eetings.

T he  m anuscrip t of the  new  K leinfeld book on the F ederal Food, 
D rug , and Cosm etic A ct has been delivered to  the publisher and should 
be available soon, and we are p lann ing  to  publish o ther books in the 
F L I  series in the near future.

As y o u  h av e  b een  p re v io u s ly  in fo rm ed , th e  p ro c e e d in g s  of th is  
co n fe ren ce  w ill be re p o r te d  in th e  F ood D rug Co sm etic  L aw  J o u r n a l . 
If y o u  d o  n o t su b sc rib e  to  th is  im p o r ta n t  jo u rn a l, I  rec o m m e n d  it  fo r 
y o u r  c o n s id e ra tio n .

As presiden t of the F L I, it w as m y privilege to  tes tify  in sup
port of an expanded FD A  budget before the Senate and H ouse A p
propria tion  Com m ittees. I th ere  pointed ou t the effectiveness of the 
F D A  in the consum er protection  field, and I supported  the  continuance 
of the  career system  for all F D A  personnel. T he  F D A  needs increased 
funds to  p roperly  and effectively carry  on its valuab le function.

W e will now proceed w ith  the question  and answ er panel. I 
don’t th ink  any one up here needs in troduction . Y ou’ve seen them  
all here before, so I will proceed w ith  the  questions.

I first have a question for M r. C la rk :
I un derstan d  th a t there  are household products w hich contain a 

very  poisonous m ateria l as an ingredient, b u t the  final p roduct has 
never caused any  trouble. M ust such a p roduct be labeled un der the 
F ederal H azardous Substances L abeling  A ct?

M r. C lark : T he  F ederal H azardous S ubstances L abeling  A ct 
deals w ith  the final p roduct as used in the  household and even though  

. one of its  ingred ien ts in a pure s ta te  m igh t be very  toxic, it w ould be 
the  characteristics, e ither the toxicity , the irritancy, or som e o ther
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hazard  of the final p roduct th a t w ould control, and no t those, of its 
ingredients. I t  is helpful in a rriv ing  a t an opinion as to  the proper 
labeling of the  final p roduct to  know the properties of the ingredients 
b u t it w ould be the hazards of the finished product th a t w ould control.

Mr. Depew: A question for Dr. B anes: Is there a relationsh ip  
betw een the chick edem a facto r and free fa tty  acid J. If there  is, w hat 
is considered a m axim um  level of safety for free fa tty  acids in 
cooking oils?

Dr. Banes: The only relationship we know of between the chick
edem a factor and free fa tty  acids is th a t certain  free fa tty  acids have 
been found to be con tam inated  w ith  chick edem a factor. T h a t 's  also 
true  of certain  products from  free fa tty  acids, th a t is, syn thetic  esters. 
As to the level of free fa tty  acids in foods, I can’t m ake a general s ta te 
m ent. I t  w ould depend on the  constituen ts of the acids. If a fa tty  
acid has been found to  be con tam inated  w ith  chick edem a factor, it 
should no t and cannot be used un der the regula tions in p reparations 
for hum an consum ption.

Mr. D epew : A  question  for M r. Roe : W ould  a rep resen ta tive  of 
the F D A  com m ent on w h at in form ation is available as to the risk  of 
ink m igration into a product from  roll stock p rin ted  cellophane?

Mr. Roe: T he question of p rin tin g  inks on labels has been
co n sid ered ; it is necessary to  consider them  from  tim e to  tim e under 
Food A dditive petitions. T he question of w hether the ink, if in con
tac t w ith  a food in the  con ta iner w ould m igrate  into the food and 
place any  harm ful ingred ien ts in it— I do n 't know  th a t I can m ake 
any  general s ta tem en t as to  how th a t can be evaluated o ther than  
app ly ing  the  tests  th a t we have suggested  for checking for m igration  
of the various ingred ien ts in or on packaging m aterials. I t  is sim ply 
a question of fact whether under the usage and under the contact w ith  
food there  w ould, in fact, be any m igration .

Mr. Depew: Mr. K irk : Since m ineral oil N. F. m eets N. F. 
requirem ents, does th is  m ean th a t m ineral oil will be perm itted  in 
food for m an and feed for anim als ?

Mr. K irk: M ineral oil is classed as a food additive and any p ro 
posal to  use it in or on food w ould call for an app ropria te  Food A d
ditive Petition  and subsequent regulation . T he fact th a t the product 
is N. F. w ould be only the  s ta rtin g  point.

Mr. Depew: I have a very  in te restin g  question here M r. Good
rich : A re no t closed hearings on changes in regula tions offensively
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■ dictatorial? I cannot help contact the closed hearings used in Federal 
■ regulation  changes w ith  recen t changes in air pollution regulations 
'in  the  D istric t of Colum bia w here about a dozen scheduled speakers 
rep resen ting  all sides of the question  were heard, unscheduled com 
m ent w as then asked for and several speakers w ere heard. F inally , 
we w ere told th a t we w ould have a w eek to  subm it fu rth e r w ritten  
com m ent before the  testim ony w ould be evaluated. W h y  are not 
procedures such as th is used in estab lish ing  and changing FD A  
and pesticide regula tions?

T h e  final decision . . . ( th is  is a note to  the question) the 
•final decision w as still m ade in cham bers bu t a t least there w as avail
able a broad range of stim u la ting  and cross-fertilized opinion.

Mr. Goodrich: W e stopped beatin g  our wife a long, long tim e 
ago, and  wTe can s ta r t off w ith  th a t answ er, I th ink. W e do have 
form al procedures for all of our ru le-m aking activities, some m ore 
form al than  the others, as I pointed out in m y discussion yesterday. 
In ou r pesticide regulations, we are bound to  s ta r t w ith  a Notice of 
the  F iling , of the  P etition . W e then come out w ith  a tolerance. I t  

. is subject, to- objections; then if the objections are taken  soundly, they  
are followed by a public hearing, w ith  judicial review. In  the  case 
of some regulations, the law  does not require a hearing. T h a t was 
true  w ith  the in itial regu la tions for the F ederal H azardous Sub- 

' stances L abeling  Act. W e had a b ig  m eeting  down in th is room  ; 
it d idn’t satisfy  everybody, bu t it w as in addition to  the  approxim ately  
500 w ritten  com m ents in som e depth w hich we received, and w hich 
I m igh t say, all received consideration . W h a t w as the  w ord— cross
fertilization  of ideas—we received p len ty  of this. W e cam e ou t w ith  
the final regu lation  a fte r all th is study. B u t of all the  F ederal laws, 
w hen you ta lk  about one th a t doesn 't have adequate public p ro
ceedings, you picked a very  bad one under the Food and D rugs Act. 
T h is w as passed in 1938. ju s t a fte r H en ry  W allace had decided the 

. fam ous Stockyard  case. C ongress w rote in the m ost form al type of 
procedures. W e lived w ith  those un til the H ale A m endm ent w as 
passed a  few years ago. w hich did no th ing  at all to  take aw ay the  
form alism  in those areas w here th ere  w as a  real con troversy . W e 
have th a t today, and anyone w ho th inks we do operate  in a S tar 
C ham ber type of ac tiv ity  is sim ply unfam iliar w ith  our procedures, 
and I invite them  to v isit our H earin g  C lerk’s office to look at the pro- 

• posals, look at the com m ents, and see w h at w as done w ith  them . 
I hope th a t’^  no t too long an answ er for such a sh o rt question.
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Mr. Depew: A question  for M r. C lark : If a  com petito r has 
ob tained an  exem ption from  th e  labeling requirem ents of the  Federal 
H azardous Substances L abeling  A ct, does it also apply to  us? H ow  
w ill we find ou t abou t such an exem ption?

Mr. Clark: W ell, I assum e the  question m eans a p roduct sim ilar 
to  the  one on w hich an exem ption w as obtained. W e need experience 
in th is  exem ption field b u t it w ill be ou r purpose, w h erev er we can, 
to  give exem ptions on the  broadest possible base ra th e r  th an  on 
specific p roducts a lthough  we m ay have to  do' th a t in som e instances. 
Such exem ptions, as M r. H arvey  sta ted  yesterday, will be published 
as R egulations in the  Federal Register. T here  w ill be no publication  
of petitions for exem ption w hich have been denied. T hose will be 
betw een Food and D ru g  A dm in istra tion  and the  petitioner, b u t th ere  
will be un der Section 191.63 of the  R egulations, publication  of the  
exem ptions.

Mr. Depew: A question for Dr. Z a p p : O ne of the speakers y e s te r
day afternoon, I believe the  last one, im plied th a t the pro tection  the 
new labeling law  is going to  afford against dangerous hom e products 
should be balanced against w h a t it w ill cost in d u stry  to  label its 
p roducts satisfactorily . Does in d u stry  really  sup po rt the view  th a t 
hum an lives should be balanced against m oney in th is  w ay?

Dr. Zapp: W ell th a t’s alm ost as bad as the  question  th a t w as 
asked M r. Goodrich. I t  certa in ly  does no t rep resen t w h a t I said 
yesterday. I po in ted  ou t th a t in du stry  ac tua lly  has been supporting  
cau tionary  labeling of p roducts for a g rea t m any years, th a t it w anted , 
backed and assisted  in g e ttin g  the  F ederal H azardous Substances 
L abeling  A ct passed, so I th in k  th a t th a t p a rt of the  th in g  is quite 
clear. W h a t I did say w as th a t the  regu la tions im plem enting the 
F ederal H azardous Substances L abeling  A ct have proposed a dif
feren t fo rm at of labeling from  any  th a t is in use a t the  presen t tim e. 
I t  isn ’t th a t they  require different w ords or even a stron ger s ta tem en t 
of cau tionary  in fo rm ation b u t ra th e r the placement of it in a certain way 
on the  fro n t panel and set off in certain  specific ways. I po in ted  ou t 
th a t th ere  is no background of scientific fact or historical fact th a t 
w ould say th a t th is  new  form at will accom plish a  purpose b e tte r  than  
any  ex isting  industria l label a t the  p resen t tim e. T h is is a m atte r 
of opinion. M aybe it does. B u t I also said th a t if in du stry  is required  
to  change the  labels on all existing  packages, or v irtu a lly  all ex isting  
packages by F eb ru ary  1, 1962, th is  will require the  expenditure of 
m illions of do llars and  m any m an-hours— the cost of .which is u lti
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m ately  go ing to  be borne by  the consum er. A nd m y only question 
was w hether th is type of expenditure re la ting  to  the  existing, already 
labeled and  packaged products, is going to  re tu rn  value for the m oney 
expended.

Mr. Depew: A nother question for y o u : D oes the  in d u stry ’s 
concern over labeling  of hazardous substances, w hich I understand  
existed before the new law, stem  from  hum anitarian ism  or from  the 
danger of su its  by people w ho are in ju red?  (L au g h te r)

Dr. Zapp: I m ust no t live r ig h t! T h is  kind of question! H o w 
ever, I note th a t the  questioner recognizes th e  fact th a t in d u stry  does 
have a  concern w ith  cau tionary  labeling. Now, it seem s to  me the rest 
of the question is som eth ing like this. I note th a t you go to  church. 
D o you do th is because you believe in God, or because you’re afraid 
if you don’t yo u ’ll go to  hell? I t ’s the  sam e kind of question, isn ’t it?  
A nd I don’t th ink  there  is any answ er th a t can be given to  it. W hen 
you ge t beyond the fact the in du stry  h isto rically  has been concerned, 
and then  inquire in to the m otives as to  w hy th ey ’re concerned, there  
isn ’t any one answ er and certa in ly  there is no one answ er th a t I can 
give. I w ould say th a t I find hu m anitarians am ong in du stry  and I 
find people w ho are com pelled by law s ju s t as you find in any other 
group, and  I th ink  th a t if you try  to get an answ er to  th is question, 
you w ould find th a t there are all sorts of m otives involved. B ut the 
fact is th a t in du stry  has had th is concern.

Mr. Depew: A question for Mr. Rankin: Mr. C ribbett said th a t 
if necessary  F D A  will estab lish to lerances for radioactiv ity  in food. 
H ow  can you do th is in view of the D elaney Clause .of the Food 
A dditives A m endm ent?

Mr. Rankin: T he  Food A dditives A m endm ent does no t apply to 
m ateria ls th a t g e t in accidentally  as from  radioactive fallout. T here  
w as som e debate w hen the  A m endm ent w as before Congress as to 
w h e th er the  C ongress should strike  from  the  law  the provision dealing 
w ith  accidental contam ination . A nd the  C ongress decided it w ould 
leave Section 406(a) in the  law  to take care of accidents. C learly 
the  food grow er, the food m anufacturer, has no control over the 
am ount of fallout reach ing  his product, it is not an in ten tional additive 
so far as he is concerned, it is no t sub ject to  the D elaney Clause.

M r.’Depew: A question for Dr. C am pbell: I w ould like to  hear 
a fu rth e r discussion by Dr. Cam pbell of the approach th a t she suggests 

•to the  packaging  problem . Does she suggest round tab le negotiations 
lead ing to  new .federal law's to  regula te  packaging?
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Dr. Campbell: I suggest round tab le negotiations. W h e th e r
necessarily th ey ’ll lead to  new  federal law s or no t depends on w h a t 
cam e ou t of the general discussions. I ’m not ta lk in g  so m uch of 
negotiation  as discussion of m any of these problem s. T he  po in ts 
of view  of in du stry  and the  consum er should all be taken  in to  ac
count in te rm s of the  g rea test advantage— public advantage.

Mr. D epew : M r. R ank in : W h y  is the governm ent so concerned 
about fallout w hen the  levels are so low, as described by  the speaker 
from  the  A tom ic E nergy  Com m isson?

M r. Rankin: I believe the answ er to  th a t w as covered bo th  by 
Dr. Lough this morning and by M r. Cribbett yesterday  m orning. T he 
position th a t the federal governm ent takes, and th is is a position 
recom m ended by the  F ederal R adiation Council and adopted  by the 
P residen t, is th a t since we cannot prove w ith  experim ents th a t have 
been conducted to  date, or experim ents th a t are foreseeable, e ither 
th a t m inute am ounts of rad ioactiv ity  do cause definite harm  or th a t 
they  do no t cause definite harm , the p rud en t course of action is to 
conclude, to  assum e th a t we will get harm  from  sm all am ounts of 
radioactiv ity . T h is presum es th a t every increase above the  back
ground rad ioactiv ity  is going to  create difficulty, som e problem s for 
the p resen t generation  and o ther problem s for fu tu re  generations. 
I t  is p rud en t then  to  take all m easures possible to  keep rad ioactiv ity  
to a m inim um , to  keep from  increasing the background th a t we are 
exposed to  anym ore than  is necessary.

Mr. D epew : Is the  F D A  ready to agree th a t the D elaney Clause 
is unw orkable and to  recom m end its repeal ?

Mr. Rankin: Som eone suggested  from  m y left th a t I could
answ er th a t w ith  one w ord, bu t I 'll take a few m ore w ords than  that. 
W e do not agree th a t the  D elaney Clause is unw orkab le ; on the 
con trary  it  is quite w orkable. T h a t’s w h a t’s causing  som e people 
som e difficulty. I t ’s w ork ing  and the  shoe is p inch ing a  bit. In  the 
second place, we have announced repeated ly  th a t w hen the scientific 
evidence is available to  show us th a t we can safely establish a to lerance 
for a substance th a t is found to  induce cancer w hen fed, we will then  
be w illing  to  recom m end to  the  C ongress th a t the D elaney. C lause 
be changed. U n til th a t tim e, w e’re no t prepared  to  recom m end 
a change. E xcep t for anim al feeds we are prepared to  go  along with a 
change th a t would allow  a cancer producing substance to be incorpo
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ra ted  in anim al feed, w here there is evidence th a t it does not harm  the 
test anim al and it does no t leave residues in m an’s food derived from  
the te s t anim al—the trea ted  anim al.

Mr. Depew: W ould anyone else on the panel like to  com m ent 
on th a t answ er?

Dr. Oser: I 'd  like to  com m ent on the w orkability  of the Delaney 
Clause. W hen th is sub ject cam e up over in C ongress, the question 
cam e up about residues of stilbestro l in cattle. T he record showed 
th a t the  analytical m ethod had gradually  been reduced to detect very 
little  residues bu t th a t they are unable to  detect them in the cattle. 
I t  seem s like som eth ing around 70 to  80 per cent of the cattle  in th is 
cou n try  w ere being trea ted  w ith  th is  feed. I raised the question w ith  
a C ongressm an. Suppose the m ethod is fu rth e r im proved so they  do 
detect it in the cattle. W ill all these cattle  becom e illegal for food 
uses overn igh t?  T he preceding secre tary  cam e back over and testified 
th a t they  m ight change the  m ethod. Now th a t’s the w ay it works.

Mr. Goodrich: M ay I com m ent on th a t?  O ur preceding secretary  
w ent over to  the C ongress and stron g ly  supported  the  D elaney 
A m endm ent. H e said, in term s of m ethodology, th a t he had no an tic i
pation th a t there  w ere refinem ents of the kind you w ere speculating 
about, and there  w ere no plans on this. H ow ever, if he found a minute 
residue in the anim als, it w ould have to be trea ted  the sam e as o ther 
D elaney A m endm ent constituen ts. N ow  S ecretary  F lem m ing  made 
it very  plain th a t w here a carcinogen could be to lera ted  in an 
an im al’s food, w ould’n t h u rt the anim al and w ould leave no residue in 
m an’s food, he w as perfectly  w illing to go along w ith  an am endm ent 
to  perm it it. H e m ade it equally plain th a t w here we found a m inute 
residue of a carcinogen in m an’s food, un til the  people in N IH , N a
tional Cancer In s titu te  and o ther scientific groups, could say th a t it 
w as safe, he w ould have to  take the pruden t course and say he w as 
against it. A nd no one th a t spoke on the D elaney Clause w hen it was 
in C ongress advocated any to lerance for any cancer-producer th a t I 
know  any th ing  about. I t  w as ju s t a question of do we ou tlaw  it by 
nam e or by necessary im plication.

Mr. Depew: A question for M r. R oe: If F D A  is now  ready to 
determ ine trillio n th s of a gram  of chem icals, how long will it be before 
the  governm ent s ta rts  seizing m ilk because of high pesticide residues?
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Mr. R oe : W ell, there  seem s to  be a sort of a double tw is t to  th a t 
question. In the first place, the governm ent will s ta r t seizing m ilk 
any  tim e th a t it finds significant residues in it. W hen it com es to  
trillion ths, very  m inute quantities, then I don’t th ink  th a t w e’re going 
to  be concerned. I t  depends upon w hat the  trillion th  represen ts and 
w h at all of the factors are, b u t I w ould say th a t we are no t looking for 
the  sm allest am ounts as a basis for seizure, b u t we are bound, of 
course, to  undertake seizure w here we do find any residues of 
significance.

Mr. Depew: A nother question. Mr. R oe: W h a t is F D A  go ing  to 
do to  reduce the high incidence of food po isoning th a t D r. Slocum 
reported . H ow  about bacteriological stan dards of p u rity ?

Mr. Roe: W ell. I th ink  bacteriological standards of p u rity  are 
one of the approaches to  th a t problem . Dr. S locum ’s division is 
un dertak ing  research studies on the food poisoning o rgan ism s to 
evaluate all of the factors th a t m ay be involved. I t  w ill give us 
bacteriological procedures th a t will help detect the presence of food 
poisoning organism s and give us a basis for checking foods and 
rem oving from  the m arket those th a t m ay be so contam inated . 
B acteriological stan dards m ay be a partia l help in some cases. T his 
w ould depend, of course, on w h at our researches show, w h e th er there  
are bacteria  counts. T h a t w ould be m eaningful in te rm s of the  tox ic ity  
or po ten tial toxicity  of the foods. C erta in ly  bacterio logy is a  po ten t 
scientific tool in study ing  and dealing w ith  th is  problem .

Mr. Depew: Mr. K irk : W hen is F D A  go ing to agree to  the 
m anufacture  of fish flour?

Mr. Kirk: W e agree to  the  m anufacture  of it r igh t now. W e 
have no t taken  any action to  stop the m anufacture of fish flour. F ish 
flour for hum an consum ption m ade from  the  clean, sound, edible 
portions of the fish is, of course, a  perfectly  legal product. F ish  flour 
m ade from  the  w hole fish, w hich includes those portions not regarded 
as suitable for hum an food in th is coun try  m ay be sold for fertilizer, 
m ay be sold for anim al feed, and additionally , m ay be sold for hum an 
food to  any  cou n try  in the w orld w here the  law s of th a t coun try  do 
no t p roh ib it it. As you probably  know , we have published a proposal 
subm itted  to  us to  estab lish  a standard  of id en tity  for th is  p roduct for 
hum an consum ption. T he  tim e for filing com m ents on th is  proposal 
te rm inated  a couple of w eeks ago. W e have alm ost 2,000 com m ents, 
m any of them  violently  opposed to  the idea. People say, “ I ju s t 
w ouldn’t eat th is  stu ff.” O thers  say it is a w onderful, th in g  for the
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re st of the w orld. W e don 't disagree. W e do have a substan tia l 
num ber of le tte rs  th a t are very  frank. People w rite  in and say, “W e ’re 
in the m enhaden business, we catch these fish, and w e’ve been selling 
ou r product for fertilizer and anim al feed and we th ink  it w ould be 
w onderful for ou r business if y o u ’d let th is  stuff be sold for hum an 
food.” T he  C om m issioner has the responsib ility  for review ing all the 
com m ents w hich come in, and m ust m ake a decision to  be published 
in the  Federal Register w hich can do one of th ree  th in g s : A ccept 
the  p roposal; accept it w ith  m odifications; or reject it. W e 're  hopeful 
th a t we can get th a t decision, w hichever one of those it is, in the 
Register very  shortly . Yes, w h atev er decision is m ade will be subject, 
as M r. Goodrich m entioned earlier, to  the  ob jection procedures w ith in 
a  specified period of tim e, w hereby any  adversely  affected p arty  m ay 
dem and a public hearing. T hen  the decision m ust be based on the 
record of the  hearing, and if som eone doesn 't like th a t final decision, 
he can go  to  court.

Mr. D epew : M r. G oodrich: W h y  doesn 't FD A  require food 
packages to  have a certain  size type for in form ation the  consum er 
w an ts, like C anada?

Mr. Goodrich: W e have a general regu lation  th a t w as adopted 
in 1940 w hich we th o u g h t w ould ge t the  m essage across. I t  says th a t 
the  required  m andato ry  in form ation m ust be prom inently  placed on 
the  panel th a t is likely to  be displayed under custom ary  conditions of 
purchase. I t  is one of those regula tions w hich says w h at should 
be done, instead of w h at has to  be done, and I'm  afraid the m essage 
doesn’t qu ite  come th rough . W e have no proposals now  to  fix size 
o r p lacem ent of labeling, o ther than  in hazardous substances and 
in our recen t proposal on prescrip tion  drugs. W e are hopeful th a t the 
com pliance w ith  the sp irit of ou r ex isting  regulation  will pu t th is 
m and ato ry  in form ation a t a place and in size w here it will be no tice
able, b u t w e do have a very  active program  now  against inconspicuous 
labeling bo th  in term s of the m andato ry  ingred ien ts and in term s of 
the  net w eight. I th ink  if anyone w ill look over our press releases 
and our experience, th ey ’ll find th a t m uch needs to  be done here. 
W h e th e r w e’ll even tually  have to  adopt a  regu la tio n  on size rem ains 
to  be seen, bu t, as I said yesterday, under the  H azardous S ubstances 
L abeling  A ct, we th in k  we have th a t au tho rity .

Mr. D epew : ‘H as F D A — or any o th e r agency— developed recom 
m endations for g e ttin g  rid of fallout in food?
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M r. Rankin: F irst, I w ould po in t ou t th a t both of our speakers 
on radioactiv ity , Dr. L ough and M r. C ribbett, have em phasized the  
m inute q u an tity  of fallout th a t is reach ing  food a t th is tim e. B u t if 
we get to  the  place th a t fallout becom es a problem , there are a  num ber 
of steps th a t can be taken. R em em ber th a t fallout is essentially  a type 
of dust. T he types of rem oval p rocedures th a t you use for du st can 
be used for fallout. T he types of p ro tection  th a t we use to  safeguard 
food against du st can also be used for fallout protection . T he rays 
from  fallout do not induce rad ioactiv ity  in food, so if a w ell-closed 
package, a tin  can, a glass container, or even a closed cardboard  con
ta iner is dusted  off first to  rem ove fallout and carefully  opened, the 
food w ith in  it w ould be safe for consum ption. N ow  as to  fallout th a t 
com es from  all-out nuclear a ttack  on th is  country , there  are  m ore 
sophisticated  procedures th a t can be tried . Dr. L ough  m entioned 
som e of those th a t are under consideration w ith in  the  E xecutive 
Branch of the governm ent a t present.

Mr. D epew : Mr. M ulford : Do you th in k  the approval of food 
additives should be a new d ru g  type of a p p ro v a l; th a t is, each firm 
has to  get approval for its additive even though  it is the sam e as one 
a lready approved? W ould  th is  lead to duplication of research  and 
w asted  effort?

Mr. Mulford: No, I don 't necessarily  say it should be a new 
d rug  type situation . I ju s t po in t ou t th a t th is  question, “w h at is the 
sam e," should be very  carefully  considered, particu larly  w here the 
m ethod of m anufacture  seem s to  play an im p ortan t part, and w here 
the first proponent subm its all th is  in form ation on the  m ethod of 
p roducing a  p roduct and o ther people do no t have to.

Mr. D epew : T he next question w as addressed to  Dr. K ern . I 
revise it and I hope Mr. M cM urray  m ay be able to  answ er i t : Does 
in du stry  believe new legislation is needed in the  anim al feed area ? 
If so, w h a t should be proposed ?

Mr. McMurray: T h a t’s a  ra th e r broad  question. N ew  legislation 
is being  proposed in th is  area. I can’t  speak for in d u stry  as to  w hat 
proposals m ight be made. I th ink  the  question is too broad  to  answer.

Mr. D epew : M r. M ulford : the speaker w ho talked  about anim al 
feed w as w orried  because he had som e trouble  g e ttin g  F D A  to  agree 
to let him  p u t m ore chem icals in to  feed. H e m igh t be in terested  to 
know  th a t m any w om en w ould ra th e r buy m eat g row n w ith o u t all of 
his chem icals. T he  m eat doesn’t  seem  to  have the  flavor it used to
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have, and I w ould like to  know  w hy we can’t have it grow n on plain 
feed again.'

Mr. M ulford: T here  are som e people w ho prefer the V irg in ia 
ham s th a t are not sub ject to m eat inspection and can’t be shipped 
in in te rs ta te  com m erce. I t  is entire ly  possible to  ge t th is sort of 
th in g  for those th a t prefer them . P ersonally , I like to  believe th a t our 
food law s and our inspection law s are there to  provide safe ty  for the 
people and also cleanliness w hich is, of course, an im p ortan t factor 
and I th in k  they  do a  very  good job  of it. If you w an t tas te  m odi
fications, speak up. I am sure th a t som ehow  or o ther the m eat 
producers will be able to  satisfy  the dem and for th a t kind of product.

Mr. Depew: T he  next question I th ink  I ’ll ask for Dr. Campbell’s 
co m m en ts : Food is being packed in odd sizes now so it is hard  for the 
custom er to  determ ine which product is the best buy, and it is being 
packed in boxes th a t are too big. W h y  do the m anufac tu rers insist 
on doing th is?  W h y  don’t  they  supply  good food for a fa ir price in 
stead of d ressing  up the packages so we can’t tell w h a t we are ge ttin g?

Dr. Campbell: W h y  do you ask me w hy the m anufactu rers do 
w h at th ey  do? (L au g h te r)

Mr. Depew: I don’t th ink  there  is anyone on the panel w ho 
w ould consider him self an expert in th is  p a rticu la r field. I can say 
th a t I know  th a t there  is a need for m utual un d erstan d in g  in th is 
field. Some of these convenience foods require th a t they be packaged 
in special sizes th a t are not of a s tandard  net w eight, and th a t there 
are also reasons for packaging  a line of foods in a certain  size package. 
If th ey  w ere no t all packaged in the sam e size, it would no t only m ake 
it m uch m ore expensive for them  to be sold and d istribu ted , bu t it 
w ould m ake it hard  for them  to be displayed in the re ta ile r’s store.

M r. D ierson, Counsel for the CM A, is in the audience. W ould  
you like to  com m ent any fu rth e r on th a t question ?

Mr. Dierson: If the assum ption is clear th a t the  package is de
ceptive, then  of course it is sub ject to law  and the violation can readily 
be reached, p roh ib ited  and punished. B u t suppose there  is som e doub t 
abou t the  reason for the size of the package, w hich is sub ject to  
explanation. If such explanation  by the  m anu fac tu rer is persuasive, 
then  again  it seem s to  me the answ er is clear. F urtherm ore , no m anu
fac tu rer can long escape e ither the  penalty  of the law  for violation 
or the  penalty  of defying the  public in telligence by p u ttin g  up a 
package w hich offends in th is  respect. In  a technical or borderline
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case a package, le t us say, loses som e of its bulk and  gives the  ap 
pearance of being slack-filled for such reasons as the  shak ing  dow n 
of a cereal in tran sit or loss of m oisture due to  clim ate. T h is I th in k  
is a clear problem  of loss of bulk for reasons beyond the m an u fac tu re r’s 
control and no tw ith stand in g  his use of the best packaging  practices. 
T he public should m ake allow ance for th is, how ever, w ith in  app ro
priate  physical tolerances.

Dr. Campbell: M ay I ask the m anufactu rers som eth ing  on th is?  
I m ean is there a real ob jection to  estab lish ing  stan dards of fill for 
con tainers ?

M r. Dierson: T here  is. Dr. Cam pbell, a general s tan d ard  of fill 
of con ta iner in the  sense th a t any headspace m ust not exceed a to le r
ance th a t is reasonable in relation to  the na tu re  of th a t product. 
F ac to rs  relevant to  an app ropria te  to lerance include such product 
characteristics as changeable density , tendencies to  absorb o r to  lose 
m oisture, expansion or con traction  w ith  changes in tem pera tu re , etc. 
A ccordingly, fill of con tainer m ay have to  vary  w ith  a  g rea t num ber 
of products. H ow ever, th is general s tan dard  of a rule of reasonab le 
fill has long and effectively been adm inistered  by the various s ta te  
w eigh ts and m easures officials and by the U nited  S ta tes Food and 
D ru g  A dm inistra tion . If a grocery  m anu fac tu rer packs his p roduct 
in a m anner w hich offends the  requ irem en t of a reasonab ly  full 
package, he finds him self exposed to  prosecu tion  for v io la ting  ex isting  
sta tu te s  w hich p roh ib it and penalize deceptively filled packages. T he 
foregoing com m ent does no t re la te  to  the  different question  of a 
reasonable varia tion  in w eigh t from  th a t declared upon the label.

Dr. Oser: M ay I add a w ord to  th a t?
Mr. Depew: Yes.
Dr. Oser: I 'm  no t defending any practice of the m anufacturer, bu t 

an explanation of one reason for the odd w eights, is the fact th a t there  
are cases w here the  m anufacturer has a line of products, such as 
breakfast cereals or spices, w here the  sam e size con tainer is used for 
practical reasons and for display reasons, the  density  of the various 
products th a t go in to  these packages necessitate  odd w eights. I say 
th is  w ith ou t defending it, bu t th is is a p ractical m atter. T h is  is also 
true  for liquid products w hich are filled to  a certain  level b u t w hich 
vary  in density.

Mr. Depew: T han k  you.
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A question for Mr. K irk : Does the F D A  in tend  to publish any 
list of m ateria ls  deem ed safe for use in the  construction  of process 
equ ipm ent and  hand ling  system s for food products— particu larly  
liquid food p roducts?  W ill such a com pilation, if it is published, be 
of the b lanket petition  Food A dditive O rder type, or a list of m aterials 
generally  recognized as safe?

Mr. Kirk: W e have before us a num ber of petitions for reg u 
la tions dealing w ith  specific m achinery  item s, and we will have to 
deal w ith  those in different ways. O f course, there  m ay be som e 
item s on those lists w hich are readily  determ ined to  be generally  
recognized as safe. O thers  m ay fall in -what the inqu irer calls a blanket 
so rt of petition , and then  there could be specific item s. Since w e’re 
on the  subject, I m ight m ention th a t the  fact th a t th ere  are no reg u 
la tions does no t give any free ride. W e have a num ber of extensions 
of the  effective date for m achinery  item s and if a food additive is 
g e ttin g  in to the  food, w here there  is no regulation  and there  is no 
extension, th a t food is au tom atically  illegal today.

M r. D epew : Mr. R oe: Section 403 of the  Food, D rug , and
Cosmetic Act states that a food shall be deem ed to be m isbranded if 
in package form  unless it bears a label containing,

(2) an accurate s tatem ent of the quantity  of the contents in term s of 
w eight, m easure or num erical count: P rovided th a t under clause (2) of this
pa rag rap h  reasonable variations shall be perm itted, and exem ptions as to 
sm all packages shall be established, by regulations prescribed by the Secretary.

W ill you please define w'hat is m eant by “reasonable varia tion” 
as it applies to  w eigh t and as it applies to  liquid volum e? If th is 
varia tion  is predicated  upon a sta tis tica l basis, are copies of the  m ethod 
used available?

M r. Roe: I th in k  th a t 's  p re tty  well covered in the  general reg u 
lation issued on th a t section of the  lawr w hich does a ttem p t to  in te rp re t 
the  provision of the law  for a llow ing certain  reasonable variations. 
I t  is con tem plated  in the case of w eigh t, for instance, th a t the  average 
w eigh t of a  lo t of goods will be th a t declared, th a t the variations 
above and  below  will average ou t to  the  p rop er w eight, b u t the  
s tan d ard  varia tions, e ithe r above or below, should no t be large. N ow 
w e haven’t  se t up a listing  to  indicate specifically w h a t variations 
wmuld be considered reasonable. I th in k  th a t differs w ith  the  different 
ty pes of com m odities, the  different size packages. T h is  is sim ply a 
m a tte r  of try in g  to  allow  for a reasonable variation . N ot every pack
age in the  carload is go ing to  be exactly  the  w eigh t declared, b u t the
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law  contem plates th a t the w eight be ju s t as close as reasonab ly  can 
be done and it does indicate th a t we w ould expect as m any packages 
to  be above w eigh t as below  w eight, if a reasonable a ttem p t w ere 
m ade to  comply.

Mr. D epew : M r. K irk , on the food additive petitions, F D A  has
90 days a fte r filing of the  petition  in w hich to  act on th e  petition , and 
th ey  m ay take an additional 90 days if desired. H ow ever, w ith  regard  
to  food standards, no action  is required  by the FD A , and frequently  
a petition to  am end the standards sits w ith ou t an y  action for a year 
or two.

W ould  the F D A  in itia te  o r support a m ove to  legislate a reason
able tim e lim it for action ? Can the F D A  legally  estab lish  tim e lim its 
for action by m eans of procedural regu la tions?  If  th ey  can, are they  
w illing to?  W h a t o ther steps m igh t be taken  to  speed up am endm ents 
to  food stan dards?

Mr. K irk : T h e re ’s a lot to  th a t. F irs t, let me say th a t in m y
opinion, you do no t get any th ing  done any  faste r by  hav ing  a reg u la 
tion w hich says do it in 90 days. I th in k  the  answ er to  the  problem  
here, and I readily  adm it th a t there  is a  problem  in th is  food stan dards 
field, is to  have us do the  job faster not because we are to ld by a 
s ta tu te  to do it in a certain  num ber of days, bu t because it is a job 
w hich should be done and should be done prom ptly . AVe happen to 
be sho rt of personnel in our Food S tandards Office rig h t now, and we 
are try in g  to  rectify  this. As I say, I don’t th ink  the  answ er is “le t’s 
pass a law .’’ T he answ er is “ le t’s get som e people and do the  jo b ” 
w hich we too w an t done ju s t as you people do.

Mr. D ep ew : A n o ther q u e s tio n : T here  appears to  be a g reat
deal of confusion concerning regulations covering com ponents of paper 
and paperboard  used for food packaging. P lease s ta te  w h a t is being 
done to  prom ulgate  a b lanket petition , and how can individual com 
ponen t m anufactu rers cooperate in the prom ulgation  of a sound, all- 
inclusive regula tion?

Mr. K irk: W ell, here again, as in the m achinery  field, we do
have proposals for regulations. T he  A m erican P aperbo ard  A ssocia
tion  and  the  P ulp  and P aper A ssociation have been w ork ing  very  
closely wdth our people in th is  m atte r for a very  substantial* am ount 
of tim e. O f course, we do have m any extension item s u n d e t the 
au th o rity  of th is  y ea r’s law, and I do expect th a t we will have a real, 
I guess the term  is “b lank et”, everybody w an ts to  call it blanket,
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although  I don’t really  believe it is, b lanket regulation  w hich will 
cover m any facets of th is  paper operation. T here  are, of course, 
a lready a num ber of individual item s w hich have gone th ro ug h  the 
petition  rou te and have come out w ith  regula tions for use in m aking 
paper and  paperboard , and I expect th a t we will continue to  have 
individual regula tions w here the  facts w arran t.

M r. D epew : M r. R oe: H ow  does one assure him self th a t fill
of con ta iner is sa tisfac to ry  for such item s as loose-pack candies, 
cookies, etc., in : (a) a rigid box? (b) a flexible bag? In  o ther 
w ords, are there  any  official or unofficial stan dards or guides for de ter
m in ing the p roper size for the package, or for determ in ing  the per 
cent of fill?

M r. R oe: W e haven’t issued any  fill of con tainers standards
for packages of th a t type. I t  is m uch m ore difficult for the Food and 
D rug  A dm in istra tion  to  evaluate the package than  it is for the  m anu
fac tu rer to  insure th a t he has a well-filled package. Y ou are in posi
tion, of course, to  determ ine how  m uch you can pu t in the  package 
w ith ou t dam aging the  product and ascertain  ju s t w h a t the  conditions 
of holding are. W e have difficulty som etim es in evaluating  w h at the  
shake-dow n m ay be and so forth . B u t I th in k  it is obvious th a t we 
do encoun ter from  tim e to  tim e packages th a t are no t well-filled. 
H ow ever, from  the  m anu fac tu re rs’ standpo in t he has no real problem  
if he takes the  trouble  to  determ ine and to  experim ent a little  b it 
how  he can pack the  m aterial and ju s t w h at the  conditions are th a t 
he has to  have in the w ay of a package to  p ro tec t the product.

M r. D ep ew : I have a couple m ore questions for y o u : T here  are 
s tan dards of id en tity  for jellies and preserves w hich regulate  the 
quan tities of fru it or juice to  be used. T hese  fru its  or ju ices m ay be 
of a blend of varie ties o r lots or suppliers— in fact, they  are often 
m ade of blends to  achieve a particu la r flavor characteristic . Some 
m anufactu rers are now add ing  back fru it essences w hich w ere orig i
nally  cap tured  d u ring  the  processing of fru its  or juices. Is  it necessary 
th a t the  essences so used be used in conjunction w ith  the specific lot 
of fru it from  w hich they  w ere ob tained?

M r. R o e : I t  is m y recollection th a t  the  stan dards for preserves
and jam s call for the  use of fruit, and I don’t  believe they  m ake any 
provision for add-back of essences. H ow ever, if essences are trapped  
in the  concentra tiqn  of the  jam  and th e  ju ice and added back to  the  
sam e lots, I th ink  we w ould consider th a t it is p a rt of th e  fru it used, 
b u t th ere  may* be som e problem s and som e difficulty if essences from
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o ther sources are used in such a p roduct w ith o u t specific recogn ition  
fo r it.

Mr. Depew: In  the prepara tion  of fru it juice for jellies, a ca rt
ridge-type filter is used. T hese  cartridges consist of a core and a 
filetering m edia. T hese  cartridges are disposable, being used a  m axi
m um  of 8 hours.

(a) Is ju te  a sa tisfacto ry  filter m edia?
(b) Is  phenolic resin a sa tisfacto ry  core m aterial?
(c) Is tin -coated  steel a sa tisfac to ry  core m aterial ?
Mr. Roe: W ell, I don’t th in k  I can answ er those questions off-

hand. I th ink  th a t’s one th a t I ou gh t to  consider w ith  som e of my 
technical people. (L a te r, M r. Roe supplied the  follow ing answ ers:)

(a) Yes, for th is usage we are of the  opinion th a t ju te  w ould 
be GRAS. H ow ever, the  use of ad juv an ts  in the  fabrication  of the  
filter w ould require a regula tion  under the  Food A dditives A m end
m ent unless they  w ere GRAS o r p rio r sanctioned.

(b) Phenolic resins m ay perform  satisfacto rily  as core m aterials 
b u t we do no t regard  th is  usage as GRAS and w e are unaw are  of any  
prio r sanction for it. H ence, a food additive petition  is in order.

(c) Yes, for th is  usage we are of the opinion th a t tin-coated  steel 
w ould be considered GRAS.

Mr. Depew: M r. G oodrich: Since the  Food L aw  In s titu te  m eet
ing  of one year ago have there  been any developm ents in con tinu ing  
guaran ties procedures?

Mr. Goodrich: None, except the new form  of g u a ran ty  un der
the  F ederal H azardous Substances L abeling  Act.

Mr. Depew: M r. K irk : In  view  of the  C alifornia court decision
regard in g  m ineral oil in confections, w h a t is the  cu rren t s ta tu s  of the  
use of m ineral oil specifically in : (a) m olding s tarch?  (b) as a  dust 
p reven tative  in d ry  m ixes ?

Mr. K irk: F irst, I  don’t recall any California or any recen t deci
sion involving m ineral oil in confectionery. I th in k  perhaps the 
in qu irer m ay be referring  to  the  artificial sw eetener in confectionery 
m atter. Be th a t as it may, m ineral oil is still a food additive for the  
uses w hich you m entioned and if the m olding starch  and the o ther 
are in tended for use so th a t the  m ineral oil will u ltim ately  g e t in to 
confectionery, of course, r igh t now  th a t w ould b§ barred  un def the  
provisions of Section 402(d), w hich deals specifically w ith  no n n u tri
tive substances in confectionery.
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M r. Depew: Dr. C am pbell: A recen t review  of peanut bu tte r
packed in glass containers indicated some to  be as low as 82 per cent 
fill. Is  th is  sa tisfac to ry  in your opinion ?

Dr. Campbell: W ell, I don’t have any experience in th a t pa rtic 
u lar field. T h is goes back to  th is  w hole question of fill and w h at is 
reasonable fill. A nd we had one answ er. R easonable fill is w h at u lti
m ately  the court say is reasonable fill, bu t, as you know, the Food 
and D ru g  A dm in istra tion  has been involved in m any cases, w ith  not 
alw ays happy resu lts  in these m atters. T h is is an area  in which, 
I th ink, we could have very  fru itfu l discussions w ith  the various 
parties concerned.

M r. Depew: T h an k  you.
M r. R oe: In  the press there have been articles regard in g  the 

developm ent of toxic substances in fry ing  fats on continued heating. 
Is there any  basis for th is concern, and w h at should a deep-fat fryer 
do in the  w ay of qu ality  or process control ?

M r. R o e : O ver a  period of som e years, there have been reports
in the scientific lite ra tu re  th a t certa in  fa ts  and oils m ay undergo  some 
chem ical change on prolonged o r high heating, o r abusive handling. 
Some reports  have suggested  th a t these changes resu lt in some 
changes in nu tritive  values. T h ere  w ere even reports of the  develop
m ent of toxic substances and  som e suggestion  th a t perhaps th is 
change in fats and oils m ight have som e re lationsh ip  to certain  diseases 
of hum ans. A bout five years ago, in the  B ureau of Biological and 
Physical Sciences, w e undertook  som e research  studies in ou r D ivi
sions of Food and N u trition  to  determ ine ju s t w h at the facts m ight 
be. W e sub jected  various oils and fats to  conditions of heat and p ro 
longed heating  in the laborato ry , and we found th a t there  are changes 
in the na tu re  of polym erization . O ur D ivision of N u trition  conducted 
feeding tests  and found th a t som e toxic substances did appear. In  
the m eantim e, the  chick edem a situation  cam e up and o th e r questions 
w ith  fa ts  and oils th a t indicate th a t there  are som e problem s here. 
I w ould say, how ever, th a t from  the  inform ation th a t w e have developed 
and w h at w e know  from  th e  lite ra tu re , th ere  is no p articu la r concern 
w ith  respect to  the  usual cooking fats and oils as used in the  home 
in frying" and in deep-fat frying, b u t there  m ay be problem s on abusive 
use, •high tem pera tu re , or prolonged uses. W e ’re still s tu dy ing  th is 
problem . I t  involves some very  in te res tin g  and very  com plex and 
very  challenging scientific problem s to  identify  these toxic substances
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and to  elucidate ju s t w h a t th ey  m ean. T here  is basis for fu rth e r 
research  and fu rth e r stu dy  of the  problem .

Mr. D epew : M r. R o e : In  a press release from  H E W  several
m on ths ago, it w as indicated th a t in checking w eigh ts of spices con
sideration  is given to  loss of w eigh t th ro ug h  evaporation. Specifically, 
w h a t are the  allow ances, and how are they  determ ined?

Mr. R o e: I have no specific num erical allow ances th a t we can
lis t for you. B u t th is  problem , the  m a tte r  of possible evaporation  and 
change in w eigh t of p roducts due to  evaporation or loss of m oisture 
is som eth ing  th a t has to  be considered every tim e we check w eigh ts 
on such products as flour, cereals, and spices. T h ey  m ay have dried 
ou t so th a t the  apparen t sh o rt w eigh t m ay be due to  loss of m oisture. 
W ell, w h a t we do, of course, is include m oisture determ inations in 
our exam ination and reference back to  som e stan dards th a t we have 
in some of these products. W e have in the past m ade m any experi
m ental sh ipm ents of various kinds of foods in various k inds of pack
ag ing  to  determ ine w h at changes in w eigh t m ay occur un der certain  
tem pera tu re  and hum idity  conditions. Som etim es w eigh ts increase 
and som etim es they  decrease. H ere  again, it is a m atte r of exam ining 
all of the  facts and determ in ing  th e  significance of the findings in 
term s of the w eigh t th a t should be there  at the  tim e of shipm ent.

Mr. Depew: A question  for M r. C lark : A ssum ing  th a t an article 
norm ally  used in the  household is no t a  chem ical-like substance bu t 
is in the  na tu re  of finished goods, th a t is, a ch ild 's toy, ha ir  clip, etc., 
w ould such an article  be sub ject to  the law  if it w ere com posed of 
substances w hich m igh t in and of them selves be toxics, irritan ts , or 
flam m ables ?

M r. C lark : W ell, basically, I believe th a t is the sam e as an earlier 
question. T he determ ination  as to  w h eth er a p roduct falls un der the 
law  and the labeling  th a t w ould be required  for it is based on a d e te r
m ination of the  properties of the  finished product. If such an article 
contained an ingred ien t th a t w as toxic o r irritan t, th a t w ould not 
necessarily  b rin g  the final p roduct un der the  Act.

Mr. Depew: W ould  the law  apply to  such substances if sold in 
bu lk  w ith ou t con tainers? If so, how  and un der w h at provisions in the  
A ct?

Mr. C lark : Is  th is  a p a rt of the sam e question  ?
Mr. Depew: Yes.
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Mr. Clark: T he term  “b u lk ’’, of course, w ould need definition. T o 
be sub ject to  the F ederal H azardous S ubstances L abeling  A ct a 
product m ust be in a container “intended or suitable for household use.”

Mr. Depew: A nother question in the  field: Do the exem ptions 
afforded by  Section 191.63 (for papers, m atches, etc.) im ply th a t all 
such finished articles w hich m ight be flam m able and sold in containers 
or packages m ust be specifically exem pted from  the law ?

Mr. Clark: W ell, if a p roduct m eets the  definition for flammable 
solids and it w as in a con ta iner in tended o r su itable for household use. 
and if it could be antic ipated  th a t th ro ug h  reasonably  foreseeable 
hand ling  o r use, an in ju ry  m ight resu lt, then  it w ould require labeling 
under the  law  unless it w ere exem pted. I t  m ight be possible un der the 
sam e consideration th a t exem pted paper and paper products, to  exem pt 
o ther types of solid m aterials if the  facts w ere presented  w hich indi
cated  th a t even thou gh  th ey  m et the  definition for hazardous sub
stances, they  did no t p resen t a p ractical hazard.

Mr. Depew: M r. K irk : Is it tru e  th a t F D A  will no longer issue 
advisory opinions about packaging  or p rocessing m ateria ls com po
nen ts contended to  be exem pt from  the  Food A dditives A m endm ent 
by reason of reasonab ly  dem onstrab le “no m ig ra tio n ” to  food?

M r. K irk : T he situation  has no t changed since last y ea r’s meeting. 
A t th a t tim e, we discussed the very  s ituation  w here we had been 
receiv ing reports  of ex traction  studies w hich did no t show  any  m ig ra
tion  to  the food. W e w rote le tte rs  s ta tin g  th a t we agreed th a t these 
item s w ere no t food additives. A fter m any of these had issued, we 
found th ey  w ere being  used as sales prom otion pieces, often to  the 
de trim en t of o ther firms w ho had  the sam e item s, and had properly  
m ade up th e ir  m inds w ith ou t consu lting  us th a t the Food A dditives 
A m endm ent did not involve th e ir item s. As a resu lt, we concluded 
th a t we could no longer issue th a t kind of letter. A dditionally , there 
w ere instances w here sm all am ounts of m ig ra to ry  substances were, 
in ou r opinion, properly  classed as food additives. As a resu lt of our 
reconsideration  of the  situation , we sta ted  th a t Ave would, if requested, 
review  da ta  subm itted  to  us and if th is  rep resen ted  the  rig h t kind of 
w ork, I say righ t, as recom m ended by M r. R am sey’s article, for 
exam ple, and show ed no m igration , Ave Avould issue a le tte r  Avhich. 
un fo rtuna te ly , AA’ould no t be a le tte r  su itable for advertising . E ssen
tially , the  le tte r  w ould say : “Y ou m ade your m ind up. Y ou have a 
perfect r ig h t to  do so and even thou gh  you d idn’t give us any reason
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to  say th a t you’re w rong, we still have no  facts of our own on w hich 
to  ag ree .”

T he other a lternative  is th a t if you w an t a  “le tte r” , th e  w ay  to  
g e t it is to  subm it a petition  for a Food A dditive R egulation. If we 
can find th a t the  product and the use involved are safe, then  we can 
issue a  regula tion  w hich will be there  for all to  see and will apply to  
everyone w ho has the sam e product for the sam e use.

Mr. Depew: A nother qu estion : W ill F D A  continue to  issue such 
opinions as regards believed “prio r sanctioned” or “G R A S ” s ta tu s  of 
packaging  or processing m ateria ls  com ponents?

Mr. K irk: Oh, yes. If som eone asks if a p roduct has a prio r 
sanction we will tell him  so. Sim ilarly , if he says here is a usage 
w hich we believe is G RA S (generally  recognized as safe), if we agree, 
we will say  so.

Mr. Depew: M r. G oodrich: If a “non -m ig ran t” m ust be cleared 
th ro ug h  the petition-regu lation  route, does it th ereb y  becom e a “food 
add itive” ? If  so, m ust it no t be conceded th a t the te rm s “food add itive” 
and “food” are in no sense equitable per se, and th a t the  m anufacture  
of “food add itives” of th is  natu re  does no t form  a basis for F D A ’s 
use of its plant inspection and similar powers as to such m anufacturers?

Mr. Goodrich: T his is the  th ird  year now for th is question. W e 
have to  understand  th a t a food additive is no t necessarily  som eth ing 
added to  food. If we u n derstan d  the  definition, we solve a  lo t of our 
troubles. A food additive is any substance the  in tended use of w hich 
resu lts, or m ay  reasonably  be expected to  resu lt, in its becom ing a 
com ponent of food, or o therw ise affecting the  characteristic  of food. 
Now, unless i t ’s, know n from  the behavior of th is substance th a t it will 
no t m igrate , th ere  is a reasonable expectation  th a t it m ight, if it is 
going to  come in to  con tact w ith  food. T herefo re, by definition, it is a 
food additive. A  food additive, as explained by  the  legislative h is to ry  
of the Food A dditive A m endm ent, is sub ject to  the  food provisions. 
W e ’re no t yet in terested  in requ iring  th a t a  tin  can be labeled w ith  
its  ingredients, however.

Mr. Depew: M r. M cM urray, th is questioner says: I t  w as clear 
to. me th a t the  speaker w ho talked  about the K efauver bill w as against 
it, (L au g h te r)  bu t I w ould like to  know  w h eth er he is against.any  d rug  
legislation.

Mr. M cM urray: W ell, Senator, (L au g h te r)  no, definitely, no t 
against any  d rug  legislation. C ertainly , w e recognize th a t w e need
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regulation in the drug industry. Those of us who feel that our par
ticular corporation runs in a fashion which is beyond reproach, realize 
that we and others need to have the confidence of the people who buy 
the drugs. This confidence is engendered by legislation which brings 
regulation and if it is fairly administered, we not only are not against 
it, but we welcome it. I think good partnership between the Food and 
D rug Administration and our industry has brought us to where we are 
today. I think living under the present drug laws has made us a very 
strong industry with a lot of confidence on the part of the people who 
buy drugs. So, no, we’re not against it.

I think what we are against, and I w ant to make this point, we’re 
not against all of the features of the Kefauver Bill and I think when I 
spoke yesterday, I didn’t editorialize on the bill, but merely pointed 
out the parts of it. Some of it’s good. Some of it will not be opposed 
by the industry. W e are, I think, opposed to any unfair legislation 
whether it regulates us or w hether it regulates anybody else. Fair 
regulation we welcome.

Mr. Depew: Mr. Kirk, the Food Additives Amendment provides 
such petition shall contain “ (B) a statem ent of the conditions of the 
proposed use of such additive, . . .” Some petitions and the resultant 
regulations are very specific, that is “ED TA  in pecan pie fillings,” 
others use very broad terms such as “for use in bakery products,” 
“for use in or with shortening,” etc. Is the specificity of the petition 
and eventual food additive order at the discretion of the petitioner?

Mr. K irk: Well, w hat is in the petition is, of course, at the discre
tion of the petitioner. He should keep in mind, however, that in order 
to get a regulation, he must show w hat he wants, he m ust show what 
the physical or technical effect of the additive is, and he must show 
that he is using no more of the additive than is necessary to achieve 
tha t effect. Therefore, if someone comes in with a petition covering 
a wide range of substances, he must justify across the board. On the 
other hand, if a petitioner is really only interested in one specific 
usage at the moment, as, for example, ED TA  in pecan pies, all he has 
to do is limit his petition to that and assuming that he satisfies our 
technical people as to usage, safety, identity and methodology, he gets 
that specific regulation. He can, however, come in later and say: “I 
would like to have this in straw berry sundaes and we would have to 
consider that, too.”

Mr. Depew: T hat has somewhat anticipated the next question: 
If a food additive has been approved for a number of specific uses,
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does each additional use proposed require a separate  petition  w ith  
the concom itant paper w ork, processing, etc., by the pe titioner and 
the F D A ?

Mr. K irk: W ell, the  new petition  could cover a num ber of uses. 
S im ilarly, if he has subm itted  all of his toxicological data in th e  first 
petition , certa in ly  he doesn’t have to have it all duplicated so th a t we 
can have it available in the second petition  jacket. W e do know  w here 
we filed the  first one.

Mr. Depew: A nother one for you : T he law  provides upon request 
of the secretary , the  pe titioner shall fu rn ish  “a full descrip tion  of the 
m ethods used in, and the facilities and controls used for, the  produc
tion of such add itive .” If a petitioner has obtained approval for a food 
additive in w hich he has been required  to  furn ish  the  in form ation 
required under (3) above, is he obligated to no tify  the F D A  if he 
finds he can m ake the  product by an im proved process?

Mr. K irk: W ell, I th ink  I heard  som e discussion of th a t y es te r
day. A ctually , the answ er should not be “yes.” T h is recalls Mr. 
M ulford 's discussion of yesterday. W e ask, in m any cases, for details 
of m anufacture, bu t I believe we should evaluate all of th a t in fo rm a
tion we get and decide w hich of th is  in form ation is essential to the 
iden tity  and safety of the  particu la r p roduct involved.

Now, it is conceivable th a t you m ight w an t to know  w hat 
specific oils w ere used and then  a fte r you find out, decide th a t it 
d idn’t  m ake any  difference w hether it 's  corn oil, palm  oil or w h a t 
kind of oil, in w hich case the  regula tion  obviously shouldn’t  tie it 
down. B u t if there  is som eth ing in the m anufactu ring  process w hich 
should be specified, I believe th a t should be in the regulation. T hen, 
if the m anufac tu rer w an ts to  change th a t pa rticu la r facet of his p ro 
posal, he w ould have to  come to us before the change w ould be legal. 
S im ilarly, if anyone else w an ted  to  m ake the  product, he w ould have 
to  stay  w ith in  the fram ew ork of th a t p articu lar m anufactu ring  process 
as far as it is spelled ou t in the  regulations.

Mr. Depew: A nother one: Should no t o ther m anufactu rers be 
required  to  prove they  produce the sam e product by equivalent m eans 
and facilities and from  equivalent raw  m aterials?

Mr. K irk: E ssentially , I th ink  I covered that. In  o ther w ords, 
they  should follow the regulation  and come out w ith  the product, 
m eeting  each step  in the regulation.

Mr. Depew: A nother one: If a com pany has been required  fio 
give precise details of m anufactu ring  and raw  m aterials used to  obtain
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approval of a food additive, is it no t incum bent upon the F D A  to 
preclude the m anufactu rer or o ther m anufactu rers from  m arketing  a 
sim ilar, b u t no t identical, p roduct un der the said Food A dditive O rder?

Mr. K irk: T he  Food A dditive O rder contains certain  specifica
tions w hich go to  th e  id en tity  of the  particu la r article. Now, obvi
ously, if the  second product involved, or the second m anu fac tu rer’s 
p roduct is no t identical w ith  the  one specified, then  th a t needs a new 
regulation . W e have a situation  w here we provided a regula tion  for 
a distilled product. Som eone comes to  us and says: “W e have the 
sam e product w hich is not distilled and we th ink  it 's  th e  sam e.” 
W e say : “ Fine, give us the  data  show ing the safe ty  of it and we will 
be glad to  issue a regu la tio n .”

Mr. D epew : M r. R oe: W h a t effect will it have on the public 
confidence in the 1958 Food A dditives A m endm ent if it should becom e 
know n th a t an ingred ien t has been generally  recognized as safe by the 
F D A  w ith ou t soliciting the  opinion of any o ther “exp erts” especially 
in the  case w here the  F D A  ru ling  is based on da ta  w hich m ay or m ay 
no t describe the  ingred ien t now being m arketed?

Mr. Roe: W ell, I can’t say r ig h t off-hand how we w ould just,
off-the-cuff, on our own, issue a declaration  th a t an item  w as generally  
recognized as safe un less i t ’s so generally  recognized th a t it is shown 
by reports  and the  lite ra tu re  and so on th a t there  is no question about 
it. O therw ise, we w ould have consulted w ith  o ther experts. But, 
assum ing, how ever, th a t an article  has been classed as generally  recog
nized as safe, and w e find th a t a m istake has been m ade, new  inform a
tion com es to  ligh t or in form ation th a t we had overlooked before th a t 
show s it isn ’t generally  recognized as safe, I th in k  there  w ould be no 
problem  in p rom ptly  resc ind ing  its s ta tu s  and doing w hatever needed 
to be done to  give it the  s ta tu s  th a t it deserves under the  new infor
m ation.

Mr. D ep ew : A no ther q u e s tio n : Should ingred ien ts approved 
under a p rio r sanction or GRAS list enjoy any less s trin g en t labeling 
requirem ents th an  food additives?

Mr. Roe: Food additives w ould have been the sub ject of a Food 
A dditive R egulation , w hich m ay contain special labeling requirem ents, 
w hereas, th e  G RA S product, no t sub ject to  such a regulation , m ay no t 
have those requirem ents, a lthough  the  term s of the announcem ent 
of it e s  G RA S rrtight cover th a t. B u t a t any rate , w h eth er it w as a 
food additive under the Food A dditive R egulation  or a product 
generally  recognized as safe, it w ould be sub ject to  all of the  o ther
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general labeling requirements of the law. The only difference would 
be if the Food Additive Regulation makes special labeling require
ments for that additive in addition to the general requirements.

Mr. D epew : Dr. Banes, this questioner says: You stated that 
many poisonous products would escape the requirements for precau
tionary labeling if the limiting does for toxic substances were reduced 
from 5 gm. per kg. to 1 or 2 gm. per kg. W ould you give a few 
examples of such products?

Dr. Banes: The statem ent was made, I believe, in Mr. H arvey’s 
talk and was made on the assurance of our Division of Pharmacology. 
Among the substances which come into that category would be certain 
of the common solvents, including methyl ethyl ketone and benzene; 
some chlorinated solvents (trichlorethylene, methylene chloride), some 
of the harsher detergents, I think were mentioned by Dr. Ligon yester
day, inks from stamp pads, dyes and products containing dyes which 
m ight be toxic at the higher level, the 5 gm. level, but not a t the lower. 
Dr. Adams, perhaps, may be able to add some other examples.

Dr. Adams: As a sideline comment, I think it was well-covered. 
Sure, we could bring out others, but the general field is there.

Mr. D ep ew : Thank you.
Mr. K irk: Certain Food Additive Orders give a list of optional

ingredients which may be used for specific purposes plus a per
formance for the finished product used for this purpose. For example, 
paragraph 121.2514 on resinous and polymeric coatings list a number 
of ingredients such as (1) drying oils, (2) rosin and rosin derivatives, 
(3) polybasic acids, (4) monobasic acids, (5) polyhydric alcohols, and
(6) catalysts which may be used in coatings for can linings if “the 
coatings are formulated from optional substances that may include” 
and optional substance listed and if the coatings in the finished form 
shall pass certain extraction tests also described and made a part of 
the regulation.

The question is, if a substance not listed which may have been 
overlooked or developed subsequent to the order is used to produce a 
coating which passes the extraction tests, is it safe for use in con
tainers intended for use with foods and may such coatings be used 
under this regulation?

Mr. Kirk: W hether it’s safe or not, I don’t know. But it-is not 
legal to use it. The two parts of the regulation are additive. In other 
words, the items which are listed are the ones which may be used and
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the extraction test is added on top of that. In the illustration here, 
the “overlooked” item perhaps could be the subject of a further regu
lation based on a further petition for an amendment to the regulation 
if the facts w arranted it.

Mr. Depew: Dr. Campbell: Do you think that the FDA is 
responsive enough to the consumer interest? If not, why not, and 
how could m atters be improved?

Dr. Campbell: Well, I have worked quite closely and have a 
great deal of admiration for w hat the FDA has been trying to do 
over the many years. As you know, there has been development and 
Miss Carla W illiams, who is now here, has Consumer Consultants 
in different parts of the country, in order to try  and get closer contact 
with consumer opinion on m atters of concern to them, and also, 
through regular annual conferences to get an expression of opinion 
from the people who are actually involved in buying the foods that the 
FDA is protecting. And I think this is a very positive development 
that we welcome very much.

Mr. Depew: Mr. Clark: I t was mentioned, I think by Dr. Ligon 
that FDA may issue an order exempting certain substances from the 
category of toxic substances, such as soaps, washing powders and 
thick viscous adhesives. Is it intended also to exempt certain products 
by order of the Commissioner by virtue of the size of the containers, 
the type of materials of which they are composed, or the types of 
closure?

Mr. Clark: Yes, the statute very deary  contemplates the exemp
tion of products which meet the technical definition of a hazardous 
substance but because of the physical characteristics, the type and 
size of the container, the type of closure, or any other good and suffi
cient reason it can be demonstrated that the public health and safety 
does not need the protection afforded by the complete labeling. For 
this purpose we have developed the informal petition process men
tioned by Mr. Harvey yesterday. Anyone who has a package of a 
product that for some reason is actually not hazardous, we will be 
glad to entertain a petition for exemption of that product even though 
it meets the technical definition of a hazardous substance.

Mr.. Depew: Mr. McMurray, the next question is a brief one: 
W hy are drug prices so high?

Mr. McMurray: This is one of those questions, like when did 
you stop beatiftg'you wife ? Well, let me say that drug prices are set
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as they  are to  accom plish the purpose of the corporation  or the  com 
pany w hich produces the drug, which m ain tains a p lant, equipm ent, 
pays h igh ly  trained, high ly skilled personnel, pours m uch m oney into 
research, pays taxes, provides fringe benefits, etc., g ran ts  in aid, all of 
these th ings plus w hat they  consider to  be a fair re tu rn  to  th e ir  sh are 
holders. T he  question, I th ink, is no t answ erab le b u t w hy are d rug  
prices as they  are, they are to  re tu rn  the fair profit on the product sold 
to com panies which are still opera ting  a free en terp rise system .

Dr. Campbell: M ay I ask som eth ing on th a t?  M ay I ask a follow 
up on th is ?

Mr. D epew : Yes.
Dr. Campbell: I w as ra th e r in terested  in the w ords th a t Mr. 

M cM urray used. H e said d ru g  prices are set. Now, of course, in a 
free m arket m echanism , th is  creates quite a problem  and it m ay be 
th a t you had in m ind the area of resale price m ain tenance in connection 
w ith  drug  prices, or, on the o ther, th a t the drug  in du stry  is pow erful 
enough to be able to  “overcom e the  free m arket m echanism ", I 'm  not 
too sure w hich po in t yo u ’re m aking here?

Mr. McMurray: M ay I disabuse you rapidly. (L au g h te r)  T he 
w ord . . .

Dr. Campbell: W ith  g rea t respect, Mr. M cM urray.
Mr. McMurray: Yes, and I, too. D octor. T he w ord “set" was 

an un fo rtuna te  w ord in th is . . . (L au g h te r)  . . . bu t I'll accep t that. 
W hen a price is determ ined, w ith in a corporate entity , it is done w ith  
an eye tow ard  the  conditions th a t exist w ith in  th a t corporate entity , 
no t w ith in the in du stry  as a whole.

Mr. D epew : D r. Zapp, th is  questioner says: I am surprised th a t 
the com panies th a t m ake hazardous household substances have com 
plained about the regula tions F D A  has pu t out. T he law  w as passed 
because all of the  vo lu n tary  m easures Dr. Zapp talked about still failed 
to take care of the products th a t w ere harm ing  people. Do the m anu
facturers th ink  F D A  should pass regulations th a t don’t  require them  to 
m ake any changes ?

Dr. Zapp: W ell, here 's ano th er question  w hich, in effect, s ta tes 
a conclusion. T he law w as passed . . . w ould you repeat th a t one 
sentence, the law  w as passed because?

(M r. D epew  repeats the question)
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Dr. Zapp: All righ t. T h a t’s the  conclusion. I do no t agree w ith  
th a t conclusion. T h a t isn ’t the reason the law  w as passed as I see it. 
P erhaps th e  overw helm ing reason th a t the law  was sought by industry  
and governm ent and consum ers, w as to get som e degree of un iform ity  
in to  labeling  situations w hich had grow n up and had, therefore, be
come som ew hat nonuniform  w ith  respect to different p a rts  of the 
country . C ertain states, for exam ple, had passed th e ir own labeling 
acts and the tim e w as ripe, I th ink, th a t uniform  standards be in s ti
tu ted  for the cou n try  as a whole. T h is isn ’t because, as I see it, 
th ere  w as any  failure in the kind of labeling th a t w e’ve had before, bu t 
ra th e r an a ttem p t to  b rin g  un iform ity  in to  a situation  w here there w as 
an o p po rtun ity  for d iversity  to exist and w here such diversity , I th ink, 
w ould have been very  inefficient and som ew hat chaotic.

Mr. D epew : D r. B anes: Mr. H arvey  has defended the refusal to  
allow  g rea te r la titude  in the  choice of tox ic ity  tests  on the  ground th a t 
the F D A  m ethods were “precise and reproducib le.’’ Are they  any 
m ore so th an  o th e r m ethods and, if so, has th is evidence been pub
lished? Also, is reproducib ility  to  be preferred  to' accuracy or re lia
b ility  as an index to  possible hum an hazard?

Dr. Banes : T he  sta tem en t th a t the  tests  provided in the regu la
tions are reproducible and precise and therefore are to  be preferred  to 
others, I th ink, doesn’t take in to  consideration w h at is im plied—th a t 
these tests  also m ust be accurate and reliable as well as relevant. W e 
keep in sisting  upon reproducib ility  and precision for the reasons dis
cussed by Dr. Zapp in his discussion yesterday. T he very  natu re  of 
anim al te s tin g  m akes such tests  variable from  labora to ry  to laboratory. 
W e w ould no t insist upon the inclusion of a test in the regula tions 
unless w e w ere fully confident of the reliab ility  and accuracy of th a t 
test. So re liab ility  and accuracy are the prim e factors to  be considered 
and no t precision and reproducibility . As to  w hether th ere  are o ther 
m ore precise and reproducible tests  in the litera ture , I don’t know. 
B ut we do insist upon accuracy and reliability. Now, we also feel th a t 
these tests  th a t are in the regula tions are also reproducible, w hich is 
also a desideratum  in analytical procedures.

L e t me say though, in answ er to  an im plied question there, “Are 
there  any  o ther tests  th a t are m ore accurate  and reliable than  those 
we have se t fo rth  in the regu la tion?,’’ I do n ’t know. If there  w ere 
any  m ore re liab le  and accurate  tests, we w ould be only too  happy 
to include them  in the regulations. R egulations are no t unalterab le. 
If a b e tte r  te s t p resen ts itself, then we will accept it.
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Now, as to another question that Mr. Zapp discussed yesterday, 
that perhaps he would like to discuss further here. Suppose that there 
are a variety or series of reliable tests that serve the same purpose. 
W ouldn’t it be possible to  permit other laboratories to  use them ? 
The answer is that any laboratory can use any test that it deems 
reliable to show that a product complies w ith the law.

On the other hand, to enforce a law it’s necessary to have a specific 
test to bring into court in order to say the data show that it does com
ply, or it does not comply. Now, where a product clearly complies, any 
reliable method will be suitable, and, in fact, I ’m sure the Food and 
Drug Administration would have difficulty making its case in court 
if it were to say that its method shows a violation, whereas another 
method which scientists say is equally reliable shows it does not 
violate the law. I t ’s only where there is a question in the gray area 
that there is a valid problem as to w hat method shall be accepted.

Now, if there were a possibility of alternatives, that possibility of 
alternatives would lead to all kinds of litigation. If we may take the 
example of the U. S. Pharmacopoeia, that compendium never provides 
an alternative for an official procedure. For every assay there is only 
one procedure provided officially and the purpose for that is to cut 
down litigation about whether this method or that is the best. I don’t 
see how we could possibly enforce a law where we say any reliable 
method might be used. The time of the court would be taken up 
almost exclusively in arguments about which method is the better.

Mr. D epew : Do you wish to comment on that, Dr. Zapp?
Dr. Zapp: I could add a little. I think that in the vast majority 

of cases, substances that are subjected to tests will fall clearly to one 
side or the other of any line which may be drawn. Then there’s no 
argum ent about the classification of the substance. W hen we come to 
the difficult cases, we may have to use a variety of methods to reach 
a valid decision. W hat the regulations have done is to establish a 
technical rule which says you do the test in a particular way, and you 
come up with a number. If the number is equal to or greater than a 
given number, then you must use cautionary labeling. This kind of 
rule is quite clear and simple. I think that the real argum ent comes, 
and can legitimately come, over the meaning of the arbitrary number 
in relation to  the human response, as contrasted with the animal re
sponse. I agree that the methods that have been ueed by Dr. D riize, 
for example, are good and I ’m sure they give reproducible results in 
his hands. I also feel that the methods used in my laboratory are good
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and give us reproducible results. But if Dr. Draize and I were to 
use the same method, we would not necessarily get the same results. 
The difficulty is that animal tests involve both a factor of biological, 
variation, which is inescapable, and a factor of human judgm ent with 
respect to how even a prescribed test is to be carried out and inter
preted. The operation of both of these factors could lead Dr. Draize 
and I to get different results using the same test substance and the 
same test method—either his method or my method. For example, 
the irritation response of rabbit and guinea pig skin to some classes 
of substances is affected by the humidity of the environment. Hence 
Dr. Draize and I could get different numerical scores for skin irrita
tion if we tested under different conditions of humidity. And if we 
did differ, it would not be easy to say who carried out the test cor
rectly. And humidity is only one of the variables present. Another 
important one would be human judgment as to the numerical score 
to be assigned to a given erythema. There are many others.

W e must remember that the task before us is to estimate as 
best we can by any animal test the human response to a test substance. 
Hence a score of 5 in the Draize test for skin irritation is im portant 
only as it estimates whether the material produces irritation of human 
skin.

Actually, I see little point in establishing an official animal test 
for skin irritation potential because skin irritation tests can be carried 
out safely and easily on human volunteers, and the response of the 
latter should control in the event of litigation or a dispute over the 
interpretation of animal test results. For other categories, an official 
animal test may be the only feasible approach in the initial stage before 
human experience is available. But even here I feel that an animal 
test method should be made official only after trial in a number of 
referee laboratories w ith standard test substances and after a con
sensus is reached among competent investigators that the method is, 
in fact, the best available method at the moment. I t  follows also on 
ample precedent that official methods should be subject to periodic 
review and to revision when indicated.

Mr. Deprew : Yes, Dr. Oser?
D r.'O ser: From the toxicologist’s standpoint, there is no essential 

difference, as I  sea. it, between establishing the toxicity of a hazardous 
substance and establishing the toxicity of a potential food . . . 
additive.
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Dr. Z app : H ow  do you reconcile the policy of the Food and D rug  
A dm inistra tion  in in sisting  upon specify ing tests  in the regu la tion  for 
hazardous substances, and in suppo rting  the general opinion of 
toxicologists against specify ing tests  for food additives? Can you 
answ er th a t?

Mr. Goodrich: T hey  are tw o different laws, w hich you know. 
F irs t, in order to  get a food additive petition  effective, you have to 
come up w ith  a m ethodology and obtain an advance approval. In  the 
case of a hazardous substance, you do not. T he burden  is on us to  go 
in to court and prove before a court and a ju ry  th a t th is is a toxic 
substance, w hich is undefined, an irritan t substance, w hich also is 
undefined, a corrosive substance w hich is undefined, or one th a t 
generates pressure. Now, Congress to ld us to  estab lish s tan dards for 
flam mable solids and th in gs of th a t kind, and we came up w ith  
m ethods of te s tin g  for irritan ts , corrosives and th a t type of th ing. 
T he only specific ob jections we go t here w ere over such th ings as 
stocking the rabbits, and th a t you w an t to  do your tests  a little  bit 
different th an  w e w an ted  to  do ours. B u t the  sole alternative , if we do 
no t have these  m ethods, is to  try  out before some d istric t court or 
som e d istric t cou rt ju ry  on the  question of w h a t is the  r ig h t w ay  to  
te s t a rabb it for skin irrita tion . T h is is no t very  productive work. I 
believe K en M ulford will agree w ith  me on that.

Dr. Oser: I w ould like to  ask a question? Can you envision a 
s ituation  w here for som e reason a p roduct w ould no t pass the  te s t 
described in the regulation , b u t w ould pass ano ther regarded  as 
equivalent, and despite th is  difference the product w ould be considered 
by FD A  to be nontoxic ?

Mr. Goodrich: T his all gets down to the obvious po in t th a t w e’re 
no t going to  try  a seizure case or crim inal case over som eth ing w here 
there is a difference of th is kind— the sam e resu lt is obtained by tw o 
different m ethods. In  th is  case th a t you 're  ta lk in g  about, if we had 
a resu lt shown on our m ethod w here you had an irr ita n t and Dr. 
Zapp came up w ith  hum an experience w here the product w as not an 
irritan t, and could dem onstra te  that, then  obviously w e’re no t going 
to take the  rabb its  in to court aga inst his hum an beings as a practical 
m atter. B u t we have to  have a m ethod th a t a t least has some scientific 
support, or go to  tria l on w h at happened to the rabbits, MaOrrst happened 
to  the  ra ts, and th is, th a t and the  other, and it ju s t doesn’t w ork  out. 
I 'm  sure these scientific people w ould be the m ost lisappointed of the 
crow d w hen w e go t all th ro ug h  try in g  ou t w h e th e r »  m ethod was a
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good m ethod, or a bad bethod, because law yers can m ake th is type 
technique look p re tty  awful if you don’t  u n derstan d  th a t there is such 
a th in g  as a “norm al abnorm ality .” (L au g h te r).

Mr. Depew: T h an k  you, all. I th ink  we have com pleted the 
answ ers to th a t question.

I have a very  in te restin g  question  here for D r. A d a m s: Could not 
the difficulty of dealing  w ith  the  toxicity  of the one and one-half to 
tw o and one-half m illion com pounds now  available to us be eased 
by using  a g rad ien t scale sym bology? T h u s : one skull and crossbones, 
tw o skulls and crossbones, (L au g h te r)  up to five skulls and cross- 
bones. T he  degree of toxicity  shown on a g rad ien t scale by the  use of 
m ultip le skulls and crossbones instead  of the single symbol. T he 
natu re  of the danger could also be show n by pictographs represen ting  
the hazards as a nose for b reath ing , a fire for flam m ability, a bom b for 
explosion, a m outh for ingestion , etc.

Dr. A dam s : M y son, a t the presen t tim e, is trying' very  hard  
to be an artist. H e doesn’t draw  p ira te  ships, bu t he does draw  sub
m arines. I ’ve never yet seen a p irate  ship th a t flew five Jolly  R ogers 
and I th in k  th a t all of the ships runn in g  aw ay from  them  would run 
ju s t as fast from  those th a t had one Jolly  R oger as they did from  five.

I th ink  the second part of the suggestion  has certain  m erit. T he 
difficulty is th a t it w ould require th a t one label products w ith  sym bols 
th a t w ould be understood  in all the various parts  of the country . I 
th ink  th a t one could go to  p arts  of the eastern  m ountains of K entucky 
and get an  entirely  different in terp re ta tion  than  they  m ight in the 
N ew  Y ork  area. So th a t I th in k  un fo rtuna te ly  it w ould be im practical 
because I doubt th a t we could come up w ith  a single sym bol for each 
of these th in gs th a t w ould be readily^ understandable.

Mr. Depew: Mr. Clark, w ould you like to com m ent on th a t?
Mr. Clark: W ell, I m ight say th a t Congress, in passing the s ta t

ute, d idn’t specify any visible sym bols. T hey  chose to select w arn ing  
signal w ords. O ur regulation  recognizes the  estab lished skull and 
crossbones for som e products. I agree w ith  D r. A dam s th a t the use 
of o ther sym bols m ight, in the future, coupled w ith an educational 
campaigH be of some value. I t  m ight have real value to sm all children, 
w ho wouldn’t read bu t could recognize the p icture of a flame or some 
o th e r symbol.

Dr. Adams* Sm okey, the  B ear” is an excellent exam ple of this.
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Mr. D epew : A question for Mr. C lark : Section 191.7 of the 
regulations for the  F ederal H azardous S ubstances L abeling  A ct 
specifies certain  labeling for m ethyl alcohol and products con ta in ing  
it. Such required  labeling does not include “flam m able,” w hich is 
recom m ended in the L abeling  and P recau tionary  In fo rm ation  M anual. 
W h y?

Mr. Clark: T he labeling required in Section 191.7 is special 
labeling b rou gh t about by follow ing the recom m endations of the 
M edical A dvisory Panel th a t m ethyl alcohol needed special and add i
tional supplem entary  labeling sta tem en ts, w arn ing  sta tem ents. T his 
does no t elim inate the  need for any other w arn ing  sta tem en ts  which 
would be called for under the law. S ubstances which are flam mable 
w ould also require th a t s ta tem en t of hazard.

Mr. D epew : A nother question  M r. C lark : W e have a p roduct 
th a t is reg istered  w ith  the D ep artm ent of A gricu ltu re  un der the 
F ederal Insecticide, Fungicide and Rodenticide Act. T he  label gives 
o ther uses for the product. M ust its labeling com ply w ith  the Federal 
H azardous Substances L abeling  A ct?

Mr. Clark: No, the s ta tu te  is very explicit in exem pting  from  its 
requ irem ents products th a t are sub ject to the  F ederal Insecticide, 
Fungicide and R odenticide Act. So if it is an econom ic poison under 
th a t sta tu te , then it is exem pt from  the requirem ents of the  F ederal 
H azardous Substances L abeling  Act.

M r. D epew : A nother qu estio n : If a firm has applied for a 
labeling exem ption for a household hazardous substance, can they  w ait 
for a ru ling  on it before revising  th e ir  labels?

Mr. Clark: No. T here  is no bu ilt-in m achinery for p u ttin g  in to 
abeyance com pliance w ith  the  law aw aiting  a ru ling  on an exem ption.

Mr. D ep ew : M r. M cM urray, I have ano ther question  here for you 
which you m ay feel you have already answ ered. If you do, please 
say so.

W hy are the profits of the drug m anufacturers so high? (Laughter)
Mr. McMurray: I don’t feel th a t th ey  are. I don’t feel th a t I 

answ ered th a t question either. I th ink  th a t it has been p u t in the 
record of the  K efauver hearings and will be p u t in agais couianencing 
about D ecem ber 7th. I th ink  th a t a positive show ing  of reasom tH e 
ness as far as profits in the  d ru g  in du stry  is concerned will be p u t 
forth. I th in k  the  average of profits in the drug  lfW listry is about
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10 per cent of sales, w hich seem s to  me, no t to  be an unconscionable 
profit for the  high risk  business w h at w e’re in.

Mr. D epew : M r. C lark, if p roducts are labeled “F or Industria l 
U se O n ly ” can the labeling required  by the H azardous Substances 
L abeling  A ct and its regu la tions be om itted?

Mr. Clark: T here  isn’t any yes or no answ er to  that. W h a t we 
did say in the regu la tions w as th a t an industria l product, if it was 
used for industrial uses and did not en ter the home, did not come 
under the provisions of the  A ct. T he m ere labeling of a p roduct for 
industria l use only w ould not in itself exem pt it from  the sta tu te . 
I t  w ould depend upon the d istribu tion  pattern .

M r. Depew: I have a num ber of questions for Mr. K irk :
A substan tia l num ber of the food additive regulations contain 

labeling requirem ents for the  additives and any pre-m ixes. W h y  do 
they  no t add itionally  specify w h at label declaration is required  when 
the additive is em ployed in foods ready for consum ption?

Mr. Kirk: V ery  deliberately, the Food A dditive R egulation
labeling requirem ents are designed only to include those item s which 
are necessary  to  insure the safe and proper use of the  additive. T he 
o ther provisions of the  law  w hich deal w ith  required labeling still 
apply and we saw  no reason to  repeat them  in the Food A dditive 
R egulation.

Mr. D epew : I have not seen any  recen t lists of extensions of the 
effective date of the  Food A dditives A m endm ent in the  Federal 
R egister. D oes th is  m ean th a t F D A  has com pleted its  evaluation of 
all requests for extension?

Mr. Kirk: J u s t about. W e have a few pending requests w hich 
can’t really  be handled un til we g e t some m ore inform ation, bu t w e’re 
ju s t about up to  date on th a t now, a lthough , of course, w e m ay get 
some m ore requests for extensions tom orrow . T h a t is possible.

Mr. D epew : I m anufacture  a food additive w hich w as covered 
by an extension last year. T h is  w as ob tained by an o th e r firm. I have 
ju s t discovered th a t there  is no fu rth e r extension. Can I, a t th is  late 
date, petition  for an extension w ith o u t first con tac ting  the  firm th a t 
requested-the  extension last year?

Mt. Kirk: T es, you m ay request the fu rth er extension yourself, 
out it is, of course,^necessary th a t you supply us w ith  th e  necessary 
in form ation as s '^ l e d  ou t in the  regulation  w e issued last April.
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Mr. D epew : All of the  cu rren t extensions of the  effective date 
of the Food A dditives A m endm ent w hich go beyond Jan u ary  1, 1962 
have specified dates for subm itting  progress reports  w hich will be 
required  a t six m onth in tervals. Is  there a form  for sub m itting  these 
progress reports?

Mr. K irk : No.
Mr. Depew: Suppose the tim e for subm itting  a repo rt arrives and 

I have no th ing  definitive to  report?
Mr. K irk: Ju s t tell us w h a t yo u ’re doing and w hy there is no th ing  

to report.
Mr. Depew: W h a t happens if FD A  does no t receive a progress 

report as required?
Mr. K irk : W e'll have no choice bu t to  cancel the extension. T h a t 

is, the progress rep o rt is a condition.
Mr. Depew: I th in k  th a t should be very  clear.
I received recen tly  from  the Food and D rug  A dm inistra tion , a 

set of regula tions for food additives and th is  included several ex ten
sion lists. Some of these lists are no longer applicable bu t it seem ed 
to  me th a t th e ir  d istribu tion  by FD A  m ay cause confusion. Do you 
agree ?

Mr. K irk: Yes. w e agree. T hose are the  extensions w hich w ere 
to  expire last M arch 6th. Now, of course, the  cu rren t extensions are 
un der ano ther section of the  regulations. W h a t w e’re proposing to  do 
is to  cull ou t those form er extensions and see to  it th a t they  are not 
republished in th e  U. S. Code of F ederal R egulations.

Mr. D epew : Dr. A dam s : Could you tell us a bit m ore abou t your 
Poison C ontrol C enters? Is  there usually  a physician on du ty  round 
the clock to give im m ediate in form ation on the  tox ic ity  of given 
chem icals and the an tido tes th e re to?  I have had poor experience w ith  
the local one and hope th a t th is is not typical.

Dr. Adams: T he function of the Poison Control C enters is an 
en tire ly  local situation . T hey  vary  from  hav ing  full-tim e physician 
coverage round the clock to  en tirely  different m ethods of hand ling  it. 
I cannot speak for any specific one because each program  has developed 
according the  funds available in the com m unity, the  iafcW st in the 
com m unity , and  the o ther th ings th a t have to  be Taken in to  acdUS-t- 
I w ould hope th a t som e tim e cen tral inform ation offices w ould be 
available th a t w ould offset som e of the  difficulties do occur.
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Mr. D epew : M r. K irk , ag a in : T he Food A dditives A m endm ent 
does no t contain any  provision for re ferring  questions to  an advisory 
com m ittee as does the  Pesticide A m endm ent. Y et I un derstan d  th a t 
F D A  has estab lished such a com m ittee to  consider the  question of 
using quinine in beverages. H ow  does th is  happen?

Mr. Kirk: T his is no t an advisory  com m ittee in the sense th a t 
we have them  un der the Pesticide Chem icals A m endm ent. T h is  is 
m erely an  illustra tion  th a t the Com m issioner, w henever he feels the 
need, has the rig h t to  go out to  com peten t scien tists and ge t th e ir  
opinions to  guide him  in m aking such decisions as are necessary. I t  is 
not a form al com m ittee, bu t it is a group set up to  advise the  Com 
m issioner.

M r. D epew : I t  seem s th a t F D A  has stopped issu ing additions to 
the G enerally R ecognized As Safe L ist. H as F D A  decided th a t there 
are no m ore substances in th is  category?

Mr. Kirk: No, actually  we have, in correspondence, agreed w ith  
som e people th a t add itional item s are GRAS. H ow ever, our person
nel th a t m ight be engaged in considering a fu rth e r G RA S list a t th is 
tim e are so busy try in g  to  get ou t regula tions and deal w ith  the  peti
tions th a t are before us th a t w e've ju s t p u t th is ac tiv ity  to  one side 
for the  m om ent.

Mr. D epew : T here  are several hundred  flavoring additives for 
w hich the effective date of the  s ta tu te  has been extended to  Janu ary  
1st, 1963, w ith  a progress repo rt requ ired  on Jan u ary  2nd, 1962. I t  has 
been sta ted  th a t the  progress repo rt should be subm itted  by the 
person, or firm, w hose orig inal request resu lted  in the tim e extension. 
H ow  m ay we determ ine the  one w hose responsib ility  it is to  subm it 
the progress report, so th a t w e m ay check to  be certain  th a t it is done?

Mr. Kirk: A nyone m ay ask w ho requested  the  extension th a t 's  
been published in the F ederal R eg ister and we will tell them .

Mr. D epew : If  a regulation  by F D A  has been issued w hich indi
cates th a t th ere  is no m igration , by the  cu rren t accepted analytical 
procedure, of an ind irect food additive th a t w ould be covered by the 
D elaney Clause, b u t im provem ents in the analytical procedure should 
be developed w hich w ould detect an exceedingly sm all am ount of 
m igration  w h at procedure w ould be followed by F D A ?

Mr. Kirk: I f  you have a D elaney Clause carcinogen, w hich is 
subsequently  found to  becom e a p a rt of the  food, then, of course, it 
would conflict w ith the  D elaney Clause and there w ould be no choice
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but to rule it out, because you cannot have a regulation for such a 
substance.

Mr. D epew : W hat action in behalf of industry would be appro
priate for the establishment of a procedure which would allow an 
original petitioner to comment on a regulation by FDA before it is 
published in the Federal Register?

Mr. Kirk: Usually, people who ask for regulations tell us what 
they ask for. They spell out why they w ant it and then at the end, 
state the way they think the regulation ought to be. Now, it is, of 
course, difficult to sit down and say: “W ell, we have decided this is 
the way it is going to be and let’s talk about it,” because if you did 
that in every case, I don’t think you’d ever get done.

Mr. D epew : Thank you.
This completes the questions which have been submitted to the 

panel. I think the answers have rounded up the information which 
was given earlier in our papers and that this panel deserves your 
heartiest applause—they’ve answered some very difficult and technical 
questions. I think you will agree. (Applause)
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