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REPORTS
TO T H E  R E A D E R

A ntibiotic C ertification.—This month’s 
J ournal contains another of the papers 
p resented  before the N ew  Y ork  B ar A s
sociation Section on Food, D rug  and 
Cosm etic L aw  which was held Jan uary  
24, 1962. F ra n k  A . D u c k w o r th , an
assistan t secretary  for Charles Pfizer 
& Com pany, Inc., reappraises ad 
vancem ents th a t have taken place .in 
an tib io tic certification in the past 16 
years. H e concludes his discussion by 
saying tha t he hopes “tha t fu rth er dis
cussions of an tib io tic certification will 
take into account the present sta te  of 
know ledge regard ing  the m anufacture 
and testing  of these products and that 
Congress will not ex tend certification 
to  o ther products on the general and 
vague proposition  that, ‘W h a t’s good 
for the goose is good for the gander.’ 
A fter all, these geese have come a long- 
w ay since 1945.” T his article begins on 
page 229.

D rug  Labeling  R egulations and I n 
terp reta tions.— V in c e n t A .  K lc in fc ld  re
ports on recent developm ents in this 
field in an article which appears at page 
238. T he legislative h isto ry  of the 
Food, D ru g  and Cosm etic A ct is one 
of strife and ultim ate com prom ise. H e 
observes th a t “one of the m ost con
troversial and b itte rly  contested fea
tures of m ost of the bills w hich were 
in troduced was the vesting  of ju risd ic
tion over advertising, as well as labeling 
in the Food and D rug  A dm inistration ,

ra the r than  in the Federal T rad e Com
m ission.” H is in teresting  analysis will 
be of in te rest to many.

Chem ical R esidues and A dditives in 
F ood  and F ibre.— “O ur ingenuity  and 
initiative enabled us to m ake trem en
dous progress in im proving our food 
supply in term s of safety, nutritive 
value, abundance and varie ty  in the 
years ju s t preceding the enactm ent of 
the F ood A dditives A m endm ent. B ut 
we need to  continue to advance in these 
fields if we are to  keep our ever grow 
ing population well fed at reasonable 
prices.” T he P residen t of the Food 
L aw  Institu te , F ra n k lin  M . Dcpczo, made 
this statem ent, poin ting  out th a t the 
new Food A dditives A m endm ent is of 
prim e im portance in this field. C hem i
cal residues and additives in food p re 
sent a special problem , as well as a 
special responsibility  to those involved 
in its regulation. T he law  was intended 
to  w ork  sensibly so tha t it will not 
prevent fu rth er im provem ent in the 
quality, varie ty  and nutritive value of 
food, declares Mr. Depew, whose article 
appears a t page 249.

F oo d  F ad s  and N u tritio nal Q uackery.
—T he D eputy  D irec tor of the F D A  
B ureau of E nforcem ent, K . L . M ils te a d , 
offers an article on a subject th a t is of 
g rea t in terest to  the A m erican con
sum er, who, he says, “has becom e health  
conscious, diet conscious, w eight con
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scious, vitam in conscious, m ineral con
scious, fat conscious and protein 
conscious.” H e says tha t unfortunately 
the consum er has lim ited know ledge to 
deal with these new “consciousnesses.” 
V arious people have sought to take ad
vantage of this lack of know ledge by 
underm ining the public’s confidence in 
the nutritional value of staple foods. 
By exposing the quacks th rough  legal 
action and publicity the Food and D rug 
A dm inistra tion  hopes to  put an end to 
"this m ockery of m edical and n u tri
tional science.” T his tim ely com m en
tary  begins on page 255.

F D A  and C onsum er P ro tec tion .—A t
the fifty-fifth annual convention of the 
N ational C anners A ssociation G eorge  
P . L a r r ic k  spoke on the developm ent 
of the inspection process during the 
past 23 years. H e  explains the extent 
of factory  inspection. T he presen t law, 
he says, "em pow ers our representatives 
to inspect all pertinent equipment, finished 
and unfinished m aterials, containers 
and their labeling.” H e concludes by 
praising  the canning industry  for their 
contributions in food processing and in 
food regulation  and asking their con
tinued cooperation. T he talk is p re
sented on page 266.

F ood  A dditives.— Jo h n  L . H a r v e y , 
D eputy Com m issioner of the Food and 
D rug  A dm inistration  is the au thor of 
an article which begins at page 272. 
H e explains the problem s involved in 
regula ting  the Food A dditives A m end
m ent and the steps F D A  used explain 
to  the public its m eaning and its cov
erage. H e  notes th a t “now that indus
try  has becom e know ledgeable about 
this law and understands how- it oper
ates, eve no longer encounter a ‘fear’ 
attitude. Sim ilarly, there was a time 
w hen som e considered the term  ‘food 
additive’ as a term  of approbation when 
applied to the ir product. Now, how 
ever, we find th a t there is a recognition 
th a t the existence of an au thorizing 
regulation  gives a p roduct a s ta tu re  it 
did not have earlier.” Both this amend
m ent and the Color A dditives A m end
m ents are exam ples tha t industry  and

governm ent are united in an effort to  
m ake foods, drugs and cosm etics 
m arketed  in this country “as safe as 
it is hum anly possible to  m ake them .”

In te rna tio n a l A spects of F o o d  and 
D rug  L egislation .—T he Foreign Law  
E d ito r of the F ood D rug Cosmetic L aw 
J ournal, J u liu s  G. Z im m e r m a n , presents 
a selected bibliography of w orks in 
this field. T his list, we feel will be a 
valuable as rvell as in te resting  aid to 
m any of our readers. I t  appears at 
page 282.

R esearch  C onferences.—T h e G ordon 
R esearch C onferences for 1962 will be 
held from  11 June to 31 A ugust in the 
following N evr H am pshire  sites: Colby 
Jun io r College, N ew  L ondon; New 
H am pton  School, New H am pto n ; Kim
ball Union Academ y, M eriden; and 
T ilton  School, T ilton.

I t is hoped th a t each conference will 
extend the frontiers of science by foster
ing a free and inform al exchange of 
ideas am ong persons actively in terested  
in the subjects under discussion. T he 
purpose of the program  is to bring  ex
perts up to  date on the latest develop
m ents, to analyze the significance of 
these developm ents and to provoke 
suggestions concerning the underly ing 
theories and profitable m ethods of ap
proach for m aking progress. T he re
view of know n inform ation is not 
desired.

In  order to protect individual rights 
and to  prom ote discussion, it is an 
established requirem ent of each confer
ence that no inform ation presented  is 
to  be used w ithout specific authorization 
of the individual m aking the contribu
tion, w hether in form al p resentation  or 
in discussion. Scientific publications 
are not prepared as em anating from  
the conferences.

Additional information concerning the 
conferences can be obtained by w riting  
W . George Parks, D irector, G ordon 
R esearch Conferences, U niversity  of 
Rhode Island, K ingston, Rhode Island.
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Food-Drug Cosmetic Law
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Antibiotic Certification —
A Reappraisal After 16 Years’ 

Experience
By FRANK A. DUCKWORTH

The Author Is an Assistant Secretary for Charles Pfizer & Company,
Inc. He Presented This Paper Before The New York Bar Association 
Section on Food Drug and Cosmetic Law on January 24, 1962.

OV E R  T H E  P A S T  T W O  Y E A R S  the sub ject of antib iotic certifi
cation has been discussed in legislative hearings and by a special 

advisory com m ittee appointed  by the S ecretary  of H ealth , E ducation  
and W elfare. A n am endm ent to the  an tib io tic  certification sections 
of the F ederal Food, D rug , and Cosm etic A ct has been proposed in 
Senate Bill 1552 and  is reported  to  be included in the  so-called 
“om nibus bill” to  be offered by the A dm inistra tion . In  view  of this, 
it is tim ely to reappraise th is  im p ortan t aspect of federal d rug  control.

U n d er Section 502(1) of the A ct a d rug  com posed w holly or 
p artly  of any  kind of penicillin, strep tom ycin , chlortetracycline, chlor
am phenicol, bacitracin , or any derivative thereof, is m isbranded unless 
it is from  a batch  certified or released un der Section 507 of the Act. 
(D erivatives include d ihydrostrep tom ycin , te tracycline  and dem ethyl- 
ch lortetracycline.)

U n der Section 507, the S ecretary  of H ea lth , E ducation  and W el
fare is given au th o rity  to  prom ulgate  regula tions prov id ing for cer
tification of these products. Such regulations are d irected to include 
such characteristics of s treng th , quality  and p u rity  as are considered 
by th e  S ecretary  as necessary to  insure safety and efficacy of use. 
T he s ta tu te  d irects th a t regu la tions prescribe : (1) stan dards of iden
tity , s treng th , quality  and pu rity , (2) tests  and m ethods of assay, (3)
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effective periods for certification and conditions under w hich certifi
cates shall cease to  be effective, (4) adm in istra tion  and procedure and
(5) such fees as are necessary to provide, equip and m ain ta in  an 
adequate certification service.

T he s ta tu te  also requires th a t the  S ecretary  exem pt any drug  
or class of d rugs from  these requirem ents w hen, in his judgm en t, 
the  requirem ents of the section are no t necessary to insure safety 
and efficacy of use.

T hese sections w ere inserted  in the A ct to apply to  penicillin in 
1945. In  1947, strep tom ycin  w as m ade sub ject to  certification, and 
tw o years later, A ureom ycin, chloram phenicol and bacitracin  w ere 
added.

Insu lin  is the  only o ther d rug  product th a t is required to  be 
certified on a batch  by batch  basis, w ith  the  m anu fac tu rer pay ing  
F D A  a fee to  perform  assays regardless of w hether the  m anufac tu rer 
has a lready adequately  tested  the drug. C oal-tar colors are also sub
jec t to  certification b u t they, to ge ther w ith  insulin, con stitu te  less 
th an  30 per cent of batches of p roducts certified. O ver 70 per cent 
are antib iotics. Fees for certification services run  well over $1,000,000 
per year. T he  C ontroller G eneral has reported  th a t in 1959 app rox i
m ately  150 m an-years of scientific, technical and adm in istra tive  effort 
w ere devoted to  th is  program .

F urth erm ore , w ith in  the last year F D A  has proposed th ree  amend
m ents to  certification regulations w hich w ould m ateria lly  increase 
these  a lready  heavy costs to  m anufactu rers and the governm ent. In  
Ju ly , 1961 an increase in batch  certificaton fees of 30 per cent was 
proposed. In  the  sam e m onth F D A  suggested  th a t the A dm inistra tion  
te s t the  nonan tib io tic  active ingred ien ts in certifiable p roducts, and 
on Jan u a ry  20, F D A  proposed a num ber of am endm ents m aterially  
increasing the  sam ples of penicillin and pen icillin-contain ing drugs 
to  be tested . If these am endm ents w ere adopted, com panies in th is 
field could expect to  pay out m illions of dollars over the next few years 
over and above the  m illions th a t w ould be expended even w ith ou t 
such am endm ents in the  regulations.

Antibiotics Not Subject 
to Sections 502(1) or 507

A ntibio tic  p roducts no t sub ject to Sections 502(1) or 507 include: 
A m photericin , carbom ycin, colistin, cycloserine, ery throm ycin , fum a- 
gillin, gram icid in , griseofulvin, kanam ycin, neom ycin, novobiocin,
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nysta tin , oleandom ycin and triacety lo leandom ycin , oxytetracycline, 
parom om ycin, polym yxin, ristocetin , ty ro th ric in , vancom ycin and 
viom ycin. T hese  products have been m arketed  under the  “new d ru g ” 
provisions of the  Act. T he m anufactu rers produce and assay these 
products under th e ir ow n responsib ility  b u t sub ject to  s trin g en t penal
ties if the product fails to m easure up to  requ irem en ts im posed by the 
A ct or regula tions or by th e ir  effective new drug applications.

R egard less of the  long h isto ry  of effective and safe use of “new 
d ru g ” antib io tics, proposals have been m ade from  tim e to tim e th a t 
all antib io tics be m ade sub ject to certification. T h is proposal w as 
orig inally  presented  som e 16 years ago w hen a decision had to be 
m ade as to  w h eth er strep tom ycin  should be handled under the new  
drug  section or under certification.

Penicillin had been placed under certification to  coincide w ith 
release of the drug  for general sale to w holesalers and re ta ilers by 
rem oval of w ar-tim e controls, and to  perm it the  con tinuation  of batch 
te s tin g  by F D A  w hich had been carried  out on behalf of m ilitary  
pu rchasing  agencies under a plan prepared  by the  W a r  P roduction  
Board. T he  in d u stry  consented to the penicillin certification am end
m ent and advised C ongress th a t i t s :
collaboration on the bill was pred icated  on three principles:

(1) A ssurance th a t certification was not to be extended generally;
(2) E xpec tation  th a t im proved m ethods of production  and testing  would in 

a reasonable tim e w arran t term ination  of the certification procedure; and
(3) A ssurance tha t the Food and D rug  A dm inistra tion  w ould give fast 

service in running  and reporting  its tests and assays.
N eith er the  A dm inistra tion  nor any  o ther sup po rter of the  bill 

in any  w ay denied th a t th is  w as the understanding . As a m a tte r of 
fact, every th ing  th a t w as said by such persons w as consisten t w ith  the 
in d u s try ’s un derstan d in g  th a t the “requirem ent for certification is 
fully expected to be a tem p orary  m a tte r .”

Congress w as advised by the  A dm inistra tion  as fo llo w s:
I t  is recognized th a t contro l m easures of this character are essential only 

in such special cases as insulin and penicillin products. Because of the new ness 
of penicillin and the possibility of developm ents in m anufactu ring  technology 
and otherwise that may obviate the need for special control the suggested amend
m ent provides for the term ination  of certification requirem ents w ith respect to 
an \' penicillin p rodu ct w henever the facts w arran t.

W h en  strep tom ycin  cam e along sho rtly  thereafter, the Food and 
D rug  A dm in istra tion  proposed criteria  for a general am endm ent to 
the A ct to  provide for certification of all drugs th a t a r e :
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. . . highly efficacious for one or m ore serious diseases suffered by a sub
stantial segm ent of the population— and—because of unusual difficulties inherent 
in its process of m anufacture o r in the m ethod of testing  finished lots it is likely 
to  fail to m eet s tandards of identity, strength , quality and purity  appropriate to 
insure safety and efficacy of use.

C onsiderable opposition w as expressed to th is proposal. F irs t, 
the stan dards w ere expressed in such generalities th a t little  protection 
would be afforded against a rb itra ry  in terp re ta tion s. O nly a sho rt tim e 
before, spokesm en for the A dm in istra tion  had sta ted  on num erous 
occasions th a t they  w ould not seek the extension of th is special type 
of control to  d rugs generally , and th a t they  did no t have in m ind 
“ the extension of the principle of p re tes tin g  to any o ther product 
or group of p rod ucts.”

T he  Food and D rug  A dm inistra tion  dropped its proposal for a 
general am endm ent and instead suggested  m erely add ing  strep to 
m ycin to the  prov isions governing penicillin. A gain, the A dm in istra
tion to ld C ongress th a t as im proved techniques in m anufacture  and 
be tte r m ethods of testing  are developed, the need for p re tes tin g  and 
certification m ay no longer exist, and rem inded the leg islators th a t 
products m ay be exem pted from  the certification requirem ent w hen 
th a t procedure is no t necessary  to  insure safe ty  and efficacy of use. 
T he in du stry  w as obviously com forted by these w ords and, although  
it did no : approve the  strep tom ycin  am endm ent, no opposition w as 
entered.

T hen , in 1949 tw o firm s requested  certification on new er an ti
biotics, and again the Food and D rug  A dm inistra tion  proposed a 
general am endm ent se ttin g  forth  stan dards for add ing new antib iotics 
w ith ou t special legislation in each case. B u t criteria  could no t be 
form ulated and instead  the final resu lt w as an am endm ent to  the act 
add ing chlortetracycline, chloram phenicol and bacitracin  to the cer
tification requirem ent.

W ith the great improvement in m anufacturing and testing techniques 
betw een 1945 and 1950, proposals for a general am endm ent to  require 
certification of all antib io tics disappeared. Instead , in te rest w as 
focused on decertification of antib iotics.

C onsiderable a tten tio n  over a num ber of years w as devoted by 
FD A  and the in du stry  to  developing policies for decertification. Some 
favored decertification on a p roduct basis. O thers favored exem pting 
m anufactu rers w ho proved th e ir experience and com petence to  p ro 
duce sa tisfac to ry  products. H ow ever, despite the g rea t am ount of
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a tten tion  and study  given th is subject, only a very  few products have 
been exem pted from  the  certification requirem ent.

In  view  of th is  background , it is m ost su rp rising  th a t in the last 
tw o years, proposals have been revived to  expand the  certification 
requirem ent to  cover all antib io tics. T hese proposals seem to  have 
grow n ou t of s ta tem en ts  m ade by a few physicians, not speaking for 
the m edical profession b u t only for them selves, before the Senate 
Subcom m ittee on A n titru s t and M onopoly. T heir reasoning w as 
sim ply th a t there did no t appear to  be any reason for lim iting certifi
cation to  those antib io tics discovered prio r to  1950. Of course, no one 
argues th a t antib io tics discovered p rio r to  1950 are so different from  
those discovered a fte r 1950 th a t only the form er need be sub ject to 
certification. T he issue is w h eth er certification is needed for any an ti
biotics and, if so, w hich ones.

P rom pted  by testim ony before the  Senate Subcom m ittee, the 
S ecretary  of H E W  appointed a Special A dvisory  Com m ittee in 1960 
to review  policies, p rocedures and decisions of the D ivision of A n ti
biotics. T h is  Subcom m ittee recom m ended th a t certification procedures 
be extended to  cover “all antim icrob ial agen ts used in the  prophylaxis 
and trea tm en t of infectious diseases.” T he reason given w as th a t 
previously given before the Subcom m ittee ; th a t i s :

T he C om m ittee sees no reason for lim iting certification to those antibiotic 
p reparations which happen to have come on the m arke t p rio r to 1950, and fu rther 
believes th a t all agen ts em ployed for equally serious conditions should be subject 
to equivalent m easures of control.

Senate bill S. 1552 in troduced in A pril, 1961 by the  C hairm an of 
the  Senate Subcom m ittee includes an am endm ent to  Section 502(1) 
of the A ct so as to  b ring  under certification all antib iotic drugs. T he 
D ep artm ent of H ea lth , E ducation , and W elfare  has indicated its 
support for such an am endm ent.

Report of Controller General
O n the  o ther hand, the C ontroller General, in a report to  the 

Congress in Septem ber, 1961, proposed th a t a review  be m ade of the  
need for con tinuation  of the certification program  for antib iotics. T he  
report po in ts ou t th a t, “W hile the certification program  provides 
extensive safeguards for p ro tec tin g  the consum er, it requires a re la
tively large num ber of scien tists and technicians for the tes tin g  w ork ,” 
and questioned w h eth er th is effort could no t be pu t to b e tte r advan
tage.
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T he repo rt m ade the  follow ing p ertinen t com m ents :
T he low incidence of rejection in testing  p roducts under the certification 

p rogram  suggests tha t generally  a high degree of p roduct quality  has been 
atta ined  by m anufacturers of certified antibiotics. D uring  fiscal year 1960, 22 
batches of antibiotic drugs w ere rejected  by F D A  out of 16,601 batches tested. 
D uring  the last S years only 2.3 batches w ere rejected for every 1,000 batches 
tested. F o r insulin, 350 batches w ere tested  in fiscal year 1960, of w hich 1 batch 

was rejected.
Section 507(c) of the Food, D rug, and Cosm etic A ct (21 U. S. C. 357(c)) 

provides d iscretionary  au thority  for the Secre tary  to m odify the certification 
testing  program  for antibiotics w hen in his judgm ent less than  100 per cent p re 
distribu tion  testing, b u t not com plete elim ination, would be desirable w ith  respect 
to  a specific p roduct or a m anufacturer. It would seem th a t the use of such 
d iscretionary  au thority  m igh t be justified in som e cases by the proficiency of 
in du stry  in m anufacturing specific products. W e recognize, how ever, th a t any 
relaxation  of 100 per cent p red istribu tion  testing  would have to  be based on 
scientific and technical judgm ents of FLEW officials and any relaxation  of the 
testing  contro ls w ould probably have to be coupled w ith  an intensified p rogram  
of factory  inspections and reviews of the m anufactu re rs’ quality controls.

T he  N ew  England Journal o f Medicine has come up w ith  a recom 
m endation to  extend the  certification requirem ent to  all new  drugs 
th a t are p roducts of biologic processes and in w hich the  activity, 
p u rity  and potency of the product has been found to  vary  significantly  
from  batch to batch. T he journal suggests th a t the determ ination  be 
m ade by the  D ivision of Biologic S tandards instead of FDA, and that 
a provision be included in the  s ta tu te  for rem oval from  certification 
of “any drug  th a t experience has show n can be m anufactured  and 
produced w ith  uniform  activity , potency, and p u rity .”

I t  is in terestin g  to note th a t bo th  the  Special A dvisory Com m ittee 
and the N ew  England Journal do no t recognize antib io tics as a special 
class for certification. T he advisory  com m ittee speaks of all “an ti
m icrobial” agen ts and the N ew  England Journal speaks of all d rugs 
produced by biologic processes.

T he C itizen’s A dvisory Com m ittee appointed  by the S ecretary  
of Health, Education and W elfare  m ade the follow ing recom m enda
tion in its report in 1955 :

. . . th a t the appropriate au thorities should consider taking such steps as 
are adm inistratively  perm issible under the present act to decertify  antibiotics 
w hich have reached standards of identity, s trength , quality, and purity  which 
are sufficiently satisfactory  to  w arran t decertification.

T herefo re, the proposal m ade in S. 1552 and backed by the  
A dm in istra tion  proceeds on a different theory  than  th a t advocated 
by any of these groups.
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In  review ing the  question  of w hether certification is any longer 
appropria te  for an tib io tic  products, we should s ta r t w ith  the reasons 
th a t w ere advanced for placing penicillin, s treptom ycin , chlortetra- 
cycline, chloram phenicol and bacitracin  under th is special type of 
con tro l program .

Some of the reasons advanced w ould apply  to  m any types of d rug 
products. F o r in s ta n c e :

(1) I t  w as s ta ted  th a t the products are efficacious in a num ber 
of diseases, som e of w hich can be fatal.

B u t th is  is true  of a host of d rug  products such as the sulfonamides, 
horm ones, an ticoagulan ts, antiseptics, antispasm odics, digitalis and 
o ther products for use in cardiac conditions, and m any others.

(2) T h a t the m ethods available for checking in te rs ta te  shipm ents 
are no t sufficient to assure the safe ty  of these products.

B u t if th is is a problem , it is one applicable to  all p roducts sub ject 
to  the Act.

In  a rgu ing  for th is special con trol over penicillin and streptomycin, 
the principal assertion  w as th a t the drugs are produced by a biological 
process w hich is sub ject to  vagaries in heren t in all such processes.

B u t biological p roduction  processes are by no m eans unique to 
antib io tics. T h ey  are am ong the  oldest and m ost w idely used produc
tion processes know n to man.

Such a process w as used in the production  of beer by the  ancient 
E gyp tians. P h a rao h ’s beer w as probably  cloudy and varied from  
ja r  to  jar, b u t the  vagaries in the production  of th is im p ortan t product 
have no t sub jected  it to  a certification requirem ent du ring  any  of its 
4,500 years of recorded history.

N eith er is certification applicable to  w ine, yeast, cheese, yoghurt, 
b u tte rm ilk  or alcohol, all of w hich are produced by biological processes. 
N or is certification applicable to  riboflavin, vitam in B 12, or ascorbic 
acid, w hich are produced in w hole or in p a rt by biologic processes, 
as are citric acid, hydrocortisone, and gluconic acid. A nd consider, 
too, the hundreds of derivatives of these substances.

“ Omnibus Bill”
F urth erm ore , the “om nibus b ill” proposed by H E W , as reported  

in the  Jan u a ry  8, 1962 issue of F-D-C Reports (“T he P ink  S heet” ), 
w ould extend an tib io tic  certification requirem en ts to cover p roducts
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regardless of w h eth er they are produced by a biological process, for 
the te-rm “an tib io tic” w ould be defined as “a chemical substance pro
duced by liv ing m icro-organism s, or the equivalent o f such a substance 
produced synthetically and capable of destro y in g  or inh ib iting  the 
grow th  of ano th er m icro-organism  in high d ilu tion .”

A nother reason advanced for certification w as th a t te s tin g  tech 
niques w ere im precise. H ow ever, th is difficulty has long since been 
removed. As a m atter of fact, in 1955, Doctors Grove and Randall of 
F D A ’s Division of A ntib io tics pu t to gether in book form  a m anual 
of assay m ethods of antib io tics which they described as follows :

T he p resen t book gives practical tests and m ethods of assay for all of the 
antibiotics tha t are being d istribu ted  com m ercially in the U nited  S tates today 
and for the various preparations and substances in which they m ay occur. Because 
of the trem endous am ount of research being conducted to find new  antibiotics, 
this book will probably  not be published very long before som e new ones will be 
in troduced for clinical or o ther use, fu rther adding to the list of these im portan t 
drugs. I t is believed, how ever, tha t such a wide varie ty  of m ethods are p resented  
tha t it will be a relatively sim ple m atter to adapt them  to any new antibiotics 
tha t m ay come along.

In 1950, M r. C harles Craw ford, then D eputy  C om m issioner of 
the Food and D ru g  A dm inistra tion , discussed adm inistra tive  decertifi
cation of antib iotics. H e com m ented th a t the basic considerations 
responsible for the enactm ent of Section 507 w ere: first, th a t the drug 
was highly efficacious in the treatm ent of crippling diseases occurring 
am ong a large num ber of our p o p u la tio n ; second, th a t it w as produced 
by biological m ethods w ith  a lack of un iform ity  am ong batches of 
finished p ro d u c tio n ; and th ird , th a t the m ethods of assay ing  the 
finished d rug  gave uncerta in  and variab le resu lts. M r. C raw ford 
seemed to adm it th a t these orig inal reasons m ight no longer apply 
bu t s a id :

W e do not believe tha t the statem ents describing the factual situation  w ith 
respect to penicillin at the tim e of enactm ent necessarily constitu te all of the 
factors the A d m in is tra to r should consider at a future tim e in action under 
Section 507(c). (Subsection (c) deals w ith decertification.)

Mr. C raw ford argued  th a t the A ct does not perm it exem pting 
m anufacturers w ho fiave proved th e ir com petence from  certification 
bu t requires decertification only on a p roduct by  product basis. B u t 
M r. C raw ford m ade it clear th a t he w as ta lk ing  about the du ty  im posed 
upon the S ecretary  by Section 507. H e s a id :

T he statem ent of w hat we th ink  Section 507(c) m eans should not be taken 
as w hat we th ink  the Section ought to be. W e th ink  the Section should he 
changed because we do not believe that once a firm operates under certification 
it should necessarily  do so for all time.
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U n der the am endm ents to the F ederal Food, D rug , and Cosmetic 
A ct th a t have already, or will soon be, presen ted  to Congress, the 
Food and D rug  A dm inistra tion  w ould have even m ore abundant 
au tho rity  than  it now  has to  contro l the m anufacture and distribu tion  
of d ru g  products. T he Pharm aceutical M anufactu rers A ssociation has 
proposed th a t all d rug  m anufacturers be required  to  reg ister w ith 
FD A . U nder the “om nibus b ill’’ proposed by H E W , as reported  in 
“T he P ink  S heet.” the S ecretary  w ould be given au th o rity  to  pre
scribe by regulations the m ethods, facilities, personnel and controls 
to  be used in d rug  m anufacturing , processing, packaging or holding 
to  insure th a t the d ru g ’s id en tity  and stren g th  do no t differ from, and 
th a t its p u rity  and quality  do no t fall below  those w hich the drug 
purports or is represented to possess. Failure to meet the requirements 
prescribed by such regulations w ould render the d rug  adu lterated .

M oreover, factory  inspection au th o rity  w ould be considerably 
broadened. N ew  d rug  applications could be revoked for the failure 
to  keep required  records, for failure to perm it access to  such records, 
and for failure to  m ain tain  m ethods, facilities and controls prescribed 
in the  application. W ith  all of this, it is extrem ely  difficult to un der
stand  w hy the burdens and w aste  of batch  certification should be 
continued, m uch less expanded, even if som e problem  th a t orig inally  
prom pted enactm ent of the  certification requ irem en t still rem ained. 
A nd it is respectfu lly  subm itted  than  no such problem  does rem ain.

I t  is hoped th a t fu rth er discussions of antib io tic  certification will 
take in to account the p resen t s ta te  of know ledge regard ing  the m anu
facture  and te s tin g  of these products and th a t C ongress will no t extend 
certification to  o ther p roducts on the general and vague proposition 
th a t, “W h a t’s good for the goose is good for the  g an der.” A fter all, 
these  geese have come a long w ay since 1945. [The End]

Conclusion
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Recent Developments 
in Drug Labeling Regulations 

and Interpretations
By VINCENT A. KLEINFELD

The Author, a Member of the Washington, D. C. Law Firm 
of Bernstein, Kleinfeld & Alper, Presented This Paper Before 
the Quality Control Group of the Contact Section, Pharma
ceutical Manufacturer’s Association, on March 19, 1962.

H E  L E G IS L A T IV E  H IS T O R Y  of the F ederal Food, Drus? and
Cosm etic A ct reveals th a t du ring  the five years of in teragency  

and  legislative strife which finally culm inated in the  passage of the 
sta tu te , a num ber of com prom ises w ere necessarily  arrived a t in order 
th a t some law  could be enacted. One of the m ost con troversial and 
b itte rly  contested features of m ost of the bills w hich w ere in troduced 
was the vesting  of ju risd ic tion  over advertising , as well as labeling, 
in the Food and D ru g  A dm inistra tion , ra th e r than  in the F ederal 
T rad e  Comm ission.

T he conflict appeared to  be settled  by the  passage of the W heeler- 
L ea A ct (52 S tat. I l l ) ,  w hich provided in p a rt th a t the dissem ination 
of false advertising  w ith  respect to  food, drugs, devices and cosm etics 
constitu ted  an un fair or deceptive act in com m erce under the  F ederal 
T rad e  Com m ission Act. T he passage of the W heeler-L ea Act, and the 
u ltim ate  enactm ent of the F ederal Food, D ru g  and Cosm etic Act, 
seem ed to  the unskilled eye (to  those w ho w ere not fam iliar w ith , or 
did not yet com prehend w h at the executive and judicial branches 
could do w ith  s ta tu to ry  language), to  resolve the problem  of ju ris 
diction w ith  some certa in ty . T o  the  unsophisticated , it appeared th a t 
Congress had vested in the  F ederal T rad e  Com m ission the function 
of con tro lling  advertising , and had vested in the Food and D rug  
A dm inistra tion  the function of regu la tin g  labeling. T he years w hich 
have elapsed since the passage of these s ta tu tes , how ever, have revealed 
an in te res tin g  approach w hereby the  Food and  D rug  A dm in istra tion  
has m anaged to  augm ent the scope of the  F ederal Food, D ru g  and
PAGE 238 FOOD DRUG COSMETIC LAW JOURNAL— APRIL, 1962



Cosm etic A ct by exercising  ju risd ic tion  over item s which w ould 
trad itionally  have been designated  as advertising . T h is  w as skillfully 
done w ith  respect to  over-the-coun ter d rugs and now, in the K efauver 
era, has been carried  over in to the prescrip tion  area.

Labeling Interpretation
T here  are, in reality , tw o facets to the exercising  of control under 

the F ederal Food, D ru g  and Cosm etic A ct over w h a t w ould ordinarily  
be denom inated advertising . T he  first arises ou t of the construction  
w hich the courts have placed upon the  term  “labeling ,’’ as used in 
Section 201 (m ). In  the  K o rd e l1 and U rbeteit2 decisions, the Suprem e 
C ourt sustained the m anner in w hich the w ord had been in terp re ted  
by the Food and D ru g  A dm inistra tion . In  the Kordel case, for ex
am ple, the false and m isleading sta tem en ts of w hich the governm ent 
com plained had been contained in circulars or pam phlets d istribu ted  
ap a rt from  the drugs. Some of the  lite ra tu re  had been displayed in 
sto res in w hich the products w ere on sale ; som e had been given aw ay 
w ith  the sale of the  p ro d u c ts; som e had been sold independently ; and 
som e had been m ailed to custom ers by the sellers. N o tw ith stand in g  
th a t the  lite ra tu re  had been shipped separate ly  from  the  drugs w ith  
w hich it w as associated, and regard less of the  fact th a t the  lapse of 
tim e betw een the shipm ents of the d rug  and lite ra tu re  w as in a t least 
one instance approxim ately  a year and a half, the Suprem e C ourt held 
th a t the  lite ra tu re , a typical adv ertis in g  m edium , constitu ted  labeling 
w hich had accom panied the  drugs in in te rs ta te  commerce.

T he C ourt w as obviously im pelled in susta in ing  K o rd el’s convic
tion, as it has been m otivated  in o ther food and d ru g  cases, by the 
rem edial purposes of the Act. E ven  though  the case involved a 
crim inal prosecu tion, and th a t the detailed legislative h isto ry  of the 
A ct w as rem arkab ly  silent w ith  regard  to the  scope of Section 201 (m j, 
the  m ajo rity  of the C ourt encountered little  difficulty in constru ing  the 
section as u rged  by the governm ent. T he basic rationale for the 
C o urt’s ho ld ing w as s ta ted  quite clearly in its opinion : the belief th a t 
a con trary  resu lt w ould create “an obviously wide loophole.’’ I t  can 
of course be contended w ith  som e reason th a t loopholes, bad as they 
m ay be, should be closed by the  legislative branch ra th e r  than  by the 
executive or judicial branches.

W ith  respect to the  conten tion  th a t the  F ederal T rad e  Com m is
sion had been given specific ju risd ic tion  over advertising , the C ourt

1 K o rd e l v . U n ite d  S ta te s , 335 U. S. 345 (1948).
" U n ite d  S ta te s  v. U rb c te it, 335 U. S. 355 (1948).
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adverted  to  the fact that, in the evolution of the Federal Food, D rug  
and Cosm etic Act, the ban on false advertising  had been elim inated 
and its control transferred  to  the F ederal T rad e  Comm ission. T he 
C ourt declared, nevertheless, th a t it had searched the legislative 
h isto ry  in vain to  find any indication th a t Congress had in tended to 
elim inate from  the A ct advertising  w hich perform s the function of 
labeling.

T here  is now no doubt, therefore, th a t w here drugs and adv ertis
ing m aterial have a com m on origin and a com m on destination , and 
w here the lite ra tu re  is designed for use in the sale of the drugs, ex
plains their use and is an essential supplem ent to the label attached  to 
the package, the products and the lite ra tu re  are in terdependen t and 
accom pany each o ther in in te rs ta te  com m erce. I t  is now  settled  law 
th a t th is type of advertising  m atte r is encom passed by the Federal 
Food, D rug  and Cosm etic Act.

Subsection on Misbranding
T he second facet of the exercising by the Food and D rug  A d

m in istra tion  of ju risd iction , indirect though  it m ay be, over adv ertis
ing is the m anner in w hich the agency and the  courts have in terp reted  
Section 502(f)(1 ) of the Act. T he subsection is rem arkab ly  terse. 
I t  declares m erely th a t a d rug or device shall be deem ed to  be m is
branded unless its labeling bears adequate directions for use, a lthough 
a proviso is added to the effect th a t w here any requirem ent as to such 
directions, as applied to a d rug or device, is not necessary for the 
protection  of the public health , the secretary  shall p rom ulgate regu la
tions exem pting the drug  or device from the requirem ent. T he legis
lative history of the Act contains no direct guidance as to the congressional 
design w ith  regard  to the scope of the section in connection w ith 
claim s m ade or diseases referred to in the advertising  of d rug products.

In  D ecem ber of 1938, the Food and D ru g  A dm inistra tion  issued a 
regulation  quite sim ilar to the regulation  now in existence. T h is p ro 
vided th a t directions for use under Section 502(f)(1 ) m ight be inade
quate by reason of the om ission of directions for use in all conditions 
for w hich the drug  or device w as prescribed, recom m ended or sug
gested in its labeling, “or in its advertising  dissem inated or sponsored 
by or on behalf of its m anufactu rer or packer, or in such o ther con
ditions, if any there be, for w hich such d rug  or device is com m only 
and effectively used .”
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T he Food and D rug  A dm in istra tion  has m aintained, and th is 
approach has been sustained by the courts, th a t the design of Section 
502 of the A ct, as a whole, is “ to m ake self-m edication safer and m ore 
effective, and to require th a t d rugs m oving in in te rsta te  com m erce 
be properly  labeled so th a t their use as prescribed m ay no t be danger
ous to  the health  of the u ser.” T he courts have accepted the  proposi
tion th a t it cannot be determ ined w h eth er d irections for use are 
adequate, as required  by the  Act, unless the  purposes for w hich the 
d rug  is to  be consum ed are set forth. L ikew ise, if the labeling m erely 
s ta tes  dosages, w ith ou t revealing the conditions and ailm ents to  w hich 
they  refer, it is im possible to  ascerta in  w h e th er the product com plies 
w ith  Section 502 ( j) , w hich provides th a t a d rug  is m isbranded if it is 
dangerous to  health  w hen used in the  dosage, or w ith  the  frequency 
or duration  prescribed, recom m ended, or suggested  in its labeling.

Statement of Drug's Purpose
Once these assum ptions w ere accepted, the ru ling  of the courts 

followed th a t the labeling of a drug' w hich a consum er purchases over- 
the-coun ter m ust s ta te  the ailm ents for w hich the product is to  be 
used and directions for its use in such ailm ents, no m atte r in w h at 
m edia the drug  is held out for such use. If the m anufac tu rer or dis
tr ib u to r  of a  d rug  product, in new spaper or m agazine advertising , for 
exam ple, recom m ends his p roduct for use in the  trea tm en t or cure 
of various diseases, the courts have held th a t the  labeling m ust contain 
d irections w hich are aim ed at the use of the d ru g  in the trea tm en t or 
cure of such diseases, including th e ir nam es. Since listing  the nam es 
of conditions for w hich the product w as no t efficacious w ould resu lt 
in a Section 502(a), “false or m islead ing” charge, the  d is tribu to r is 
faced w ith  a Scylla-C harybdis d ilem m a; he m ust choose betw een 
regu la to ry  proceedings based on e ither Section 502(f)(1 ) or Section 
502(a).

T he rationale utilized by the courts w hich have considered the 
problem  w as se t forth  w ith  c larity  in a lead ing c a s e 3 as follow s:

T he w ords “adequate directions for use,” necessarily relate to  some purpose 
w hich is to  be served by the use, and th a t purpose m ust be consistent w ith  the 
in ten t of the A ct as a w hole to p ro tec t the public health. For w hat purposes are 
d rugs used? Obviously, as a  rem edy for som e ailm ent of the body. I t seems 
equally obvious th a t no d rug  can be said to contain in its labeling adequate direc
tions for its use, unless every ailm ent of the body for which it is, th rough  any

3 U nited  S ta te s  v. In s ta n t  A lb e r ty  F o o d , 83 F. Supp. 882 (D . C., D. C., 1949). 
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m eans, held out to the public as an efficacious rem edy be listed in the labeling, 
toge ther w ith  instructions to the user concerning the quantity  and frequency of 
dosage recom m ended for each pa rticu lar ailm ent.

T he d istric t cou rt w as clearly m otivated  in th is case, as the 
Suprem e C ourt w as in the  Kordel case in connection w ith  the  “ac
com panim ent” problem , by th e  fact th a t a con trary  construction  of 
Section 502(f)(1 ) w ould provide the m anufactu rer or d is trib u to r w ith  
a convenient m ethod by w hich he could evade the  purposes of the  Act. 
T he  court d ec la red :

A ny o ther construction  of Section 352(f)(1) [502(f)(1 ) of the A ct] would 
provide the m anufactu re r and shipper w ith a convenient loophole th roug h  which 
he could evade the  A ct w ith  resu lting  danger to public health. H e  need only 
include in the labeling either dosage directions alone, o r w ith the addition of one 
or m ore bodily diseases or ailm ents for which he claim s the d rug  is efficacious, 
and by a contem poraneous advertising  cam paign lead the public to  believe tha t 
the drug  is a rem edy for a m ultitude of ailm ents. In  such cases . . . there is no 
section of the  A ct w hich p ro tec ts  the public against the resu lting  harm .
A gain, a “ loophole” w as being closed by the courts.

In the K efauver era in w hich the drug in du stry  is now  living, 
the Food and D rug  A dm inistra tion  determ ined to increase its reg u 
latory  control of the labeling (w hich now includes, of course, m aterial 
w hich w ould ordinarily  be considered advertising) of p rescrip tion  
drugs. T he am endm ents to the regulations under Section 502(f)(1 ) 
of the Act (the directions for use section), prom ulgated  by the  Food 
and D rug  A dm inistra tion  last year, m ake m aterial changes w ith  re
spect to  the  labeling of p rescrip tion  drugs, bo th  for hum an and 
ve te rin ary  use. T hese  am endm ents are extrem ely  far-reaching.

W hile the regula tions re la ting  to  prescrip tion  drugs are nom inally 
based on the au th o rity  given the Food and D ru g  A dm inistra tion  to 
exem pt the labeling of certain  drugs from  bearing  adequate directions 
for use, in effect they  sta te  the criteria  th a t will con stitu te  adequate 
directions for use for all prescrip tion  drugs.

Limitations to Dispensing Prescriptions
T he F ederal Food, D rug  and Cosm etic A ct lim its to  prescrip tion  

dispensing all d rugs for hum an use w hich contain certain  hab it-form 
ing narcotic or hypnotic substances, and all drugs for hum an use 
w hich, because of th e ir toxicity  or o ther p o ten tia lity  fo r harm ful 
effect, or because of th e ir m ethod of use or collateral m easures neces
sary  to  th e ir  use, are no t safe for use except un der the supervision of 
a licensed physician. T hrou gh  the  new  regulations, the  Food and
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D rug  A dm inistra tion  has tigh tened  its control no t only over the label
ing of these prescrip tion  drugs b u t also, especially w here “new d rug s” 
are concerned, over advertising  as well.

Specifically w ith  respect to  prescrip tion  drugs for hum an use, the 
regulations provide th a t these drugs shall be exem pt from  the requ ire
m ent of bearing  adequate directions for use as long as the follow ing 
conditions are m e t :

1. T he drug, prio r to its actual d ispensing on prescription , is in 
the  possession of one law fully entitled  to  possess the drug.

2. T he label of the drug  bears the s ta tem en t “C au tion : Federal 
law  proh ib its d ispensing w ith ou t p rescrip tion” ; inform s as to the 
recom m ended or usual dosage of the d ru g ; specifies the route of 
adm in istra tion  of the drug  if it is no t for oral u s e ; sta tes the quantity 
or proportion  of each active ingred ien t under its com m on or usual 
n a m e ; if it con tains certain  narcotics, the  q u an tity  or proportion  and 
the nam e of the  narcotic  w ith  the legend “W arn in g — M ay be hab it 
form ing" and the qu an tity  or proportion  of any brom ides, ether, 
chloroform , acetanilid, acetophenetid in , am idopyrine, an tipyrine, 
atrop ine, hyoscine, hyoscyam ine, arsenic, digitalis, digitalis glucosides, 
m ercury , ouabain, s trop han th in , strychnine, thyroid , or th e ir deriva
tives as specified by regulation . In  addition , the label m ust contain 
the nam es of all inactive ingredients if the d rug  is for o ther than  oral 
use, and, if it is a paren tera l, the qu an tity  or p roportion  of each in 
active ingredient. H ow ever, flavors, perfum es and colors m ay be 
designated  as such. F inally , the label m ust contain an identify ing 
num ber th ro ug h  w hich the com plete m anufac tu ring  h isto ry  of the 
particu la r lo t of d rug  can be determ ined. T he outside con tainer of 
a d rug  m ust bear the sam e inform ation contained on the label.

3. If th e  im m ediate con tainer of the drug  is too sm all or o th e r
wise unable to  bear a label con tain ing  all of the inform ation specified, 
and is packaged in an ou ter con ta iner from  w hich it is rem oved for 
d ispensing o r use, it is perm issib le to place the prescrip tion  legend on 
the outside con tainer of the d ru g  only. In  th a t event, the dosage 
in structions, rou te  of adm in istra tion  and  list of inactive ingredients 
(if required) can be contained in a package in se rt or o ther labeling on 
or w ith in  the package from  w hich it is to be dispensed. T he qu an tity  
or proportion  of each active ingredient, and a listing  of narcotics and 
o ther ingred ien ts already specifically nam ed, how ever, to g e th er w ith
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the  lot num ber, m ust appear on the label of the im m ediate container 
itself. If the im m ediate con tainer is a d ispensing tube, the  iden tify ing  
lo t or con tro l num ber m ay be on the crim p of the  tube.

4. A recent am endm ent to the regula tions refers to  the situation  
w here the dosage for a prescrip tion  drug varies w ith in  extrem ely wide 
lim its, so th a t it m ay no t be possible in all cases to p resen t an in fo rm a
tive or useful s ta tem en t of the recom m ended or usual dosage in the 
space available on the label or carton . T he  Food and D ru g  A dm inis
tra tion  has declared, in a S ta tem en t of G eneral Policy or In te rp re ta 
tion. th a t in such a situation  com pliance w ith  the requirem ent w ould 
be m et by a s ta tem en t such as “ See package in sert for dosage in fo rm a
tion" and the detailed inform ation is con tained in the insert.

Provisions
The regulations provide th a t all of a prescrip tion  d rug 's  labeling, 

including d irect m ailings to physicians and pharm acists and m aterial 
left by detail men, w hich contains in form ation re la ting  to the use or 
dosage of the drug, m ust also convey inform ation concerning the 
effects, dosages, routes, m ethods and frequency and duration  of ad 
m in istra tion  and any relevant hazards, con traindications, side-effects 
and precautions, and m ust sta te  all of the conditions for w hich the 
drug is represen ted  to be of use, as well as the  com position of the drug.

T he effect of the am endm ents perta in ing  to the new drug regu la
tions is to require th a t the labeling of all p rescrip tion  new drugs bear 
the sam e inform ation as is required for p rescrip tion  drugs in general. 
In  addition, how ever, the Food and D rug  A dm inistra tion  has aug
m ented its control under the New D rug  Section, to a lim ited degree 
a t least, w ith  regard  to  the advertising  of new  drugs, prescrip tion  as 
well as over-the-counter. In th is respect, the regula tions require th a t 
the new drug application sta te  th a t the advertising  of all new drugs 
will lim it the recom m ended usage for the drug to  the  sam e conditions 
as s ta ted  in the  d ru g ’s labeling. I t  m ay be debated w hether th is adds 
to  the au th o rity  form erly claim ed by the Food and D rug  A dm in istra
tion. I t  does provide, how ever, a som ew hat easier m eans for enforc
ing the au tho rity  if the agency possesses it.

In addition , the am endm ents to  the new d rug  regulations provide 
th a t the application shall be conditioned upon the  fact th a t no changes 
will be m ade in the com ponents, com position, m anufac tu ring  m ethods, 
facilities, con trols and labeling of the  d rug  un til a supplem ental ap 
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plication has been filed and becom es effective, or un til the Food and 
D rug  A dm in istra tion  gives w ritten  notification th a t no supplem ental 
application is requ ired  for the  contem plated changes.

T he am endm ents to  the new d rug  regulations also provide for an 
inspection of the facilities used to  produce a new  drug' when the 
w ritten  descrip tion  of th e  facilities contained in the  new  d rug  applica
tion is not sufficient to w arrant the conclusion th a t the drug  is safe. 
P end ing  such an inspection, the application m ay be m ade conditionally 
effective, bu t m ark etin g  of the d rug  m ay no t take place un til the in
spection has been conducted and the applicant inform ed in w ritin g  th a t 
the new  d ru g  application has been m ade fully effective. In line w ith  
th is inspection au tho rity , the Food and D ru g  A dm inistra tion  seems 
also to be claim ing the righ t to exam ine records re la ting  to  the drug.

W h a t I have said covers the m ore significant changes in the reg u 
lations. I have not offered any opinion on the validity or enforceability 
of these am endm ents to  the regulations. As a m a tte r of academic 
in terest, it is in te restin g  to speculate on the resu lts  in the event 
a d rug  m anu fac tu rer w ere to  take the position th a t he did not w ish 
to  be favored by being gran ted  an “exem ption" by regulations issued 
under Section 502(f)(1 ) of the Act, and m erely w an ted  to set forth  
adequate directions for use in his labeling in com pliance w ith  the 
s ta tu to ry  language. Of course, the governm ent takes the position 
th a t there can be no adequate d irections for use of a prescrip tion  drug. 
W h e th e r th is is true  in every factual s ituation  is a m atte r for con
jecture. Is it not reasonable to  hold th a t the prescrip tion  legend con
stitu te  adequate directions for use for a p rescrip tion  d rug? Does a 
C onstitu tional problem  arise if it is a fact, as contended by the 
governm ent, th a t there  is no w ay in which s ta tu to ry  language can be 
com plied w ith  except by tak in g  refuge behind an exem ption from  the 
s ta tu te?  A nd can the g ran tin g  of an exem ption (w hich the recipient 
m ust accept) from  the requirem en t of “adequate directions for use" 
com pel the se ttin g  forth  of hazards, con traindications, side-effects, 
and precautions?

I t  is also in te restin g  to speculate as to  the effect of an assertion  
by a d rug  m anu fac tu rer th a t the A ct does not require that every piece 
of p rin ted  m aterial co n stitu ting  labeling m ust bear adequate directions 
for use and w arn ings. Is it definitely estab lished as a m a tte r  of law 
th a t prom otional m aterial fo rw arded to  physicians is “labeling" under 
Section 201 (m ) of the A ct? W h a t are the legal consequences if a 
particu lar piece of p rin ted  m aterial forw arded to physicians does not
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com ply w ith  the  regula tions?  Can the requirem ent of package in serts  
be enforced if all physicians and pharm acies have already been fu r
nished w ith  the  full disclosure of in form ation by m eans of a reference 
card or som e sim ilar m edium ? W h e th e r  the  s ta tu to ry  au th o rity  relied 
upon by the  governm ent for the issuance of the  regu la tions is suf
ficient to  sup po rt them  m ight no t be en tirely  free from  doub t if the 
area  concerned w ere no t the food and d rug  field.

Decision Left to Manufacturer
T he regu lations provide th a t the  in form ation required  by the 

regula tions m ay be om itted  from  the  d ispensing package of p rescrip 
tion  drugs if th e  directions, hazards, w arn ings and in fo rm ation for 
use of the  d ru g  “are com m only know n to  p ractitioners licensed by law 
to adm in ister the  d ru g .” I t  is clear th a t the regula tions theoretica lly  
left in the  m anu fac tu rer the  decision w ith  respect to  w h eth er d irec
tions, w arn ings, and SO' forth , are “com m only know n” to  doctors. T he 
regulations m erely provide th a t, upon w ritten  request s ta tin g  reason
able grounds therefor, “the  C om m issioner will offer an opinion on a 
proposal to om it such in form ation from  th e  d ispensing package.” A p
paren tly  the  governm ent m ay be reg re ttin g  th is slight obeisance to  
the  d iscretion  and ju dg m en t of industry . F o r in announcing  last 
m onth, th a t new  drugs and drugs requ iring  certification will also be 
considered for “ exem ption” [note the  use of th a t term ] from  the  full 
disclosure package in form ation regulations, the  in te restin g  sta tem en t 
w as m ade th a t :

T he change in regulations now  perm its d rugs for hum an and ve terinary  use 
in all categories to  be exem pted by the Com m issioner w hen statem ents containing 
convincing grounds for exem ptions have been subm itted  in w riting.

I t  seem s reasonab ly  clear th a t exem ptions of particu la r drugs 
from  the  full disclosure requ irem en t will be dependent upon how w ell 
know n the  d ru g  is to  the general m edical profession. I t  is doubtful 
th a t the fact th a t a p a rticu la r d rug  is used by a specialized segm ent 
of the m edical profession, and has a ttrib u tes  w hich are w ell know n to 
th a t group, w ill qualify  the  d rug  for exem ption. I t  appears, also, th a t 
exem ptions w ill no t be governed by the leng th  of tim e a d rug  has 
been on the  m arket, by  the  fact th a t a new  d rug  has lost its new  d rug  
sta tus, or by  the  fact th a t a d rug  m ay appear in one of the various 
com pendia. A ctually , i t  is probable th a t relatively  few exem ptions 
from  the  full disclosure requirem ent w ill be gran ted  by the Food and 
D rug  A dm inistra tion . O n D ecem ber 28 of last year, the  Food and 
D ru g  A d m in istra tio n  exem pted only ten  drugs.
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I t  is to  be borne in m ind th a t a m anu fac tu rer rem ains free, as a 
matter of law, to decide for himself whether his drugs are subject to the 
regulations. O f course, the danger inherent in such a course of conduct is 
th a t the Food and D ru g  A d m in istra tion  m ay disagree and the m anu
fac tu rer m ay find him self in court, u sually  a fate w orse th an  death— 
in th is  field a t least. In  m y view, how ever, if a  d ru g  m anufactu rer 
ob tains the opinion of recognized experts in various p arts  of the 
country , and these experts conclude th a t the  in form ation o therw ise 
required  by  the  regula tions is com m only know n to physicians, th is 
conclusion should be accepted by the  courts.

Distributing Medical Journal Reprints
An in te res tin g  question relates to  the  d istribu tion  of rep rin ts  of 

articles appearing  in m edical journals. If  the article  is d istribu ted  
by the  au th o r or publisher, w ho is in no w ay associated w ith  the drug  
firm, there  is no requirem ent th a t full disclosure accom pany the re
prin t. B u t if the article is d istribu ted  on behalf of the  drug  m anu
facturer, full disclosure w ould be required. F u rth e r, in the  case of a 
new  drug, if the  article  indicates th a t the  d rug  m ay be used for con
ditions no t covered by the new d rug  application, or, in the case of an 
old drug, for purposes o ther than those generally  recognized, the 
m anu fac tu rer should d istribu te  the article  only in response to a 
specific request from  a physician. I t  should no t be d istribu ted  en 
m asse. E ven w ith  the lim ited d istribu tion  p u rsu an t to  physic ians’ 
requests, it w ould be advisable to  no tify  the physician th a t the 
article  re lates to  uses for the d rug  w hich are no t established, and a 
‘‘full d isclosure” in sert should be enclosed.

T he  question of the s ta tu s of house organs and of m ateria l sent 
to  detail m en is also of p a rticu la r in terest. I t  seem s clear th a t the 
Food and D ru g  A dm inistra tion  will take the position th a t m aterial of 
th is  ch arac ter con stitu tes  “labeling ,” and consequently  should contain 
full disclosure w henever m ention is m ade of the uses for any p re
scription drug which is not exempt. In  my opinion, difficult enforcement 
problem s will be encountered  by  the  Food and D ru g  A dm inistra tion  
if it decides to  police th is area. N evertheless, it is a fu rth e r indication 
of how far the  agency contem plates going.

Full Disclosure Regulations
I t  appears to be the position of the  governm ent th a t if any indica

tions for use of a p roduct are given in a price book or catalogue, full
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disclosure m ust be provided. T he Food and D ru g  A dm in istra tion  
apparen tly  holds the view, also, th a t if d rugs in a catalogue are listed 
under a general head ing such as “hypertensive agen ts ,” full disclosure 
is required. O nly  if a reference to  a  d rug  falls in to  the category  of a 
rem inder piece, w ould full disclosure no t be required  in the opinion of 
the governm ent. P resum ab ly  the courts will even tually  decide 
w h eth er to  accept th is adm in istra tive  construction  of the  Act.

As indicated, the argum en t w hich a ttem p ts  to  susta in  the “full 
d isclosure” regula tions proceeds upon the basis of an in te res tin g  as
sum ption. T h is is th a t the only m anner in w hich prescrip tion  drugs 
can be labeled so as no t to violate the “adequate directions for u se” 
provision of the F ederal Food, D rug , and Cosm etic A ct is by adhering  
to  regula tions exem pting  the drugs from  com plying w ith  the  p ro 
vision. T he legal basis of th is gam bit is no t clear, and has no t been 
definitely ru led  upon.

I m ust conclude by adv ertin g  to  the  decision I cam e to  in 
the halcyon years of the past w ith  respect to  the in terp re ta tion  
and enforcem ent of the F ederal Food, D rug, and Cosm etic Act. 
In  o ther s ta tu to ry  areas, the problem  for the  legal specialist is to  
exam ine the problem , scrutinize the le tte r of the law  and its legislative 
h istory , find and carefully analyze the cases, w eigh the  policy con
siderations, if any, and then  advise the client w h eth er the course of 
conduct he w ishes to  take com plies w ith  the requirem ents of the  law. 
A law yer, in such a situation , is ord inarily  w illing  to  give a firm 
opinion to  his client. T h is  procedure is presum ably  followed by the 
specialist in the  food and d rug  area. H e, how ever, m ust then tu rn  to 
the  second phase of his problem , since it arises in his field. H e m ay 
have come to  the conclusion, based on a careful and thorough  study  
of the question, th a t the course of conduct the client w ishes to  pursue 
m eets the requirem ents of the  F ederal Food, D rug  and Cosm etic Act. 
H e m ust now  try  to ascertain , how ever, w h eth er the position of the 
governm ent m ay be co n tra ry ; and if so will the courts, by som e 
fo rtun ate  and m ost unusual circum stance, pay the sligh test a tten tion  
to  his opinion and disagree w ith  the go vernm en t’s position. O r will 
the m axim  so often heard  in these cases be em ployed, to  the effect 
th a t “ legal technicalities” (by definition these being any po in t of 
view  con trary  to  the  go vernm en t’s) m ust no t be perm itted  to  in te r
fere w ith  the  “rem edial purposes of the  A ct.” P resum ab ly  for th is 
reason, it will be a m ost unusual and daring  com pany w hich will in 
vite a court challenge of portions of the  regulations. [The End]
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Regulatory and Developmental 
Problems Attendant Chemical 

Residues and Additives 
In Food and Fibre

By FRANKLIN M. DEPEW

The Food Law Institute President, Franklin M. Depew, Served as Chair
man of the Third Session of the American Chemical Society Symposium 
on the Role of Chemicals in Modern Food and Fibre Production. He Pre
sented This Introductory Statement at the Session on March 21, 1962.

P R E S ID E N T  K E N N E D Y  in his 1961 P roclam ation  urging; us to 
observe L aw  D ay asserts  th a t to rem ain free the people m ust 
“cherish th e ir freedom s, un derstan d  the responsibilities they entail, 

and n u rtu re  the  will to  preserve them .” I suggest th a t it is app ropria te  
th a t th is s ta tem en t be m ade the  keynote of our discussions relative 
to  regu la to ry  and developm ent problem s a tten d an t to  the  use of 
additives in food and fibre. U nless governm ent and in d u stry  w ork 
to g e th e r to  preserve these freedom s, our em otions, ra th e r  th an  our 
in tellects, m ay govern our fu tu re  activ ities in th is  field.

O ur ingenu ity  and in itia tive  enabled us to  m ake trem endous 
progress in im prov ing our food supply in term s of safety, nu tritive  
value, abundance and varie ty  in the years ju s t preceding the  enac t
m ent of the  Food A dditives A m endm ent. B u t we need to  continue 
to  advance in these fields if we are to  keep our ever grow ing  popula
tion w ell fed a t reasonable prices.

Food Additives Amendment
T he  recen tly  enacted Food A dditives A m endm ent is the  law of 

prim e im portance in th is  field. I t  am ends the  F ederal Food, D rug
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and Cosm etic A ct to  require th e  p rio r approval by the S ecretary  of 
H ea lth , E ducation  and W elfare  of all “food add itives.” A food addi
tive is basically  defined to  be a substance in ten tionally  or incidentally  
added to  food, except one already  approved under the provisions of 
existing  law  o r one w hich is generally  recognized am ong experts 
com peten t to  evaluate its safe ty  as hav ing  been adequately  show n 
to be safe un der th e  conditions of its in tended use.

T he refusal to  approve a feed additive is sub ject to an optional 
adm in istra tive  and  judicial review , w hich is required  by th e  A dm inis
tra tiv e  P rocedures A ct and w hich follows the trad itional pa tte rn  of 
review  under the F ederal Food, D ru g  and Cosm etic Act, w ith  one 
im p o rtan t exception. T he  o rder m ade a fte r the  adm in istra tive  hearing  
m ust be based upon a fa ir evaluation of the entire  hearin g  record and 
the  court m ay no t susta in  the  o rder unless it com plies w ith  th a t fair 
evaluation requirem ent. T h u s  th e  law  prescribes a new  s ta tu to ry  
criterion  requ iring  th a t a high s tan dard  of fairness be observed in 
rule-making under this Amendment. This language was secured because 
m anufactu rers expressed th e ir  concern th a t w ithou t it th e  w ide 
adm in istra tive  con tro l over the use of food additives provided by the 
A m endm ent w ould no t be sub jec t to adequate checks.

Food is such a basic need we all tend  to  becom e undu ly  alarm ed 
a t the m ere th o u g h t th a t any  food is no t abso lu tely  pure or absolutely 
safe. B u t is there  any  such th in g  as absolute safe ty  in any aspect 
of ou r daily lives? W e do no t react as em otionally to  o ther risks as 
we do to  th e  possib ility  th a t an ingred ien t in our food m ay be unsafe 
in certain  am ounts. An exam ple of th is em otionalism  has been reported 
by John  L. H arvey , D ep u ty  Com m issioner of the Food and D rug  
A dm inistra tion . W hen  the  F D A  recom m ended to  Congress th a t the 
effective date of the Food A dditives A m endm ent could be postponed 
consisten t w ith  pro tection  of the public health , w hen action had been 
taken in the  p ast by the  filing of an application for extension, or 
petition  to  estab lish  safety, the  F D A  w as inundated  w ith  le tte rs  abu s
ing the  F D A  for an alleged u tte r  d isregard  of the  consum er’s in terest. 
T hese  le tte rs  com pletely overlooked the  fact th a t no extensions could 
be g ran ted  un der the  proposed legislation w ith ou t finding th a t the 
extensions involved no undue risk  to  the  public health.

A n other exam ple of em otionalism  w ith  regard  to food is the 
fact th a t th e  C ongress th o u g h t it necessary th a t a clause be added 
to  bo th  the Food A dditives A m endm ent and the  Color A dditive 
A m endm ents w hich forbids the issuance of any  regulation  p erm ittin g  
the  use of any  am ount of any  substance w hich “ is found to  induce
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cancer in m an or anim als.” H ere, even the F D A  has indulged in an 
em otional response to  the  problem  of cancer, for it has in recent years 
strong ly  supported  th e  clause, thou gh  the clause m ay w ork  to  preven t 
the estab lishm ent of even safe levels, w hen definable, of m any useful 
chem icals som e of w hich m ay be h igh ly  beneficial a t  these safe levels. 
T he  P res id en t’s Science A dvisory  C om m ittee in its repo rt on Food 
A dditives studied  th is  clause and recom m ended th a t each proposed 
additive be considered carefully  on its own m erits. In  “Food and 
Science . . . T oday  and T o m o rro w ” by  W illiam  J. D arby , M. D. and 
G w en Lam , Public A ffairs P am phle t No. 320, it is sta ted  th a t “there 
is evidence th a t some substances are essential to  life a t one dosage 
and  know n carcinogens at ano th er h igh er dosage.” Since D octor 
D arby  is C hairm an of the Food P ro tec tion  C om m ittee of the  Food 
and  N u trition  B oard, N ational R esearch Council and a  m em ber of 
the  Council on Foods and N u tritio n  of the  A m erican M edical A sso
ciation  his view s are entitled  to  substan tia l w eight.

Responsibilities Involved
T hese exam ples illu stra te  to all of us w ho are actively  engaged 

in th is field, be we scien tists or law yers, in du stria lis ts  or regula to rs, 
th a t we have a special responsib ility  to  endeavor to  conduct ourselves 
in  relation  to  the Food A dditives A m endm ent so th a t we will no t 
p erm it our ju dg m en t to  be influenced by argum en ts based on emotional 
appeals. W e need to approach the problem s of th is  food additive 
law  w ith  a determ ination  th a t we w ill m ake the law  w ork sensibly, 
as it w as in tended, so th a t it w ill no t p reven t the fu rth e r im provem ent 
of quality , va rie ty  and nu tritive  value of our food. T h is  is the approach 
w hich has been faith fu lly  followed by the  Food P ro tec tion  C om m ittee. 
If we tap  the  reserve springs of ingenu ity  w hich have w elled abund
antly from  our people in in d u stry  and governm ent in the  past we can 
expect to  be successful in th is  endeavor.

One such approach w ould be for in du stry  represen ta tives to  
estab lish  m ore expert panels to  support the  general recognition of 
safe ty  of add itional substances, such as w as done by the  F lavoring  
E x tra c t M an ufac tu rers’ A ssociation. A s I have po in ted  ou t on 
previous occasions, in du stry  law yers w ho supported  the enactm ent 
of the  Food A dditives A m endm ent expected th a t the  exception in th is 
law  relative to  substances generally  recognized as safe w ould be used 
by in du stry  and the  F D A  to a m uch g rea te r  ex ten t than  it has to  
avoid unnecessary  regu la to ry  control of m any substances. T h is excep
tion  for substances generally  recognized as safe expresses ou r govern
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m en t’s philosophy of regulation ra th e r than  perm ission control. T h e  
language chosen by the leg islators con tem plates th a t a food m anu
fac tu rer or a group of m anufactu rers m ay conclude th a t a substance 
is generally  recognized as safe for its in tended use by experts com 
peten t to evaluate its safety.

Incidental Additives Problem
T he  problem  of safety clearance of incidental additives resu lting  

from  chem ical residues in packaging m aterials (fibre or o therw ise) 
has taken up the bulk of F D A 's tim e and effort in the food additive 
field. P etitions for food additive regula tions for such additives involved 
approxim ately  1,675 chem icals as of M arch, 1961, according to a s ta te 
m ent by J. K enneth  K irk, A ssis tan t Com m issioner, before the American 
Society of B akery  E ngineers. I t  has also required large expenditures 
and in tensive studies by in du stry  w hich have no t produced any evidence 
th a t any old or new  packaging m aterial w ould have been a serious 
hazard  to health  if the Food A dditives A m endm ent had not been 
enacted. I t  has even been suggested  th a t a vigorous effort be m ade 
to  secure F D A ’s support for C ongressional reconsideration  of the Act 
insofar as it relates to  incidental additives. T hese  problem s m ight 
possibly have been solved by expert panel determ inations th a t the 
various substances w ere generally  recognized as safe.

C on trary  to  the expectation  of the indu stry  law yers w ho supported  
the enactm ent of the Food A dditives A m endm ent, we thus find the 
law  is now  opera ting  alm ost com pletely as a perm ission control or 
license law. U n der a license law  conduct is controlled by the govern
m ent by perm ittin g  activ ities to  be carried on in a certain  prescribed 
m anner. L icense law s are au tho rita rian  in th e ir  approach to  legal 
problem s. T h ey  are con trary  to  our basic philosophy of regulation  
w hereby a law  objectively defines the conduct prohibited as w rongful 
and v io lators are prosecuted. Such regu la to ry  law s perm it freedom  
of action on the p a rt of the  regula ted  to  determ ine w h at actions are 
perm itted , w ith  the final responsib ility  being placed in our courts 
to  determ ine w h at is prohibited . T he  im patience w ith  th is  m ethod 
of regulation  th a t has been expressed in som e qu arte rs  reveals a failure 
to  recognize the  g rea t benefits we have received from  the safeguards 
provided by the  courts.

T he law  is opera ting  as a perm ission control law largely  because 
pu rchasers of ingred ien ts have insisted on F D A  approvals or clear
ances for safety. T hey  becam e un in terested  in hav ing a supplier tell
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them  th a t a given substance w as generally  recognized as safe unless 
the F D A  included th a t substance on one of its published GRAS lists. 
T he net resu lt in the  com m ercial w orld  has been to  foreclose individual 
determ ination  of GRAS s ta tu s and to give FD A  nearlv  as m uch 
control over exem pt substances as it has over those w hich Congress 
placed under F D A  jurisdiction . T his tim id ity  is undoub tedly  due to 
a fear of an em otional reaction by the  consum er if the  conclusion 
by an  expert panel th a t a substance is generally  recognized as safe 
should be questioned by FD A .

FDA Commended
F ew  governm ent agencies have as consisten tly  over the  years 

dem onstra ted  so fairm inded an ob jectiv ity  in the perform ance of 
s ta tu to ry  duties as has the FD A . F D A  enforcem ent and regulation  
have been conducted in such a w ay as to satisfy the general bodv 
of citizens th a t it is proceeding w ith  a reasonable regard  for the 
balance betw een the  public in te rest w hich it p ro tects and the p rivate 
in terest w hich it d isturbs. In the m ain the a ttitu d e  and conduct of 
the  F D A  and the  form  of its procedures have been such th a t the 
regulated  industries feel they  are being dealt w ith  fairly.

A n exception to  th is w as the m anner of handling  the “cranberry  
inciden t” p u rsu an t to  Section 705 of the  Act. T his section perm its 
the  S ecretary  to  give in form ation on the facts to  the public in any 
case w hich he believes there  is danger to  the public health . T he 
S ecretary  advised the  public th a t cranberries w ere contam inated  
w ith  residues of am inotriazole. I find there  is a s tro n g  industry  
sen tim ent th a t th is w as not a fair w ay of hand ling  the situation  
un der the ex isting  facts including the  possible danger to  the public 
health . H ow  m uch th is action m ay have con tribu ted  to  in du stry 's  
failure to  m ake safe ty  decisions on its own responsib ility  is difficult 
to  evaluate.

T h is brief h is to ry  discloses th a t at p resen t the au tho rita rian  
approach to  the  problem s of food additives has been w idely adopted. 
I t  is reg re ttab le  th a t th is is p a rtly  due to  the  failure of responsible 
businessm en to  realize th e ir  responsib ilities and to  rise to them . 
In d u s try  m em bers need to  rededicate them selves to  the ideals of our 
heritage of law. T h ey  m ust have a liv ing faith  in freedom ’s funda
m ental concepts and a constan t resolution to  preserve them . T hey  
m ust plan and w ork to  reconcile dem ocratic safeguards and standards 
of fair play in th e  field of adm in istra tive  action w ith  the effective
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conduct of governm ent. T hey  m ust so act as to  constan tly  rem ind 
th e  F D A  of its  responsibilities in m ain ta in ing  these ideals.

F D A  personnel need to  approach th e ir tasks under the  Food 
A dditives A m endm ent in accordance w ith  these concepts. T o  a con
siderable degree, the successful operation of any  procedure requires 
cooperative effort by all the  parties. T here  exists a trem endous need 
for m utual un derstan d in g  in o rder th a t the m any problem s in th is 
field m ay be fairly  solved w ith ou t im pairing  A m erican en terp rise  or 
endangering  the  health  of the consum er. [The End]

FALSE REDUCING AND HEALTH CLAIMS
T h e  F o o d  a n d  D r u g  A d m i n i s t r a t i o n  t o d a y  a n n o u n c e d  tw o  s e iz u r e s  

o f  s a f f lo w e r  o il  p r o d u c t s  w i th  c o p ie s  o f  t h e  d ie t  b o o k ,  Calories Don’t 
Count, o n  c h a r g e s  o f  f a ls e  r e d u c in g  a n d  h e a l th  c la im s .

F D A  s a id  t h e  s e i z u r e s  w e r e  t h e  t h i r d  a n d  f o u r th  t o  i n c lu d e  t h e  
b o o k  a s  t h e  s o u r c e  o f f a ls e  a n d  m is l e a d in g  c la im s  f o r  s a f f lo w e r  o il. 
C o p ie s  o f  Calorics Don’t Count, b y  H e r m a n  T a l l e r ,  M . D ., o b s t e t r i c i a n  
a n d  g y n e c o lo g i s t ,  w e r e  s e iz e d  l a s t  J a n u a r y  in  tw o  a c t io n s  in  N e w  Y o r k  
C i ty  c h a r g in g  th e y  w e r e  b e in g  u s e d  to  r e p r e s e n t  f a l s e ly  t h a t  s a f f lo w e r  
o il c a p s u le s  a r e  e f f e c t iv e  f o r  w e ig h t  c o n t r o l  w i th o u t  r e g a r d  to  t o ta l  
c a lo r ic  in ta k e .

F D A  s a id  U n i t e d  S t a t e s  m a r s h a l s  h a v e  s e iz e d  q u a n t i t i e s  o f  s a f f lo w e r  
s e e d  o il, s a f f lo w e r  m a y o n n a i s e  a n d  s a f f lo w e r  o i l  c a p s u le s  w i th  V i ta m i n  
B -6  a t  T h a l h i m e r s  D e p a r tm e n t  S to r e  in  R ic h m o n d .  C o p ie s  o f  t h e  b o o k .  
Calories Don’t Count, u s e d  in  p r o m o t i n g  s a le s  o f  t h e  s a f f lo w e r  o il p r o d 
u c ts ,  w e r e  a l s o  s e iz e d  a s  w e l l  a s  tw o  d i s p l a y  p l a c a r d s  p r e p a r e d  b y  th e  
d e a l e r  r e a d in g  in  p a r t ,  “ F o r  t h e  n e w e s t  f a s h io n  in  d i e t in g  . . . S a ff lo w e r 
O i l  a n d  G lu te n  B r e a d s ” a n d  “ R e c o m m e n d e d  F o r  S l im m in g  D i e t s —  
S a f f lo w e r  O il,  S a f f lo w e r  C a p s u le s ,  G lu te n  F lo u r ,  G lu te n  T o a s t . ”

U n i t e d  S t a t e s  m a r s h a l s  h a v e  a l s o  s e iz e d  q u a n t i t i e s  o f  s a f f lo w e r  o il 
a n d  s a f f lo w e r  o il c a p s u le s  w i th  V i ta m i n  B - 6  a t  t h e  F o r k s  T o w n s h ip  
P h a r m a c y ,  E a s t o n ,  P e n n s y lv a n i a .  I n c lu d e d  w e r e  c o p ie s  o f  Calories Don’t 
Count a n d  a  p l a c a r d  r e a d in g  in  p a r t ,  “ H o w  T o  L o s e  W e i g h t  W i t h o u t  
E v e n  T r y i n g — D r .  H e r m a n  T a l l e r ’s S e n s a t io n a l  N e w  B o o k  Calories Don’t 
Count." F D A  s a id  t h e  p l a c a r d  w a s  p r e p a r e d  b y  t h e  p h a r m a c y  f o r  d i s 
p l a y in g  a n d  p r o m o t i n g  s a le s  o f  th e  s e iz e d  p r o d u c t s  a n d  b o o k s .

S e iz u r e  p a p e r s ,  f i le d  in  t h e  f e d e r a l  d i s t r i c t  c o u r t s  a t  R ic h m o n d  a n d  
P h i l a d e lp h ia  c h a r g e  t h e  s a f f lo w e r  o il p r o d u c t s  w e r e  m i s b r a n d e d  u n d e r  
t h e  F e d e r a l  F o o d ,  D r u g ,  a n d  C o s m e t ic  A c t  b e c a u s e  o f  f a ls e  r e p r e s e n t a 
t io n s  in  t h e  b o o k s ,  p l a c a r d s  a n d  o t h e r  s a le s  m a t e r i a l  t h a t  th e y  a r e  
e f f e c t iv e  f o r  t h e  f o l lo w in g :  T o  c o n t r o l  b o d y  w e ig h t ,  to  r e d u c e  a n d  
m a i n t a i n  s l im n e s s  e v e n  t h o u g h  c o n s u m in g  m a n y  t h o u s a n d s  o f  c a lo r ie s  
d a i ly  w i th o u t  r e g a r d  to  t o ta l  c a lo r ic  i n ta k e ;  to  lo w e r  a n d  c o n t r o l  th e  
c h o l e s t e r o l  le v e l  o f  t h e  b lo o d ;  f o r  th e  t r e a t m e n t  a n d  p r e v e n t io n  o f  
a r t e r io s c l e r o s i s ,  h e a r t  d i s e a s e ,  d i a b e t e s  a n d  h e a r t b u r n ;  to  im p r o v e  th e  
c o m p le x io n ,  in c r e a s e  r e s i s t a n c e  t o  c o ld s  a n d  s in u s  t r o u b le ;  to  p r o m o te  
h e a l th ,  in c r e a s e  s e x u a l  d r iv e  a n d  f o r  o t h e r  p u r p o s e s .
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Foods Fads
and Nutritional Quackery 

as Related to Dairy Products
By K. L. MILSTEAD

This Paper W as Presented at the Annual Meeting of the 
American Butter Institute and the National Cheese Institute on 
April 10, 1962, in Chicago. Mr. Milstead Is Deputy Director, 
Bureau of Enforcement, Food and Drug Administration.

IT  M A Y  S E E M  som ew hat paradoxical to  m any of you th a t a rep re
sen ta tive  of th e  Food and D ru g  A d m in istra tion  w ould be invited  

to  appear on yo u r program  to  discuss the  sub ject of food fads and 
nu trition a l quackery  in view  of the unchallenged nu trition a l s ta tu s 
your p roducts have alw ays enjoyed and th e ir  p resen t abu nd an t supply 
to  th e  A m erican people.

I am  sure th a t som e of you even resen t the  association of your 
p roducts, and I am  referring  to  bu tte r, cheese and other dairy  products, 
w ith  the  term s “food fads” and “nu tritional quackery”, since it is 
d istastefu l and abh orren t to  you to  th in k  th a t the tim e will ever come 
w hen your products m ust be prom oted on the basis of som eth ing 
o ther th an  th e ir  nu trition al qualities.

M any of you w ho have come to listen are hopeful, I am sure, 
th a t I will te ll you th a t we are going to  do som eth ing about your 
com petitors, associates and o thers w ho have been m aking d isparag ing  
and degrad ing  com m ents about your p roducts, while m aking exag
gera ted  nu trition a l and therapeu tic  claims to encourage the purchase 
and consum ption of substitu tes. W h a tev e r your feelings, and w h a t
ever you expect to  hear, I am  glad to  be w ith  you. I hope to give you 
a be tte r understan d in g  of our program  against nu trition al quackery
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and food m isinform ation and to suggest how you can help us accom 
plish its objectives.

W e s ta r t w ith  the accepted fact th a t the A m erican food supply 
is unsurpassed  in volum e, varie ty  and nu trition al value. A m ericans 
generally  have to  go ou t of th e ir  way, nu trition ally  speaking, to  avoid 
being well nourished. Deficiency diseases in our population are now 
alm ost unknow n, and overw eight instead of underw eigh t is one of our 
m ajo r public health  problem s.

N o tw ith stand in g  the  abundance and quality  of our food supply, 
consum ers are being constan tly  barraged  by exaggerated  claim s and 
m isconceptions d istribu ted  not only by food faddists and nu trition al 
quacks, b u t by some of our m ost respected food m anufacturers.

T he A m erican consum er has becom e health  conscious, d iet con
scious, w eigh t conscious, v itam in conscious, m ineral conscious, fat 
conscious and  pro te in  conscious, bu t he has lim ited know ledge to  deal 
w ith  these new  “consciousnesses.” H e has been m ade aw are of im 
p o rtan t nu trition a l factors and concepts, b u t his know ledge has not 
reached the  po in t w here he can d istinguish  betw een sound nu tritional 
advice and nu trition al nonsense. H e hears the  w ords vitam ins, min
erals, protein, u n sa tu ra tes  and so forth , so often th a t he feels m uch 
happier if he sees one or tw o of them  on the label of any food he buys. 
In  addition he is being constan tly  to ld th a t he m ust im prove his diet 
w ith  some type of “food supplem ent” if he is to  enjoy good health . 
As a resu lt, m any consum ers find it very  difficult to m ake a ra tional 
choice of th e ir  food.

T he  consum er is being  propagandized by “health  food lec tu rers,” 
and “health  w rite rs” like L elord Ivordel, A dolphus H ohensee, C arlton  
Fredericks, W illiam  L. A bt, R oyal Lee, G aylord H auser, Dr. Crane, 
Dr. T aller, Dr. Jarv is, “B ob” Cum m ings, Dr. Allen E. Banik, Dr. H. 
C urtis W ood, Jr. and o th e r s ; by new spaper, television and radio 
advertisem ents and announcem ents sponsored by scores of d ie tary  
food m anufactu rers and d is tr ib u to rs ; and by thousands of house-to- 
house salesm en of high-priced food supplem ents.

T he technique of all these is to spread false ideas and ha lf-tru th s 
and to underm ine public confidence in the nu trition al value of staple 
foods. T hey  use a scare technique th a t capitalizes on the  lim ited 
know ledge th a t consum ers have about nu trition  and th e ir inab ility  
to  d istingu ish  betw een fact and fancy. T h e ir stock in trade is the 
four g rea t m yths of n u tr itio n : (1) all diseases are due to fau lty  d ie t;
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(2) our basic foods are nu trition a lly  in ferio r because our soils have 
becom e im poverished th ro ug h  long use and because chem ical fertilizers 
have “poisoned" the la n d ; (3) com m ercial food processing destroys 
the nu tritive  value of fo o d s ; (4) m ost A m ericans suffer from sub- 
clinical deficiencies th a t cause all the vague aches and pains, “th a t 
tired  feeling," and so forth  th a t affect hum an beings.

All these m yths have been debunked scientifically and legally. There 
is no sound basis for any of them . Y et they  are the foundation for 
m ost, if not all, the m isinform ation and quackery th a t is being per
p e tra ted  on the A m erican public in the nam e of “nu tritional science." 
T hey  are the m otivation  for A m ericans to pay hundreds of m illions of 
dollars annually  for v itam in pills, food supplem ents, special form ula 
food and nu tritional no strum s of every  description.

Food and D ru g  Com m issioner L arrick  sum m arized the problem  
in his ta lk  to the N ational Congress on M edical Q uackery  last O ctober 
w hen he s a id :

T h e  m o s t  w i d e s p r e a d  a n d  e x p e n s iv e  t y p e  o f  q t f a c k e r y  in  t h e  U n i t e d  S t a t e s  
t o d a y  is t h e  p r o m o t i o n  o f  v i t a m in  p r o d u c t s ,  s p e c ia l  d i e t a r y  fo o d s ,  a n d  f o o d  s u p p le 
m e n ts .  M i l l io n s  o f  c o n s u m e r s  a r e  b e in g  m is le d  c o n c e r n in g  t h e i r  n e e d  f o r  s u c h  
p r o d u c t s .  C o m p l i c a t i n g  th is  p r o b l e m  is  a  v a s t  a n d  g r o w in g  “ f o lk lo r e ” o r  
“ m y t h o l o g y ” o f  n u t r i t i o n  w h ic h  is  b e in g  b u il t  u p  b y  p seu d o -sc ien tific , l i t e r a tu r e  in  
b o o k s ,  p a m p h l e t s  a n d  p e r io d ic a ls .  A s  a  r e s u l t ,  m il l io n s  o f  p e o p le  a r e  a t t e m p t i n g  
s e l f - m e d ic a t io n  f o r  im a g i n a r y  a n d  r e a l  i l ln e s s e s  w i th  a  m u l t i tu d e  o f  m o r e  o r  l e s s  
i r r a t io n a l  fo o d  item s. F o o d  q u a c k e r y  t o d a y  c a n  o n ly  b e  c o m p a r e d  t o  t h e  p a t e n t  
m e d ic in e  c r a z e  w h ic h  r e a c h e d  i t s  h e ig h t  in  t h e  l a s t  c e n tu r y .  E s p e c ia l l y  d i s t u r b i n g  
is  t h e  t e n d e n c y  s h o w n  b y  s o m e  b ig  a n d  h i t h e r t o  r e s p e c te d  fo o d  c o n c e r n s  t o  u s e  
q u a c k e r y  in  t h e i r  s a le s  m a te r ia l .

T he  Food and D rug  A dm inistra tion  is g iving a tten tion  to th is 
problem  by enforcem ent and education. W e concluded long ago th a t 
if we are to  have any im pact on th is m ockery of m edical and n u tr i
tional science, we m ust do m ore than  ta lk  about the problem . W e 
m ust devote our efforts to exposing the quacks th rough  legal action 
and publicity. T h is is the  foundation  of our program .

On the regu la to ry  fron t we are b ring ing  scores of legal actions— 
seizures of m isbranded  products, prosecution of prom oters, and in 
junctions to  p roh ib it fu rth er d istribu tion  of violative products. I 
w ould like to  review  a few of these recen t court actions to illustra te  
the  scope and v igor of our regu la to ry  program  and the type of p ro
motional schem es th a t are being used to  induce consum ers to buy 
die tary  p repara tions for the  trea tm en t of every know n and unknow n 
disease condition. Some of these cases are still pending in the  federal 
courts.
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Nutri-Bio Food Supplements
T he N u tri-B io  C orporation of B everly H ills, California, has had 

phenom enal g row th  in a space of som e th ree o r four years. U sing  the 
chain le tte r  technique of selling, th e  firm bu ilt a pyram id  in the 
m arketing  of v itam in-m ineral food supplem ents and of so-called 
protein  tab le ts  by 75,000 full and part-tim e door-to-door salesm en. 
Investiga tion  disclosed th a t the lite ra tu re  of the  firm m isrepresen ted  
the  significance of the articles for special d ie tary  supplem entation , bu t 
th a t sales had been sky-rocketing  principally  because the salesm en 
w ere grossly  m isrepresen ting  the  products by books, such as “B ob” 
C um m ing's Keep Young and Vital, and in oral sales spiels in custom ers' 
hom es. C onsum ers w ere being induced to  buy  N utri-B io  for the 
trea tm en t and preven tion  of m any serious diseases, includ ing  cancer, 
psoriasis, a rth ritis , diabetes, high blood pressure, h eart disease, flu 
and others. Seizures resu lted  a t Seattle, W ash ing ton , T onow anda and 
Buffalo, N ew  Y ork, W ash in g to n , D. C., C harlotte, N orth  Carolina, 
and A tlan ta , Georgia.

T he N utri-B io  C orporation  is a ttem p tin g  to  revise its lite ra tu re  
now and tc  devise a plan to  control the  represen ta tions of th e ir  door- 
to-door d istribu tors. W e shall be in terested  in seeing how  w ell they  
succeed.

CDC Capsules
T hese in itia ls s tand  for “Calories D o n’t  C oun t” , and identify  a 

capsule con tain ing  about 912 mg. of safflower oil and 0.5 mg. vitam in 
B6. I t  is v igorously  prom oted as a trea tm en t for obesity  by Code 
V itam in and P harm aceutical, Inc., Glen Cove, N ew  York. T he p ro 
m otion is based on the  theories of an obste tric ian  and gynecologist, 
Dr. H erm an T aller, as set fo rth  in his popu lar book Calories Don’t 
Count. According to Dr. Taller, it is not the number of calories that 
is im p ortan t in the trea tm en t of obesity, bu t ra th e r w here the calories 
come from. H e a ttrib u tes  some m iraculous p rop erty  to fats from 
vegetable sources to  m obilize sto red  fa t to  produce w h at has been 
called a “w ash ing  ou t of adipose tissue”. C onsequently, he recom 
m ends alm ost unlim ited am ounts of vegetable oils, particu larly  saf
flower oil. special high linoleic acid fats and g lu ten  foods. Incidentally , 
D r. T a lle r recom m ends th a t cream  be “scorned” abso lu tely  b u t his 
section on d iet form ulas show s cream  as an ingred ien t in his recom 
m ended H ollandaise sauce. H e is k inder to  cheese and says it can be 
eaten in unlim ited am ounts.
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D r. P hilip  L. W h ite , D irector of the D epartm ent of Foods and 
N u trition  of the A m erican M edical A ssociation in his review  of Dr. 
T a lle r’s book has th is to  s a y :

. . . h e  h a s  w r i t t e n  a  b o o k  t h a t  w i l l  r a n k  h ig h  o n  t h e  l i s t  r e p r e s e n t i n g  
n u t r i t i o n  n o n s e n s e  a n d  f o o d  q u a c k e r y .  . . .

T h e  t i t l e  o f  th e  b o o k  is  m o s t  u n f o r t u n a t e  a n d  m is le a d in g .  C a lo r ie s  d o  C o u n t .
I n  s u m m a r y ,  th i s  b o o k  is  a  g r a v e  i n ju s t i c e  to  th e  i n te l l ig e n t  p u b l ic  a n d  c a n  

o n ly  r e s u l t  in  c o n s id e r a b l e  d a m a g e  to  t h e  p r e s t i g e  o f  t h e  m e d ic a l  p r o f e s s io n ,  o f  
w h ic h  D r .  T a l l e r  is  a  m e m b e r .

W e seized a stock of CDC C apsules in Jan u ary  accom panied by 
Dr. T a lle r’s book in w hich we charged the capsules w ere falsely rep re 
sented  as effective for the  control of body w eight w ith ou t regard  to 
the calorie in take and th a t they  w ere effective in low ering the  choles
terol level of the blood, for tre a tin g  arteriosclerosis and heartburn , 
im proving the com plexion, increasing  resistance to  colds and sinus 
trouble, increasing sexual drive and for o ther purposes including- heart 
disease. T he case has no t been ad jud icated  and the indications are 
th a t it w ill be contested.

F ro m  the recent advertisem ent th a t appeared in one of your 
C hicago papers for CDC Capsules, it is clear th a t the seizure action 
has not stopped the  prom otion of th is product. As a m a tte r  of fact, 
Dr. T a lle r  has s ta rted  a “safflower oil b inge’’ th a t is now  sw eeping 
the country .

H ow  to  deal w ith  m anias like th is one th a t are stim ulated  by the 
w riting s of professional men is w o rthy  of the m ost serious effort no t 
only of th e  Food and D ru g  A dm inistra tion  bu t of all concerned w ith 
good nu trition  and the public health.

Carlton Fredericks— “ Self-Styled Nutritionist”
C arlton F redericks is a “self-styled n u tritio n is t” w ho has been 

b roadcasting  over about 50 radio sta tions in th is  country . H e also 
publishes a diet book entitled, Eat, L ive and Be M erry, and other 
pam phlets and booklets on health  subjects. M r. F red ericks’ basic 
theory  is th a t all ailm ents of m ankind are due to fau lty  diet and de
vitalized foods, and all diseases can be successfully  trea ted  by tak ing  
vitam ins and o ther food supplem ents. W e have m ade tw o seizures 
of v itam in  preparations based on m isbrandings resu lting  from  Mr. 
F red ericks’ w riting s and his radio lectures. In  addition to charges 
based on false nu tritional and therapeu tic  claims, we also challenged 
his claim  th a t he is “A m erica’s F orem ost N u tritio n is t” . A ctually , he 
has no form al tra in in g  or educational qualification as a nu trition ist.
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Royal Lee and Vitamin Products Company
R oyal Lee, w ho for m any years has been one of the  lead ing 

sources of nu trition a l quackery  in th is country , has pleaded no con test 
in a crim inal action a t M ilw aukee and is aw aiting  sentence for dis
tr ib u tin g  m isbranded v itam in and prop rie tary  rem edies. H is V itam in  
P ro du cts  C om pany entered a sim ilar plea and will be sentenced at the 
sam e tim e. T hese  defendants have also consented to' an in junction 
w hich w ill p roh ib it fu rth e r d istribu tion  of m ore than  115 products 
claim ed to  be good for som e 500 different diseases and conditions. 
T he  Lee products and lite ra tu re  have been d istribu ted  for years 
th ro u g h  health  food sto res and drugless p ractitioners th ro u g h o u t the 
country .

T hese  cu rren t regu la to ry  actions are bu t a  few of the m any th a t 
have been filed in recent m onths. B u t they  do illu stra te  some of the 
techniques of prom otion th a t are being used w hich resu lt in w ide
spread dissem ination of false inform ation.

W e hope to step  up our regu la to ry  prog ram  and m ake it m ore 
effective by the assignm ent of m ore m anpow er and by b e tte r reg u la 
tions. B eing kind to  the quacks is no t a part of our thinking.

National Congress on Medical Quackery
L aw  enforcem ent, of course, is only p a rt of the answ er to quack

ery. E ven m ore im p ortan t is to  help the public understand  the facts 
about nu trition  and to  w arn  people against false claims and theories. 
T h is  w as the purpose of the  N ational Congress on Q uackery th a t was 
held in W ash in g to n  last O ctober. T his Congress w as sponsored by 
the A m erican M edical A ssociation and the  Food and D ru g  A dm inis
tra tion  and represen ted  a con tinuation  of a jo in t public in form ation 
and educational p rog ram  th a t w as s ta rted  about tw o years ago  by 
AM A, F D A  and the N ational B e tte r B usiness Bureau. T his program  
has gained a g rea t deal of support from  organizations like the  A m eri
can H om e Econom ics A ssociation, the  A m erican Public H ea lth  A sso
ciation, th e  A m erican D ietetic  A ssociation, the N u trition  F oundation  
and scores of others. T his program  is very  encouraging to the Food 
and D ru g  A dm inistra tion  because it has received such wide support 
no t only from  health  organ izations b u t from  industry , educational 
o rgan izations and in stitu tions, and the press. I t  has im pressed us 
w ith  the fact th a t there are a g rea t m any others besides the govern
m ent regu la to ry  agencies w ho are in terested  in the problem  of quack
ery  and are able to help.
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O u r facilities are being expanded in the public in form ation and 
educational areas in order to  m ake our efforts m ore effective. W e are 
confident th a t education of the public is our m ost powerful w eapon 
against quackery  and our best hope of dealing w ith  the problem  suc
cessfully. E nforcem ent and consum er education go hand-in-hand.

Now I am sure th a t m ost of you at th is po in t are w ith  us in th is 
p rog ram  because like sin everybody is against quackery. B ut I am 
equally sure th a t m ost of you are still w ondering  w hat th is has to  do 
w ith  you. A t the risk  of h ittin g  a few sore spots, I w ould like to  try  
to  b ring  th is problem  a little  closer to  home.

Y ou will recall th a t tow ard  the beg inning I quoted Com m issioner 
L arrick ’s s ta tem en t before the C ongress on M edical Q uackery  in 
w hich he said, “E specially  d is tu rb in g  is the tendency  show n by some 
big and h ith erto  respected food concerns to use quackery in th e ir sales 
m ateria l.”

Q uackery  has som e strange  bed fellows. W h e th e r it is practiced 
by house-to-house salesm en, w rite rs  of books, m edical colum nists, 
self-styled experts or the adv ertis in g  organizations of food and drug 
m anufacturers, it w ears the sam e m antle— falsehoods, half-tru ths, 
fear, deceit— and capitalizes on the basic desire of people to tru s t and 
believe in m atte rs  involving th e ir health . Q uackery and m isinform a
tion delude those in good health  in to th in k in g  th ey  are ill or will be
come ill and those in poor health  in to th in k in g  th ey  will get well.

Does it come as a shock for me to  tell you th a t reputable m em bers 
of the food in du stry  are con tribu ting  significantly  to  the problem  of 
nu trition a l m isinform ation? W e can cite case after case in w hich the 
quacks have a ttem p ted  to  ju stify  th e ir “cura tive” claim s by citing 
sim ilar claim s m ade by food firms.

I sn ’t the  advertising  and prom otional approach being used by 
som e of our food m anufactu rers based on the  sam e “hallm arks of 
q u ackery” used by the quacks? A m ong the claims they  m ake a re :

(1) disease and poor health  are due to  faulty  d ie t;
(2) our basic foods are in ferio r and m ust be enriched or fo rtif ied ;
(3) the  n u tritiv e  value of processed foods has been d e s tro y e d ;
(4) m ost A m ericans suffer from  subclinical deficiencies;
(5) to reduce or gain weight special or unusual foods are necessary.
I f  you don 't agree th is is true, let me call yo u r a tten tion  to some

of the questionable sta tem en ts  and phrases th a t are now  being w idely 
used on food packages and in food ad v e rtis in g :
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b o d y  b u i l d in g
b o n e  s t r e n g t h e n i n g
e n e r g y  p r o d u c in g
n o w  e n r ic h e d  o r  n o w  fo r t i f ie d
p r o v id e s  h e a l th
h ig h  n u t r i t i o n
le s s  c a lo r i e s  p e r  b o w lf u l
q u ic k  e n e r g y

b u i ld s  s t r o n g  t e e th  
e x t r a  n o u r i s h in g  
h e a l th f u l
s ig n i f ic a n t l y  g r e a t e r  in  v i t a m in  a n d  m in e r a l s  
r i c h  in  h e a l th f u l  v i t a m in s  
12 le s s  c a lo r i e s  p e r  p a t  
30 p e r  c e n t  m o r e  p r o t e in  p e r  s p o o n f u l

A d vertising  agencies refer to  such claim s as m ere “puffery .” W e 
th ink  they  are false and m isleading.

T h a t food is clean, w holesom e, a ttrac tive , nu tritiou s, tastefu l and
reasonably priced is not enough.

L et me be a little  m ore specific.

Vitamin and Mineral Claims
T he sensible enrichm ent of som e of our basic foods has the  ap

proval and support of n u tritio n ists  and public health  officials. T he 
w asteful, irra tional add ition  of v itam ins and m inerals to foods m erely 
for sales prom otion is disapproved by all sc ien tists and public hea lth  
officials. T he food in du stry  is now carry in g  on a com petitive ba ttle  
of th erap eu tic  claim s based on the addition of v itam ins and m inerals 
to  foods. T he indu stry  m ust accept its share of the blam e for the  
“v itam ania” being suffered by consum ers, and the reaction th a t will 
occur.

In  the  m eantim e, we in tend  to give increasing  a tten tion  to this area 
th ro ug h  enforcem ent. I am sure you have already  heard of som e of 
our actions in th is field. F o r exam ple, we m ade th ree  seizures of a 
v itam in  ar.d m ineral enriched sugar because of claims th a t it w ould 
produce and m ain tain  health  and v itality , p reven t overw eight, build 
beau tifu l teeth , and so forth.

W e have w ith in  the last m onth seized shipm ents of four so-called 
“m ilk fortifiers,” one of w hich w as a “sup er” product, because the  
labels m ade claim s such as “will prom ote healthy  tee th  and gum  for
m ation, resist infection, prom ote grow th  in children, s tu rd y  bones, 
healthy  blood, nerves and skin, and cause the blood and body cells to  
release energy .” T hese are all com petitive products and they  bore 
rem arkab ly  sim ilar labels.

W e seized a sh ipm ent of “2 per cent skim  m ilk” at Boise, Idaho , 
because of unw arranted claims based on the added vitamins and minerals.

T here  have been m any o ther actions based on the irra tional en
richm ent of foods and resu lting  claims. T here  will likely be m any
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m ore before som e o rder comes out of th is  chaos. W e hope th a t food 
m anufactu rers w ill adopt a m ore sensible approach to  th is  problem  and 
avoid the necessity  of regu la to ry  action.

“ Low Calories,” “ High Nutrition— Low Calories,” “ High in 
Protein— Low in Calories,” “ For Weight 

Watchers,” “ Weight Control”
T hese are very  popu lar te rm s being used on m any food products 

w h e th er or not they  are appropriate . T h ey  are fu rth er evidence of the 
fierce com petitive b a ttle  th a t is going on to  influence consum ers to 
buy. In most instances there is no sound nutritional basis for the claims.

This type of prom otion is based on pure em otionalism  and is not 
far rem oved from  th a t used by the  “health  h u ck ste rs” we talked  about 
earlier.

W e are looking over the labels for food products bearing  these 
types of claims and have a lready seized shipm ents of peanuts from 
tw o principal d is tribu to rs  because the labels s ta ted  “less calories” 
w ith  subord inate  sta tem en ts  as “not g reasy ,” or “no oils or sugar 
used in processing.” A gain you will note th a t the claim s w ere sim ilar 
for these com petitive products.

W e have seized shipm ents o f : calorie w eigh t control products 
from  a num ber of m anufactu rers because of exaggerated  c la im s ; 
candy labeled “ low calorie” ; popcorn labeled “real body bu ild ing  p ro
tein energy  . . . su rp rising ly  low in calories” .

W e also seized a sh ipm ent of olive oil rep resen ted  as producing  
health , s treng th , long life and physical resistance to  disease.

D airy  products are not en tire ly  free from  th is type of prom otion. 
W e have no ted  an increasing tendency  to prom ote various dairy  prod
ucts for reducing  by  using  such sta tem en ts  a s : “skim  m ilk for th a t 
slim  trim  look,” “ low calorie cream ed cottage cheese,” “ low calorie 
iced m ilk.”

T hese sta tem en ts  can only confuse and m islead, since the average 
consum er has no basis on w hich to judge th e ir  m eaning. T hey  be
come m eaningful only w hen th ere  is a fram e of reference th a t the 
consum er is fam iliar w ith. In o ther w ords, we believe th a t references 
to calories should be lim ited to  an app ropria te  s ta tem en t of the  calorie 
con ten t of the food and to  nonm isleading com parisons w ith  o ther foods 
th a t are used in a sim ilar w ay in the o rd inary  diet.

FOOD FADS PA G E 263



N ow  th is b rings me p re tty  close to  home as far as you are con
cerned. T o  m eet the com petitive challenge on the w ave of reducing 
fads and o ther questionable prom otions, we have been urged to perm it 
the m ark etin g  of so-called “low calorie b u tte r” and “low calorie oleo
m arg arine .” Some firms w an t to  m arket “im itation  b u tte r” and 
“im itation  o leom argarine.” T o ta lly  aside from  the fact th a t we do 
no t believe there  is any legal w ay to  m arket such products un der th e  
p resen t law, we th ink  th a t these practices if perm itted  w ould sim ply 
add confusion to an already involved situation . W e seriously question 
w hether there  is any real m erit, nu tritionally  speaking, in these p ro 
posals. W e w ould hope th a t the dairy  in du stry  w ould no t pursue 
these overtures, since, if adopted, they  w ould m ean th a t there would 
be no standards for bu tte r  and oleom argarine th a t had any m eaning. 
Surely  the s ituation  has no t reached the  point w here you w ould w an t 
th is to  occur.

Before closing th is ra th e r long discussion, I w ould like to com 
m ent on one fu rth e r problem  and th a t is the m isleading prom otion of 
food products based on th e ir  fa tty  acid content. T his is a classical 
exam ple of the exploitation of the A m erican consum er by some of our 
m ost respected food firm s based on the  m ost prelim inary  and presently  
unsupported  scientific observations. H ere  is b rinkm anship  m erchan
dizing at its best or perhaps we should say a t its w orst. W e th ink  the 
A m erican people are being led to  believe th a t it is an established fact 
th a t there  is a cause and effect relationsh ip  betw een dietary  fat and 
h ea rt disease and are being encouraged to  m ake m ajo r changes in th e  
am ount and type of fat in th e ir  diet. T h is is no tw ith stand in g  the fact 
th a t the N ational R esearch Council, the A m erican M edical A ssocia
tion, the Public H ea lth  Service, and o thers have repeated ly  s ta ted  
th a t there is no reason for recom m ending a m ajo r change in the diet 
of the  general population  a t  th is tim e. As late as F eb ru ary  28 of th is  
year, Dr. W h ite  of the AM A in a ta lk  before the  N ational A ssociation 
of M argarine M anufactu rers here in C hicago sum m arized the  curren t 
scientific th in k in g  in th is  area as fo llo w s:

C u r r e n t  r e s e a r c h  o n  f a t  m e t a b o l i s m  h a s  n o t  c h a n g e d  t h e  c o n c e p t  t h a t  a  g o o d  
d ie t  is  a  b a la n c e d  d ie t  c o n s i s t i n g  o f  a  v a r i e t y  o f  w h o le s o m e  f o o d s  t h a t  p r o v id e  
a ll  t h e  r e q u i r e d  n u t r i e n t s .  A n d  i t  is s t i l l  t r u e  t h a t  a  b a la n c e d  d ie t  in  r e g a r d  t o  f a t  
w i l l  b e  s u p p l i e d  b y  e a t in g  a  v a r i e t y  o f  f o o d s  f r o m  b o th  a n im a l  a n d  v e g e ta b l e  
s o u r c e s .

B ut the  ba ttle  of po lyunsatu rates goes on and the consum er be
comes m ore and m ore confused. Isn ’t  th is the  type of se tting  th a t 
encourages s tro n g  governm ental in terven tion  ?
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T he position of the Food and D ru g  A dm inistra tion  is set forth  
in our policy s ta tem en t of D ecem ber 10, 1959, w hich sta tes th a t fats 
and oils represen ted  for the trea tm en t o r prevention  of h ea rt and 
a r te ry  diseases will be considered m isbranded under the  Federal Food, 
D ru g  and Cosm etic Act. W e believe w e can support th is position in 
cou rt and, consequently, we are proceeding against all products w here 
it can be show n th a t th ey  are being represen ted  for these purposes. 
B u t th is is no t the real problem , for such d irect claim s are not gener
ally  being m ade on food labels. R ather a varie ty  of term s are being 
used w hich we believe are being in terp re ted  to  m ean th a t the products 
are  of value in the prevention  or trea tm en t of cardiovascu lar diseases. 
W e in tend to  find out how  consum ers in te rp re t such term s as “poly
u n sa tu ra ted ,” “ low in cholesterol,” “m ade from  golden corn oil,” 
“double the  u n sa tu ra tio n ,” “super u n sa tu ra ted ,” “never hy d rog enated” 
and sim ilar sta tem en ts. If consum ers are being m isled by these term s, 
we in tend to  take regu la to ry  action.

W e believe th a t the preven tion  and trea tm en t of a rte ry  and 
h eart disease is a m edical problem  for the m edical experts. L aym en 
are no t qualified to  e ither recognize or tre a t such serious m edical con
ditions. W e do no t believe th a t legal labeling can be designed for 
any  food th a t recom m ends the article  e ither d irectly  or ind irectly  to 
the  laym an for the trea tm en t of h ea rt and a rte ry  disease.

Q uackery  m eans m any th ings to m any people. W h atev er it 
m eans to  you, we hope we can depend on you to  help us control it.

Food fads come and go and come again. T hey  are a poor sub sti
tu te  for sound nu trition al education and w holesom e food. As beguil
ing  as they  are in the com petitive ba ttle  of the m om ent, they  are not 
a sa tisfac to ry  foundation  on w hich to  build a sound business with 
lasting  consum er respect. [T he  E nd]

FALSE GERIATRIC CLAIMS FOR VITAMINS
C o u r t  a c t io n  a g a i n s t  a  l a r g e  q u a n t i t y  o f  G e r ia t r i c  V i ta m in  C a p s u le s  

w a s  s e t t l e d  w i th  a  c o n s e n t  d e c r e e .
F D A  c h a r g e d  in  a  s e iz u r e  a c t io n  f i le d  in  t h e  f e d e r a l  d i s t r i c t  c o u r t  

a t  G r a n d  R a p id s ,  M ic h ig a n ,  t h a t  t h e  c a p s u le s  w e r e  m i s b r a n d e d  u n d e r  
t h e  F o o d ,  D r u g  a n d  C o s m e t ic  A c t .  T h e  a g e n c y  a t t a c k e d  f a ls e  c la im s  
t h a t  t h e  c a p s u le s  a r e  o f  s p e c ia l  v a lu e  t o  t h e  a g e d  a n d  t h a t  th e y  a re  
g o o d  f o r  t r e a t i n g  a n d  p r e v e n t i n g  m e n ta l  d e p r e s s io n ,  c o m m o n  c o ld s ,  
d e g e n e r a t iv e ,  c a r d io v a s c u la r  a n d  r h e u m a t i c  d is e a s e s ,  d i a b e te s ,  lo s s  o f  
a p p e t i t e  a n d  o t h e r  c o n d i t io n s .  C i th e r  f a ls e  c la im s , F D A  s a id ,  in c lu d e d  
s t a t e m e n t s  t h a t  th e  n u t r i t i o n a l  r e q u i r e m e n t s  o f  p e o p le  o v e r  4 0  a re  
d i f f e r e n t  f r o m  a d u l t s  g e n e r a l ly ,  t h a t  t h e  c a p s u le s  a r e  o f  v a lu e  f o r  s p e c ia l  
d i e t a r y  s u p p l e m e n ta t i o n  a n d  t h e r a p e u t i c  u s e  a n d  t h a t  t h e y  a r e  a  c o m 
p le te ,  b a la n c e d  fo r m u la .
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The FDA
and Consumer Protection

By GEORGE P. LARRICK

Mr. Larrick Is Commissioner of Food and Drugs, United States 
Department of Health, Education and W elfare. He Presented 
This Paper at the Fifty-fifth Annual Convention of the National 
Canners Association in Bai Harbour, Florida on January 23, 1962.

TH E  O R G A N IZ A T IO N  of the N ational C anners A ssociation in 
1907 cam e hard  on the heels of the passage of the  F ood  and  D rugs 
A ct of 1906. A t the  tim e of its organ ization , the  A ssociation endorsed 

th is law. T h is w as the  beg inning of a cooperative effort betw een  the 
canning in du stry  and federal officials to  p ro tec t the  consum er th ro ug h  
in te lligen t enforcem ent of food law s w hich is con tinu ing  today. T he 
close association of your o rgan ization  and ours w as s treng then ed  in 
1913 w hen D octo r W . D. B igelow  and D octo r A. W . B ittin g  w en t 
from  the  U n ited  S ta tes B ureau  of C hem istry, F D A ’s predecessor, to  
head the new ly established research laborato ries of the  N ational C an
ners A ssociation. Since we have had  th is long h isto ry  of m utual con
cern about consum er protection , we th o u g h t it m igh t be of in te rest to  
consider the  organization , perform ance and relation  to  consum er p ro 
tection  of the  phase of our w ork  w hich is the g rass roots con tact of 
F D A  and canners. T his activ ity  is factory  inspection.

T he inspection process as we know  it today  has developed during  
the past 23 years. T he old Food and D rugs A ct of 1906 did n o t con
ta in  a factory  inspection provision. T he resu lt of the 1906 law  w as 
th a t  those firm s th a t had n o th ing  to  hide generally  allow ed our in 
spectors to  en ter th e ir  estab lishm ents and to  m ake w h atev er inspection 
w as necessary of m anu fac tu ring  operations, form ulas, and  so forth . 
T h is proved beneficial to  bo th  governm ent and industry . I am  sure 
m any of you recall the  cooperative studies of tom ato  processing con
ducted by  the  late B. J. H ow ard  of our laborato ries and a num ber of 
canners. F rom  such pioneering w ork cam e the m old coun ting  p ro 
cedure now  used th ro ug hou t the coun try  to  estab lish  th a t tom ato  
products are free from  rot. B u t firm s th a t had som eth ing to  hide
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w ould no t perm it factory  inspection. T hen  in 1938 the F ederal Food, 
D ru g  and Cosm etic A ct w as passed and it did m ake provision for 
factory  inspection. H ow ever, the inspections of the  late 19'30’s and 
1940’s were certa in ly  unlike those of 1962.

In  1938 we w ere no t concerned about food additives as we know  
them  today. C olor additives w ere trea ted  as being safe in any  quan
ti ty  or no t safe at all. W e d idn’t have the g rea t varie ty  of ag ricu ltu ra l 
pesticides w hich are now  being em ployed. In d u s try  had n ’t begun to 
use m any of the am azing processes w hich have done so m uch to 
advance food technology and im prove food quality.

Filthy Factories
B u t m any factories w ere dirty . S an ita tion  w as a m ajo r problem  

th ro u g h o u t the  food industry . F ac to ry  inspection w as undoub tedly  
one of the  m ost im p ortan t stim uli exerted  in im prov ing san ita ry  con
ditions in food plants. As you well know , yo u r association pioneered 
in the  field of p lan t sanitation . As early  as 1914, your com m ittee on 
san ita tion  recom m ended a set of san ita ry  requirem ents for canneries ; 
in 1923 you adopted  a san ita ry  code; and th ro u g h  the years you have 
m ade im p ortan t recom m endations regard in g  proper cooks of various 
fru its  and vegetab les to  safeguard  the health  of the consum er. Y ou 
are  to  be congra tu la ted  for your leadership in th is field. I t  is im 
p o rtan t to  rem em ber th a t it has been the en lightened areas of indu stry  
w hich have prov ided us w ith  m uch basic know ledge as to how  a job 
should be done, and could be done to  the  benefit of bo th  the consum er 
and the processor.

T oday  the  inspection situation  is vastly  different. P lan t san ita 
tion  has im proved dram atically . In d u s try  and governm ent w ork ing 
to g e th er have v irtua lly  elim inated the  types of insan itation  w hich can 
be detected by gross observation. B u t we now  have a situation  in 
w hich, because of the  em ergence of convenience foods th a t do not 
undergo  th orou gh  cooking in the hom e kitchen, bacteriological con
tam ination  has assum ed m uch g rea te r im portance. W e also have a 
g rea te r responsib ility  in o ther areas of factory  inspection. W e have 
over 2,200 chem icals being used in 3,000 different w ays as food add i
tives. T he  law now perm its toxic color add itives to  be used in safe 
am ounts in foods. A vast a rray  of ag ricu ltu ra l poisons is being used 
to  help the  farm er produce b igger and b e tte r crops, often leaving 
residues on foods. E ach of these new developm ents places grave re
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sponsib ility  on indu stry  and on us: the responsibility  for determ in ing  
th a t po ten tia lly  unsafe m aterials are being em ployed in food in s tric t 
com pliance w ith  the regulations designed to insure th e ir safety.

T he changes being m ade in the s truc tu re  of food itself are t r e 
m endous. F a ts  are being broken down and rearranged . S tarches are 
being modified so th a t they have properties m ore desirable to  the food 
processor. Individual am ino acids are being produced in the chemical 
p lan t and em ployed in foods. In d u s try  is g row ing to  keep pace w ith  
the population g row th  and w ith  the food changes resu lting  from  an 
expanding food technology.

W e estim ate there  are over 100,000 estab lishm ents e ither p ro
ducing, processing or handling com m odities sub ject to  our ju risd ic 
tion, of w hich approxim ately  90,000' deal w ith  foods. W e estim ate th a t 
about 3,000 of these are canneries. A pprox im ately  25 per cent of our 
to ta l staff are inspectors w ho spend a sizeable percen tage of th e ir tim e 
m aking factory  inspections. C onsidering the trem endous num ber and 
com plex na tu re  of the  estab lishm ents we m ust cover w ith  an inspec
tion staff of only 652 men, it is obvious th a t some ra th er careful p lan
ning m ust be done to best utilize our facilities and obtain as broad 
coverage as possible. T here are several criteria  used in deciding just 
which firm s to  inspect in a given year. Some of these a re : W as th is 
firm in violation of the law w hen last inspected? W h a t kind of 
h isto ry  does the firm have regard in g  violations? H ow  long has it 
been since the  last inspection of th is p lant?

And, of course, situations arise w hich m ake it necessary to  place 
special em phasis on a given segm ent of the in du stry  because of some 
specific industry-w ide practice. F or exam ple, we are cu rren tly  m ak
ing a nationw ide investigation  of the  production  of survival k its  con
ta in in g  em ergency ra tions and w a te r  for use in fall-out shelters.

H ow ever, even w ith  the best p lann ing  we can develop, our in 
spectors are able to  v isit a firm on the average of only once in about 
four years. Y et w hile in the factory  our inspectors are often able to 
best serve the consum er and indu stry  by correcting  po ten tial viola
tions of the law at th e ir  source.

In  the year ending June 30, 1961, we b rou gh t over 900 legal ac
tions in the food area bu t only 81 of these involved canned products. 
F ifty-one seizures of canned goods w ere m ade because of violations of 
san ita ry  requirem ents.

W hen  the inspector visits your factory, he is charged w ith  the 
responsib ility  of closely exam ining the firm ’s operations and ob tain ing
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sufficient facts to  enable the  adm in istra tive  officials of the Food and 
D rug  A dm in istra tion  to  determ ine if the firm is complying* w ith  the 
Food, D rug , and Cosm etic Act. P resen t law  em pow ers our rep re
sentatives to  inspect all p ertinen t equipm ent, finished and unfinished 
m aterials, con tainers and th e ir  labeling. T h is law  w as enacted in 1953 
to  overcom e a deficiency th a t w as discovered in the earlier factory 
inspection provision of the 1938 Act.

Extent of Factory Inspection
W h en  the  rem edial legislation w as proposed in 1953 we believed 

the am endm ent should am ong other th in gs au thorize exam ination in 
the factory  of form ulas, com plain t files, records show ing th a t per
sonnel in the  factory  are qualified to perform  th e ir assigned duties, 
and records of in te rs ta te  shipm ent. D u ring  the  passage of the bill a 
legislative h isto ry  developed w hich cast doub t upon our au th o rity  to 
m ake com plete inspection.

C onsequently  we have had to pursue our inspection activ ities un 
der the  shadow  of questionable au th o rity  w hich som etim es reduces 
phases of our inspections to  the ridiculous level of hide-and-seek 
gam es. F o rtu n a te ly  w e have had the cooperation of m ost con
scientious businessm en and organ izations w hich has m ade our job 
m ore effective than  it o therw ise m ight have been. But there  have 
been those individual firm s and segm ents of indu stry  w hich have re
trea ted  beh ind the  le tte r  of the law  to the  de trim en t of the consum er. 
O bviously  it is the  shady operator, the corner cu tte r w ho has the  m ost 
to  lose by allow ing our inspectors full access in exam ining his opera
tion. If we are able to  m ake only a cursory  exam ination of his plant, 
he th in ks he m ight get by w ith  som ething. H e has a point, because 
it frequently  is not possible in the m odern food, drug, or cosm etic 
factory  to  m ake a sound determ ination  as to  the  legality  of a firm ’s 
operations sim ply by exam ining the building, the equipm ent, th e  raw  
m aterials, con tainers, labels, and those m anufactu ring  operations th a t 
happen to  be in process du ring  the inspection. T he inspector needs to 
exam ine the  m anu fac tu ring  form ulas to  determ ine th a t proper ingred i
ents are being used in the  p roper am ounts. F o r exam ple, if a m anu
fac tu re r is using  a food additive, the inspector m ust determ ine if the 
additive is being used w ith in  the lim its set for it.

Also, it is increasingly  im p ortan t for the  food m anufac tu rer w ho 
uses toxic chem icals as food additives to  learn to  em ploy the  sam e 
type of con tro l procedures th a t have been recognized as essential
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for m any years in the d rug  area. I t  is no t good public health  p ro tec
tion to  allow food producers to use toxic m aterials in safe am ounts, as 
C ongress has done, w ith ou t g iv ing the governm ent inspector the  
au th o rity  to  determ ine th a t they  are used properly. T herefo re the  
inspector needs to  exam ine the firm ’s own control records to  determ ine 
w h at steps it em ploys to  guard  against errors.

Control records are also significant even if add itives a ren ’t being 
used. F o r exam ple, canners have been cooperative in furn ish ing  
our inspectors w ith  in form ation about processing time- H ow ever, if 
they  in te rp re ted  the  factory  inspection provision as some o ther indus
tries have and refused to give food and d ru g  inspectors in form ation 
about processing tim es and sim ilar control operations, th is w ould sig
nificantly im pair ou r ab ility  to  inspect the  cannery  adequately.

T he need for exam ining the  qualifications of p lan t em ployees is 
self-evident. T he  individual responsible for determ in ing  the  qu an tities 
of toxic m ateria ls th a t go in to  foods m ust be tra ined  to  perform  his 
operation properly. T o  m ake a com plete inspection, the food and d ru g  
inspecto r m ust be able to  determ ine th a t th is em ployee is qualified 
to  do his job.

New Legislation To Be Proposed
P residen t K ennedy has announced he will recom m end legislation 

w hich will s treng then  the inspection provision of the Food and D ru g  
laws. In  his S ta te  of the  U nion M essage on Jan u ary  11, 1962, he said :

“ T o  p r o t e c t  o u r  c o n s u m e r s  f r o m  th e  c a r e le s s  a n d  t h e  u n s c r u p u lo u s ,  I  s h a l l  
r e c o m m e n d  i m p r o v e m e n ts  in  t h e  F o o d  a n d  D r u g  l a w s — s t r e n g t h e n i n g  in s p e c t io n  
a n d  s t a n d a r d s ,  h a l t i n g  u n s a f e  a n d  w o r th l e s s  p r o d u c t s ,  p r e v e n t in g  m is l e a d in g  
la b e ls ,  a n d  c r a c k i n g  d o w n  o n  t h e  i l l ic i t  s a le  o f  h a b i t - f o r m in g  d r u g s .”

As our society becom es m ore com plex, the evolution of tech
nology requires m ore safeguards for the  consum er. As m uch as we 
m ight adm ire the  rugged individualist, w hen you have 90,000 firms 
dealing in over $82 billion w o rth  of food each year, you can’t have each 
going his own m erry  way. P rocessors w ho are hundreds of m iles 
from  the po in t a t w hich th e ir p roduct will be consum ed have to have 
standards of operation to live up to and som ebody has to  see th a t 
the processor does in fact live up to  them . W e believe th a t you and 
we to gether have to  do the job the individual housew ife w ould d o 'if  
she w ere p reparin g  a p roduct in her own kitchen. A nd really the  food 
p lan t is ju s t an  extension of the  hom e kitchen. Since the housew ife 
can’t go several hundred m iles or m ore to  assure herself of the  quality
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of raw  products used, the  san ita ry  conditions of the  com m ercial 
kitchen, the  m ethods of hand ling  and p reparing  the food, and the 
additives th a t are em ployed in its preparation , we are supposed to  do 
th is job for her.

E very  year b rings a g rea te r use in the A m erican hom e of p re 
pared and convenience foods. W ith  m ore and m ore of the  food prepa
ra tion  done outside of the home kitchen, our responsibilities increase. 
T he thoroughness of our factory  inspections hinges on the  possibilities 
for e rro rs and the com plexity of the  m anu fac tu ring  operations em 
ployed. W e know  th a t the responsible elem ents of the canning indus
try  are just as interested as the Food and D rug Adm inistration in having 
a fully effective factory  inspection provision in the Food, D rug , and 
C osm etic Act.

I w ould like also to  m ention one o ther a rea  involving consum er 
p ro tection  w hich I belive is of in te res t particu larly  to  you m em bers 
w ho use oils and fats in your products. A little  over tw o years ago we 
publicly s ta ted  our view s w ith  respect to claim s being m ade for 
u n sa tu ra ted  fats in foods. R esponsible scien tists tell us th is position 
is still sound. W e are cu rren tly  study ing  the  labelings of som e basic 
fa t and oil products. If we ob tain  evidence th a t th ey  bear claims 
w hich lead consum ers to  believe the products will p reven t or cure 
c ircu la tory  diseases, we will take app ropria te  legal action.

T he canning in du stry  has pioneered in the developm ent and pas
sage of sound food legislation bo th  a t the  sta te  and federal levels. 
I t  has m ade g rea t con tribu tions not only in food processing b u t also 
in the field of food regulation. W e are proud of the  long-standing 
cooperative relationsh ip  existing  betw een th is in du stry  and the  gov
ernm ent. W e are sure th is  relationsh ip  w ill continue and be respon
sible for achieving even g rea te r consum er pro tection  in the  future.

[The End]
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Food Additives and Regulations

H E  F O O D  A D D IT IV E S  A M E N D M E N T  to the F ederal Food,
D rug  and Cosm etic A ct w as enacted in Septem ber, 1958 and rep 

resen ted  the culm ination of substan tia l Congressional in terest in th is 
im p ortan t sub ject over a period of alm ost ten years. T h is am endm ent 
provides for control of food additives w hether they  be added directly  
and in ten tionally  to the food or w hether they  becom e a part of the 
food indirectly  th ro ug h  m igration  from  m achinery or packaging m a
terials. A ctually , these additives w ere sub ject to  the law all along 
bu t the am endm ent m akes it necessary  th a t those responsible for the 
additive becom ing a part of the food shall first establish th e ir safety 
to the satisfaction of the Food and D rug  A dm inistra tion , w hich can 
then  issue regula tions au tho riz ing  th e ir  use.

I should point ou t perhaps th a t th is law  applies to bo th  hum an 
and anim al food and covers all substances or m ix tures of substances 
w hich are not generally  recognized as safe by experts qualified to 
evaluate them .

T here  are exem ptions for the products w hich have prio r sanctions 
for specific uses b u t th is w as m erely to deal w ith  those m anufacturers 
w ho had come to us w ith  adequate safety data  before there was a law 
w hich required  th a t they  do so. In our opinion, th is  is an em inently  
fa ir provision. I t  applies to  p rio r sanctions no t only under the Food, 
D rug  and Cosm etic A ct bu t under the  M eat Inspection  and the 
P o u ltry  P ro du cts  Inspection  A cts enforced by the U nited  S tates 
D ep artm ent of A griculture.

T h is law sta rted  out w ith  different effective dates. I t  w as effec
tive in M arch, 1959 for new products and in M arch, 1960 for sub
stances in use prio r to  Jan u ary  1, 1958, bu t in the  la tte r  case there 
w as provision for individual exem ptions for one year on a  show ing 
th a t the uses involved w ould presen t no undue hazard to the public 
health  and th a t the  exem ptions w ere necessary.

By JOHN L. HARVEY

Mr. Harvey Presented This Paper at the Food Industry Science 
School of Rutgers University on January 18, 1962. He Is 
Deputy Commissioner of the Food and Drug Administration.
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W h en 1961 rolled around, it w as obvious th a t fu rth er tim e was 
needed for te s tin g  for m any of the  products w hich had been g ran ted  
these extensions. W e proposed and actively supported  legislation to 
authorize us to g ran t fu rther extensions. T h is resu lted  in the enact
m ent of such au tho riza tion  so th a t, w here the  facts w arran t and w here 
there  is no undue hazard  to  the public health , we have au tho rity  to 
extend the effective date for specific uses of add itives for needed 
periods no t beyond Ju ly  1, 1964.

W e w ere in favor of th is legislation because we th o u g h t it was 
the rig h t th in g  to  do bu t we have been ra th e r  b itte rly  criticized in 
some qu arte rs  on the  charge th a t we w ere in favor of “lax enforcement” 
and the  addition of poisons to  our food supply. N o tw ith stand ing , we 
still th in k  we w ere righ t.

Introduction of General Regulations
O ur first job a fte r the law  w as enacted w as to  get out general 

regulations. W e tried  to  set forth  ju s t w h at th is law  should be in te r
preted  to  cover. W e spelled out how to go about petition ing  for a 
food additive regulation  and specified ju s t how we w ould operate in 
considering and issu ing regulations. In  accordance w ith  our usual 
procedure, we first published our regula tions as proposals and invited 
com m ent from  all concerned. W e w ere m ost appreciative of m any of 
the com m ents we received and by tak in g  these in to account, w e m ade 
revisions w hich, in our opinion, resulted in a good set of regulations 
for the guidance of all concerned.

O u r nex t endeavor w as to try  to m ake it as easy as possible for 
firm s and individuals to decide for them selves w hether or not they had 
any problem  under th is law. W e published a proposed list of sub
stances, alm ost 200, w hich, in our opinion, w ould be regarded by the 
experts  as generally  recognized as sa fe ; bu t no t rely ing solely upon 
our judgm en t, w e circulated  th is to several hundred scien tists th ro u g h 
out the  coun try  to  get th e ir views. Subsequently , we finalized the list 
w ith  the om ission of only a few item s w here the experts had questions 
about our classification.

I th ink  it w ould be well to m ake clear th a t there  is a real difference 
betw een “generally  recognized as safe” and “safe.” If the scientific 
com m unity generally  recognizes the product as safe, it is autom atically  
exem pt from  th is food additives law. On the o ther hand, if there  is 
no such general recognition bu t the advocates of the proposed use of 
the substance are able to convince the sc ien tists of the Food and D rug
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A dm in istra tion  th a t the particu la r usage is, in fact, safe, then  there 
is a basis for considering the  issuance of an au tho riz ing  regulation  
under th is am endm ent.

O u r nex t step  w as to  consider prio r sanctions. W e published in 
the  Federal Register a few of the  prio r sanctioned item s in the packag
ing field bu t then  we ran  in to som e difficulty and re luc tan tly  concluded 
th a t we w ould no t be in a position to publish all of the  p rio r sanctions 
w hich had been issued over the years before the  enactm ent of the 
1958 am endm ent. T here  w ere tw o reasons for this. In  the first place, 
these sanctions w ere no t given w ith  the idea th a t th ey  w ould be part 
of a g rand fa ther clause in a subsequent law  and m any of these could 
be located only by careful search of our files on a com pany-by-com pany 
basis. Secondly, m any of the prio r sanctions w ere given for specific 
form ulations and to publish these could well resu lt in our revealing 
trade secrets w hich w ere supplied to us in confidence.

T herefo re, as far as p rio r sanctions are concerned, the  best we 
can do is to  s ta te  to inqu irers th a t if they  believe they  have a sub
stance for a use covered by a prio r sanction and need confirm ation, all 
they  need to  do is to  advise us of the in form ation about th e ir product, 
its usage, and the  nam e of the firm to w hom  they believe a prio r 
sanction w as given. If we find th a t th e ir  p roduct is identical w ith  one 
covered by a p rio r sanction, we will so advise and thus, of course, the 
p rio r sanction will apply there as well.

I m ust caution, how ever, th a t we m ust construe prio r sanctions 
very s tric tly  and if a sanction w as given for a specific form ulation and 
any change has been m ade in th a t form ulation in the in terim , the 
prio r sanction obviously could not apply to the  new product.

Responses to Regulations
-Having issued our regulations GRAS lists (w ith  som e la ter add i

tions) and the  lim ited prio r sanction list, we geared ourselves to accept 
and deal w ith  petitions for the m any food additives w hich we w ere 
quite sure w ere covered by the law. T o our am azem ent, we w ere not 
flooded w ith  petitions as we had expected. Instead , we w ere flooded 
w ith  inquiries from  all sources. W e received a trem endous volum e 
of correspondence ask ing  questions about th is new  food additive law. 
Some of these could be answ ered m erely by reference to  the regu la
tions b u t m ost dealt w ith  the question of “H ere is m y product. H ere  
is how I use it. Is  it a food add itive?”
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W h ere  the additive w as added d irectly  to  food, th is  presented 
a fairly  sim ple problem . W h ere  the substance w as used in a packaging 
or equipm ent item , how ever, the answ er w as no t quite so simple. O ur 
sc ien tists had devised some ex traction  tests  using  solvents which would 
sim ulate the action of various food ingred ien ts and we suggested  th a t 
w here there w as some doubt, th a t these tests  be applied by the m anu
fac tu rer to  determ ine the  facts.

O f course, we did get our share of inquiries w hich m ight be placed 
in the “silly” category which presented no difficulty in answering, except 
to find the tim e. I have in m ind one w here we w ere asked about the 
food additive s ta tu s of an  adhesive used exclusively to apply labels 
to  the outsides of herm etically  sealed cans. W e had no difficulty in 
te lling  the inqu irer th a t he had n o th ing  at all to  w orry  about so far 
as th is law was concerned.

A fter we d istribu ted  thousands of copies of the m ethods for de ter
m in ing w h eth er there  w as m igration  of com ponents of packaging and 
m achinery  item s to food, the avalanche of mail s ta rted  again. T his 
tim e it w as m ore com plicated in th a t we w ere supplied w ith  the resu lts 
of these tests  and requests for our opinion as to w hether or no t we 
agreed th a t th ere  w as a food additive problem  involved. T he head
aches really  began in those cases w here a review  of the ex traction  data 
led us to  conclude th a t there  w as no m igration . W ith o u t too m uch 
foresight, I ’m afraid, we began to w rite  le tters in answ er to  these 
inqu iries in w hich we agreed, in som e cases, th a t the data  showed 
no food additive im plications. I t  w asn 't long, however, before we 
found th a t our le tte rs  w ere being photocopied and used for sales 
purposes, in som e cases on the basis of “W e have F D A  approval for 
our products and your presen t supplier doesn 't, so w hy don’t you buy 
from  us?” T h is s ta rted  a chain reaction and even though  m any firms 
had taken  us a t our w ord and had m ade up th e ir own m inds on the 
basis of good data th a t they  did no t have a food additive problem , 
they  found th a t they  w ere at a d isadvantage because they  d idn’t have 
“ the le tte r .”

W e cam e to  the  conclusion th a t we had opened P an d o ra ’s box 
and had b e tte r find a w ay to  close it before the situation  go t com 
pletely  ou t of hand. W e therefore re-evaluated our position after 
consultation  w ith  our legal counsel and cam e to  the conclusion th a t 
basically , if there  w as enough reason to  run  ex traction  studies on 
packaging or equ ipm ent m aterials, w hy shouldn’t it be concluded th a t 
it w ould be reasonable to  expect th a t the  substances involved would,
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in fact, becom e a p a rt of the food? Since the law  refers to “reasonably  
to  be expected” we then  began to  advise those w ho asked th a t we 
w ere no t in a position to give them  a le tte r w hich w ould absolve th e ir  
p roduct from  any responsib ility  from  under the  Food Additives Am end
m ent bu t instead  suggested  th a t they  file petitions. T h a t is the p resen t 
s ta tu s  of th is item .

Requests for Extensions
G oing back, at ju s t about the M arch, 1960 effective date, we 

received a rash  of requests for extensions and du ring  the first six 
m onths of 1960, we issued form al extensions to  M arch, 1961 covering 
some 3,000 uses of d irect and indirect additives. A t the sam e tim e, 
we did our best at every appearance we m ade before in du stry  groups 
to  po in t out th a t the g ran tin g  of an extension w as only the  first step 
down the road to  com pliance and th a t as the law  then stood, regu la
tions w ould have to be in effect by M arch, 1961 if the particu lar 
p roduct w as to  continue to  be used a fte r the final effective date. Som e
how, we ju st d idn 't get the m essage across. I t  w asn ’t until early 
1961 th a t petitions began to come in in quantity . P articu larly  in the 
field of packaging m aterials it w as quite apparen t th a t w ith  our lim ited 
staff we cou ldn’t  even process and evaluate all of the petitions we had 
then and it w as for th a t reason th a t we proposed additional tim e as 
I m entioned earlier.

W e did adm in istra tively  continue all previous extensions to  Sep
tem ber 1, 1961, m eanw hile considering requests for these fu rther 
extensions. Some we had to  tu rn  down because they did no t m eet the 
s ta tu to ry  provisions of the law  which, am ong o ther th ings, required 
th a t you had to  have done som eth ing about ascerta in ing  the s ta tus 
of th is p roduct a year earlier and to  have pursued  the m atte r in the 
in terim . Som etim es we had to  tu rn  down requests because the data 
w as inadequate to  enable us to conclude th a t the  substances could be 
used w ith ou t undue hazard.

W hile  the  law  provides for extensions no t to exceed Ju ly  1, 1964, 
there  is no th ing  au tom atic  about th is  date. In  each case, we require 
the request to  detail the tim e th a t is necessary and the extension is 
then  given a tim e lim it w ith  a requirem ent th a t any extension beyond 
Jan u ary  1, 1962, will require a progress report at six-m onth in tervals 
s ta rtin g  th is m onth. T h is is an im p ortan t condition of the extension
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and we will have no basis for doing o ther th an  cancel any extension 
w here a sa tisfacto ry  progress repo rt is not received as required  by 
the order.

If you are in terested  in s ta tistics, so far we have gran ted  765 
cu rren t extensions in the  d irect add itive field and 1,152 cu rren t exten
sions in the indirect add itive field. Of the “direct" extensions over 
500 are in the  flavoring field.

In  the  m a tte r of regulations, ju s t w h a t have we accom plished 
to  date? W e have received 664 petitions for food additive regulations 
and of these we w ere unable to  file 253. T here  are a num ber of reasons 
for these refusals. T he sim plest involves those w hich requested  food 
additive regu la tions for substances w hich w ere no t food additives, 
usually  because th e ir uses w ere in the  generally  recognized as safe 
category. T he m ajor reason, how ever, w as th a t we found the petitions 
to be incom plete. In  th is category, we did no t receive the necessary 
pharm acological data, the necessary technical inform ation including 
m ethodology and, in some cases, there  w as no  show ing of the physical 
or technical effect of the particu lar additives. In  a few cases, we had 
to  re ject the petitions because they referred to substances by trade 
nam es and we ju s t d idn’t know  precisely w h a t substances should be 
evaluated.

G oing back to sta tis tics  again, we have issued regulations (and 
am endm ents) in the follow ing categories: 117 covering d irect additives 
to hum an food: 41 covering d irect add itives to  anim al food; 33 cover
ing packaging or equipment com ponents; 3 covering the use of radiation.

T he  fact th a t som e of the regula tions have already been am ended 
several tim es is to  me m ost im portan t. I t  dem onstra tes th a t these 
food additive regu la tions are no t sta tic  docum ents and th a t they  can 
be am ended quite readily  w here there  is adequate data to  ju s tify  the 
changes w hich are requested.

T he law  provides th a t a decision on a petition shall be m ade 
preferab ly  w ith in  90 days, b u t not la te r than  180 days a fte r the date 
of filing. I have to  adm it th a t we have been faced w ith  some petitions 
w here we ju s t cou ldn’t  finish the job in the 180 day lim it, try  as we 
m ight. I can assure you th a t th is  had not been due to any “ don’t care” 
a ttitu d e  on our p a rt bu t has been due principally  to  our inability  to 
m ake available a sufficient num ber of qualified people in the chem ical 
and pharm acological areas to evaluate these petitions and m ake rec
om m endations to  the C om m issioner’s office.
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W e have the positions available, bu t we don’t have the  people 
and we are hav ing real trouble in try in g  to  fill these vacancies. I d idn 't 
cam e to  th is m eeting w ith  the  idea of acting  as a recru iting  officer 
b u t if you know  of any qualified chem ists, biochem ists, or ph arm aco l
og ists w ho m ight be in terested  in w ork ing  for the Food and D rug  
A dm inistra tion , I sincerely urge th a t you refer them  to us.

N o discussions of the Food A dditives A m endm ent w ould be com 
plete w ith ou t som e reference to  the  D elaney Clause w hich sta tes  th a t 
we m ay no t issue a regulation  for the safe use of any food additive 
w hich has been found to induce cancer w hen ingested  by  m an or 
anim al or found, a fte r te sts  w hich are app ropria te  for the evaluation 
of the safe ty  of food additives, to  induce cancer in m an or anim al. 
T h is clause has engendered a g reat deal of controversy. B u t except 
perhaps in the  area of anim al feeds, w hich presen ts a special problem , 
it doesn’t  seem as though  food m anufactu rers generally  need have a 
g rea t deal of concern about it.

C ertainly , no m anufac tu rer w an ts to  add to  his food products any 
ingred ien t w hich has been shown to cause cancer. W e hear a  g reat 
deal about the possibility  th a t these cancer producers m ay have a 
th reshold  level below  w hich they  do not act to  cause cancer. W hen 
you poll the scien tists, how ever, even those w ho hold to  th is view, 
they  come up w ith  the com m ent th a t, of course, they  don 't know  
w here th is  th resho ld  level is for any specific chemical.

U nder the circum stances, a rgum en ts about the  D elaney Clause 
becom e ra th er academic. As far as th e  Food and D rug  A dm inistra tion  
is concerned, we propose to  enforce th is law  as it is w ritten , including 
the  D elaney Clause, and if ever there  is a sound basis for changing  
it, we are sure the  Congress will give every consideration to  such 
a proposal.

R egulatory-w ise, our inspectors are checking for food additives 
in every food inspection operation  they  conduct and our laborato ries 
are on the a le rt for food additive problem s in the  exam ination of both 
dom estic and im ported products. So far, we have m ade a few seizures 
in the  food additives field, bu t have yet to in s titu te  crim inal prosecu
tions. T he seizures included m ineral oil offered for food use, biscuits 
w ith  added m ineral oil, h igh inorganic brom ide residues resu ltin g  from  
fum igation  of flour and v itam in  products con tain ing  unsafe am ounts 
of folic acid.
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Change in Industry’s Attitude
W e believe th a t there has been a m arked change in indu stry  

a ttitu d es  about the  Food A dditives A m endm ent betw een 1958 and the 
p resen t tim e. N ow  th a t in d u stry  has becom e know ledgeable abou t th is 
law  and understands how  it operates, we no longer encounter a “fear” 
a ttitu de . S im ilarly, th ere  w as a tim e w hen som e considered the  term  
“food add itive” as a term  of approbation  w hen applied to  th e ir  product. 
Now, how ever, we find th a t there  is a recognition th a t th e  existence 
of an au tho riz ing  regulation  gives a p rod uct a s ta tu re  it did no t have 
earlier. T he  regulation  is th ere  for all to  see and to  un derstan d  th a t 
it could no t have been g ran ted  w ith ou t adequate evidence of safety, 
a show ing of physical or technical effect and, w here a to lerance is 
involved, a suitable labora to ry  m ethod available to  enable enforce
m ent of th a t tolerance.

T h is a ttitu d e  has resu lted  in requests we are now g e ttin g  for the 
estab lishm ent of form al food additive regulations to  cover p rio r sanc
tioned uses so th a t these too will be ou t in the  open for all to  see.

W e in the Food and D rug  A dm in istra tion  th in g  th a t th is  is a 
good law. I t  is in th e  public in te rest and in the  in te rest of m anufac
tu re rs  and d istribu to rs  alike. If you have an additive th a t m eets the 
te s t of the law, it can be authorized. If, how ever, the  additive doesn’t 
m eet the  te s t set fo rth  therein , it shou ldn’t be considered for use in 
foods at all.

A s for those of you w ho are actually  m anufac tu ring  basic com 
ponents of foods, m achinery, or packaging m aterials, I w ould assum e 
th a t there  is little  th a t needs to  be said ab o u t.y o u r responsibilities in 
th is area. M any of you, how ever, are no t in th a t pa rticu la r end of 
in d u stry  b u t ra th e r are engaged in producing and m arketing  finished 
food products. I recom m end th a t if any  of you have no t already done 
so, it w ould be h igh ly in order for you to  take a very  careful inven tory  
of every item  in use e ither as a com ponent of foods, as packaging 
m ateria l or m achinery  item . I t  is your obligation  to  be sure th a t the 
food you m arket does no t contain a food additive the use of w hich is 
no t covered by an app ropria te  regula tion  or, for the tim e being a t 
least, an extension of the  effective date of the sta tu te .

P resum ably , m any of the  questions w hich such a survey  w ould 
raise could be answ ered definitively by your suppliers. B u t certain ly 
if th ere  is any question w here you believe th a t the  Food and D rug  
A d m in istra tio n ’s view s can be of assistance, we will be very  glad to 
have your inquiry .
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W hile I am on th is subject, I w ould like to  com m ent on a speech 
delivered by an in du stry  represen ta tive  at the Food L aw  In s ti tu te  
conference held in W ash in g to n  last N ovem ber. T h is m an to ld about 
his in itial reaction to  the Food A dditives A m endm ent and the check
ing th a t he in stitu ted  in his own business to  determ ine ju st how his 
firm stood in the  ligh t of the requirem ents of the  am endm ent. W hile  
he s ta ted  th a t he did find som e th ings th a t needed to  be done in order 
to  avoid conflict, he w as quite fullsom e in his rem arks about the  value 
of his investigation  to  his firm ’s over-all operations. I t  w as obvious 
th a t th is  thorough  check had disclosed a num ber of procedures w hich 
had been in stitu ted  for some special purpose and then had been p er
petuated  w ith ou t good reason. H e expressed the  conclusion th a t th is  
careful look-see a t the firm 's operations had given him a sound basis 
for revising operations to pu t out a be tte r product at a low er cost.

Color Additive Amendments
Before closing I w ould like to discuss briefly the Color A dditive 

A m endm ents of Ju ly  12, 1960. P rio r to these am endm ents, the Food, 
D rug  and Cosm etic A ct provided only for the lis tin g  of harmless 
coal-tar colors in foods, drugs, and cosm etics. T he Food and D rug  
A dm inistra tion  took the  position th a t “harm less” m eant harm less in 
any amount and that the law w ould not perm it us to  list colors for use 
in lim ited am ounts even though  these lesser am ounts w ere safe. In  a 
series of court actions the Suprem e C ourt upheld th is position. As a 
result, there w as considerable ag ita tion  to  am end the law to change 
th is restric tion  and a fte r conferences w ith  industry , Congressional 
hearings and changes in a departm ental bill, the Color A dditive 
A m endm ents w ere passed.

T he am endm ents consist of tw o sections. T his first, w hile sim ilar 
to  the  Food A dditives A m endm ent, is a t once bo th  b roader and m ore 
restrictive. I t  is m ore restric tive  in th a t it applies only to colors. I t  is 
broader in th a t it covers the addition of colors not only to  foods bu t 
also to drugs and cosm etics. A color used in foods comes under th is  
law  and no t the Food A dditives A m endm ent. A ll colors, those derived 
from  vegetable sources as well as inorganic p igm ents are regulated , 
not ju s t coal-tar colors. As w ith  food additives, a color m ust be shown 
to be safe by adequate pharm acological testing . Specifications, methods 
of m anufacture and needed m ethods of analysis bo th  for the color itself 
and for determ in ing  it in foods, drugs or cosm etics m ust be subm itted.

T he law contains a D elaney Clause about cancer-producing colors. 
As in the  Food A dditives A m endm ent, generally  a petition  m ust be
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subm itted  and a regulation  au tho riz ing  use m ust issue. T he batch 
certification principle continues except th a t the Com m issioner m ay, by 
regulation , exem pt a color from  batch  certification if consisten t w ith  
the  public health . T he law  requires th a t the cost of listing  and certifi
cation  shall be borne by fees. T he listing  of a food color, for exam ple, 
requ ires a fee w hich has been ten ta tive ly  set a t $3,000.

T he second section of the  am endm ent is concerned w ith  a tran s i
tional period. R ecognizing th a t m any colors w ould require extensive 
and  leng thy  pharm acological testing , Congress provided th a t for a two 
and  one-half year period a fte r the  passage of the law, colors w ould be 
“provisionally” listed if consisten t w ith  the public health . E ssen tia lly  
th is  tw o and one-half year period is a “g race” period. All “coal-ta r” 
colors listed  and certifiable as of the date of enactm ent w ere prov ision
ally  listed provided a t least one batch  had actually  been certified. All 
colors w hich w ere no t previously sub ject to  the certification section 
of the  A ct—and th is m eans all non-coal-tar colors— are also deem ed 
provisionally  listed for uses form erly em ployed. T his transitional sec
tion  of the  law authorizes rem oval of color add itives from  provisional 
lis ting  if necessary to  p ro tect the  public health  and im position of tem 
po rary  lim itations. T h u s un der th is last provision m entioned, the 
Food and 'D rug A dm inistra tion  has prov isionally  listed a  num ber of 
coal-tar colors for use in lipsticks provided no t m ore than  6 per cent 
of to ta l dye is in a lipstick.

T h u s far, only one regulation  perm anen tly  listing  a color additive 
has issued. T h ere  have been several petitions for o thers b u t the 
in form ation subm itted  has been inadequate and the petitions w ere not 
filed. Less than  a year rem ains now for perm anen t lis ting  of color 
additives. W hile  the  transitional section perm its extension of the 
effective date (Jan u ary  12, 1963) it is no t con tem plated  th a t extensions 
w ill be g ran ted  on an over-all basis.

E xtensions m ay be g ran ted  w here evidence is subm itted  th a t the 
n a tu re  of the studies— anim al te s tin g  for exam ple— w ere such th a t it 
w as physically  im possible to com plete them  p rio r to  the  effective date.

T he Food and D ru g  A dm inistra tion  proposes to  adm inister bo th  
of these am endm ents to  insure the best p ro tection  possible to  the 
consum ing public. F rom  the  s tandpo in t of the  end objective, we know 
th a t in d u stry  and governm ent are un ited  in desiring th a t the  foods, 
drugs, and cosm etics m arketed  in th is  coun try  shall be as safe as it is 
hum anly  possible to m ake them . [T he E nd]
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International Aspects of Food 
and Drug Legislation- 

A Selected Bibliography
Compiled by JULIUS G . ZIMMERMAN
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Which Accompanied a Lecture by Mr. Zimmerman at the 
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WASHINGTON
A C T I O N  A N D  N E W S
In the Food and Drug Administration

March Drug and Device Seizures 
Report.— T w e n ty - n in e  a c t io n s  w e r e  i n 
s t i t u t e d  in  F e b r u a r y  a g a in s t  m i s b r a n d e d  
a n d  a d u l t e r a t e d  d r u g s  a n d  d e v ic e s .  
F o u r t e e n  p r o d u c t s ,  m o s t ly  d i e t a r y  s u p 
p l e m e n t s ,  w e r e  c h a r g e d  w i th  f a ls e  a n d  
m is l e a d in g  c la im s  s u c h  a s  p r o m o t i o n  o f  
a p p e t i t e  a n d  “ u t i l i z a t io n  o f  f a t  to  lo w e r  
b lo o d  c h o l e s t e r o l ” ; s e v e n  d r u g s  a n d  
m e d ic a t e d  f e e d s  w e r e  o f  s u b s t a n d a r d  
q u a l i ty ,  tw o  w e r e  r e p a c k e d  p h y s i c i a n s ’ 
s a m p le s  w i th o u t  t h e  l a b e l i n g  r e q u i r e d  
b y  la w , tw o  f a i l e d  t o  b e a r  a d e q u a te  
d i r e c t io n s  f o r  u s e , t h r e e  i n je c t a b le s  w e re  
m a r k e t e d  w i th o u t  n e w - d r u g  c le a r a n c e ,  
s u l f a  t a b l e t s  c a r r i e d  n o  p r e s c r i p t i o n  
d r u g  s t a t e m e n t .

O t h e r  s e i z u r e s  in c lu d e d  a  c o s m e t ic  
h a i r  p r e p a r a t i o n  w h ic h  w a s  c o u n t e r f e i t .  
S o l d e r in g  s a l t s  c o n t a i n i n g  a  h ig 'h ly  i r r i 
t a t i n g  a n d  c o r r o s iv e  s u b s ta n c e  f a i le d  to  
b e a r  w a r n i n g  l a b e l i n g  a s  r e q u i r e d  b y  
t h e  F e d e r a l  H a z a r d o u s  S u b s ta n c e s  L a 
b e l i n g  A c t .

Food Seizures.— F o u r  h u n d r e d  t o n s  
o f  c o n t a m i n a t e d  f o o d  w e r e  s e iz e d  in  
51 f e d e r a l  c o u r t  a c t io n s  d u r in g  F e b r u 
a r y .  O f  th is  t o ta l ,  39 t o n s  w e r e  s e iz e d  
o n  c h a r g e s  t h a t  th e y  i n v o lv e d  lion - 
p e r m i t t e d  p e s t i c id e  r e s id u e s ,  s u c h  a s  
m e r c u r i a l  c o m p o u n d s  a n d  D D T .  E x 
c e s s iv e  fo l ic  a c id  a n d  d e f ic i e n c y  in  v i t a 
m in s  f r o m  t h e  p o te n c i e s  d e c l a r e d  o n  
th e  l a b e ls  w e r e  c h a r g e d  in  s e i z u r e s  o f  
n in e  n u t r i t i o n a l  s u p p le m e n ts .

A m o n g  t h e  l a r g e s t  s e i z u r e s  o f  f i l th y  
a n d  d e c o m p o s e d  f o o d s  w e r e  2 8 0  t o n s
W A S H IN G T O N ---- A C T IO N  A N D  N E W S

o f  r o d e n t - i n f e s t e d  w h e a t ;  23 t o n s  o f  
m o ld y ,  in f e s te d ,  o r  o t h e r w is e  u n f i t  n u t s  
o f  v a r io u s  t y p e s ;  18 t o n s  o f  r ic e  a n d  
12 t o n s  o f  f lo u r  h e ld  u n d e r  i n s a n i t a r y  
c o n d i t i o n s ;  a n d  6  t o n s  o f  b a c t e r i a -  
c o n t a m i n a t e d  f r o z e n ,  b r e a d e d  s h r im p s .

N in e  s e iz u r e s ,  in v o lv in g  347  to n s ,  
w e r e  m a d e  o f  e g g  n o o d l e s  d e f ic i e n t  in  
e g g  c o n t e n t  r e q u i r e d  b y  o ff ic ia l  fo o d  
s t a n d a r d s .  O t h e r  s u b s t a n d a r d  fo o d s  
s e iz e d  w e r e  p e a c h e s  p a c k e d  in  l i g h t e r  
s i r u p  t h a n  la b e le d ,  a n d  s u b s t a n d a r d  
c a n n e d  p e a s  n o t  la b e le d  a s  s u c h .  S h o r t  
w e ig h t  w a s  c h a r g e d  in  s h i p m e n ts  o f  
p iz z a ,  p o p c o r n ,  w i ld  s t r a w b e r r y  p r e 
s e r v e s  a n d  p e c a n s .  F a i l u r e  to  b e a r  
r e q u i r e d  l a b e l in g  o r  i t s  p r e s e n c e  in  to o  
in c o n s p ic u o u s  a  m a n n e r  t o  b e  r e a d i ly  
f o u n d  a n d  r e a d  b y  p u r c h a s e r s  w a s  
c h a r g e d  in  e ig h t  s e iz u r e s .  I n  a ll , 28  
s e i z u r e s  w e r e  m a d e  to  p r o t e c t  c o n 
s u m e r s ’ p o c k e tb o o k s .

Voluntary Actions by Industry.—
T h e  fo o d  a n d  d r u g  i n d u s t r i e s  to o k  124 
v o lu n t a r y  a c t io n s  t o  p r o t e c t  t h e  p u b l ic  
f r o m  u n f i t  p r o d u c t s .

A c c o r d in g  t o  r e p o r t s  r e c e iv e d  l a s t  
m o n th  a p p ro x im a te ly  80  to n s  o f  a d u l te r 
a te d  fo o d  w e re  d e s tro y e d  o r  c o n v e r te d  
to  f e e d  (7 3  a c t i o n s ) ,  a d u l t e r a t e d  d r u g s  
v a lu e d  a t  $ 2 35 ,34 1  w e r e  w i th d r a w n  
f r o m  th e  m a r k e t  (3 1  a c t i o n s ) ,  a n d  th e  
a c tu a l  o r  e s t im a te d  c o s ts  o f  v o lu n t a r y  
p l a n t  im p r o v e m e n ts  a m o u n t e d  to  n e a r ly  
$ 2 4 3 ,0 0 0  (2 0  a c t io n s ) .

A  G e o r g i a  v e g e ta b l e  o i l  c o m p a n y  
s t a r t e d  b u i l d in g  a  n e w  s e e d  h o u s e  a t

PA G E 287



a  c o s t  o f  $ 1 5 1 ,2 2 0  a f t e r  a n  in s p e c t io n  
o f  th i s  f i r m  r e v e a l e d  t h e  o ld  b u i l d in g  
to  b e  r o d e n t - i n f e s te d .

A n o t h e r  l a r g e  i n v e s tm e n t  w a s  r e 
p o r t e d  b y  a  b r e a d  c o m p a n y  in  T e n 
n e s s e e  w h o s e  f lo u r  h a n d l in g  s y s t e m s  
s h o w e d  s e v e r e  in s e c t  i n f e s t a t io n .  A t  a  
c o s t  o f  $ 5 0 ,0 0 0  t h i s  f i rm  c o n v e r t e d  i ts  
o l d - f a s h io n e d  e q u ip m e n t  i n to  a  p n e u 
m a tic  sy s tem . A  n e w  s i f t e r  a n d  v a c u u m  
c le a n e r  w e r e  a d d e d  a n d  o ld  c o n v e y o r s  
a n d  b in s  w e r e  r e p la c e d  t o  im p r o v e  
s a n i t a r y  h a n d l in g  o f  p r o d u c t s .

A  M a s s a c h u s e t t s  m a n u f a c t u r e r  o f  a  
m o u t h w a s h  o r d e r e d  t h e  d e s t r u c t io n  o f 
$ 3 2 ,8 7 7  w o r t h  o f  t h i s  m e r c h a n d i s e  a f t e r  
a  c o lo r  u s e d  in  t h e  p r o d u c t  w a s  t a k e n  
o f f  th e  l i s t  o f  p e r m is s a b l e  c o lo r s ;  p a r t  
o f  t h e  lo ts  h a d  b e e n  m a n u f a c t u r e d  a n d  
p a c k a g e d  b e f o r e  t h e  o ff ic ia l  c u t - o f f  d a te .

A  d r u g s to r e  in  A r iz o n a  v o lu n ta r i ly  d e 
s tr o y e d  $10,300 w o r th  o f  f ire -d a m a g e d  
d ru g s ,  c o sm e tic s  a n d  dev ices.

“N ew  D rugs” W ithout Safety Clear
ance.— F o u r  d r u g  p r o d u c t s  h a v e  b e e n  
s e iz e d  o n  c h a r g e s  t h a t  th e y  w e re  “ n e w  
d r u g s ” f o r  w h ic h  n o  s a f e ty  c le a ra n c e  
f r o m  F D A  h a d  b een  o b ta in e d  a s  r e q u ire d  
by  th e  n e w  d r u g  s e c tio n  o f  th e  F o o d , 
D r u g  a n d  C o sm e tic  A c t. T h e  A c t  c o n 
t r o ls  th e  s a f e ty  o f  n e w  d ru g s  b y  p ro h ib i t 
in g  sa le  u n ti l  s a f e ty  h a s  b een  e s ta b lis h e d  
to  th e  s a t is f a c t io n  o f  th e  F o o d  a n d  D r u g  
A d m in is t r a t io n .  S e iz e d  w e r e :

“ R e tic u lo s e  L ip o p ro te in - N u c le ic  A c id  
C o m p le x ” , m a n u f a c tu r e d  b y  C h em ico  
L a b o ra to r ie s ,  In c .,  M ia m i, F lo r id a ,  a  
s te r i le , in tr a -m u s c u la r ,  s u b c u ta n e o u s  so lu 
t io n  p r o m o te d  f o r  t h e  t r e a t m e n t  o f 
h e r p e t i c  d is e a s e s ,  in f e c t io u s  h e p a t i t i s ,  
u p p e r  r e s p ir a to r y  v i r a l  in fe c t io n s ,  m u m p s, 
o r c h i t i s ,  i n f e c t io u s  m o n o n u c le o s i s ,  i n 
f lu e n z a ,  A s i a n  in f lu e n z a ,  g e n e r a l i z e d  
v a c c in ia  a n d  e n c e p h a l i t i s ;

“ E x p e c to g e n ,” m a n u f a c tu r e d  b y  E . W . 
H e u n  C o m p a n y ,  S t .  L o u i s ,  M is s o u r i ,  
f o r  K i n g  P h a r m a c e u t i c a l  C o m p a n y ,  
I n c . ,  M o n tg o m e r y ,  A la b a m a ,  c o n t a i n 
in g  d e x t r o - m e t h o r p h a n  h y d r o b r o m id e ,  
c h lo r p h e n i r a m in e  m a le a te ,  p o ta s s iu m  
g u a ia c o l  s u l f o n a t e ,  a m m o n iu m  c h lo r id e ,  
t a r t a r  e m e t ic ,  a n d  c h lo r o f o r m ,  p r o 
m o te d  f o r  r e l i e f  o f  c o u g h s  d u e  to  c o ld s ;
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“ N e p c o - G a p  A m p u ls ,” m a n u f a c t u r e d  
b y  N e w  E n g l a n d  P h a r m a c a l  C o m p a n y ,  
T a y l o r ,  M ic h ig a n ,  a n  i n t r a v e n o u s  e n 
z y m e  ( g u a n id o - a m i n o - p e p t i d a s )  p r e p a 
r a t i o n  s a id  to  h a v e  b e e n  d i s t r i b u t e d  
o n ly  f o r  i n v e s t i g a t io n a l  u s e s ,  b u t  n o t  in  
c o m p l ia n c e  w i th  r e g u l a t io n s  a p p l ic a b le  
t o  n e w  d r u g s  f o r  i n v e s t i g a t io n a l  u se .

“ C h y m t r y p s i n  I n j e c t i o n , ”  m a n u f a c 
t u r e d  b y  I n j e c t a b l e  P h a r m a c a l  C o m 
p a n y ,  L o s  A n g e le s ,  a n  e n z y m a t ic  d r u g  
in  aq u e o u s  s o lu tio n , p ro m o te d  f o r  t r e a t 
m e n t  o f  c i r c u l a t o r y  d i s o r d e r ,  a c u te  i n 
f la m m a tio n , b u rs i t is ,  a r th r i t is ,  h e m a to m a  
in  s u r g e r y ,  e d e m a  in  d e n ta l  s u r g e r y .

“Bennie” Peddlers Prosecuted Third 
Time.— R o b e r t  L e e  C lu r e  a n d  M i ld r e d  
C lu re ,  m a n  a n d  w ife  t e a m  in  t h e  i l le g a l  
s a le  o f  a m p h e t a m i n e  d r u g s ,  p l e a d e d  
g u i l t y  a n d  h a v e  b e e n  s e n te n c e d  f o r  th e  
t h i r d  t im e  f o r  t h e i r  s p u r io u s  a c t iv i t i e s .

J u d g e  L . R i c h a r d s o n  P r e y e r  o f  th e  
U n i t e d  S t a t e s  D i s t r i c t  C o u r t  in  G r e e n s 
b o r o ,  N o r t h  C a r o l in a  s e n te n c e d  R o b e r t  
L e e  C lu r e  t o  o n e  y e a r  im p r i s o n m e n t  to  
b e g in  u p o n  t h e  c o m p le t io n  o f  t h e  t h r e e  
y e a r  s e n te n c e  h e  is  n o w  s e r v in g  f o r  a  
p r e v io u s  c o n v ic t io n .  H i s  w ife , M i ld r e d ,  
w a s  s e n te n c e d  to  o n e  y e a r ,  w h ic h  w a s  
s u s p e n d e d ,  f in e d  $ 1 ,0 0 0  a n d  p la c e d  o n  
p r o b a t i o n  f o r  f iv e  y e a r s .

T h e  C lu r e s  h a v e  b e e n  p r o s e c u t e d  in  
t h r e e  f e d e r a l  c o u r t s  f o r  t h e i r  p a r t i c i p a 
t io n  in  a  r i n g  e n g a g e d  in  t h e  i l le g a l  
a m p h e t a m in e  d r u g  t r a f f ic  in  t h e  s o u t h 
e a s t e r n  s t a t e s .  C a p s u le s  o f  t h e  d r u g ,  
c a l le d  “ b e n n i e s ” o r  “ c o - p i lo t s ”  b y  t r u c k  
d r iv e r s ,  h a v e  t h e  e f f e c t  o f  k e e p in g  th e  
u s e r  a w a k e  b e y o n d  h is  p h y s ic a l  a n d  
m e n ta l  e n d u ra n c e . A m p h e ta m in e  d ru g s  
m a y  b e  so ld  le g a lly  by  p re s c r ip t io n  on ly . 
T h e  C lu re s  w e r e  p e d d l in g  l a r g e  q u a n 
t i t i e s  o f  t h e  d r u g s  t o  t r u c k  s to p s  a n d  
f i l l in g  s t a t i o n s  w d rere  i t  w a s  b e in g  r e 
s o ld  to  t r u c k  d r iv e r s .

T h e  C lu r e s  h a v e  b e e n  f in e d  a  t o ta l  
o f  $ 2 1 ,0 0 0  in  t h e  t h r e e  c a s e s  a g a i n s t  
th e m . R o b e r t  L e e  C lu re  h a s  b e e n  s e n 
te n c e d  to  a  t o t a l  o f  f o u r  y e a r s  in  j a i l  
w i th  p r o b a t i o n  a n d  M i ld r e d  C lu r e  h a s  
b e e n  p la c e d  o n  p r o b a t i o n .

FOOD DRUG CO SM ETIC  LA W  JO U R N A L — A P R IL , 1962



CCH TRADE REGULATION REPORTS
Full Explanations . . . Weekly Reporting

W ith  trade, an titru s t and price laws ho tter than  ever, w ith the Justice 
D ep artm ent un the prow l for an titru s t violators, with the F T C  reorganized 
and its rules revam ped to speed enforcem ent and casew ork and using its “m ass 
production" mail technique in a vigorous investigation  of food, drug and 
cosm etic advertising , plus the raft of proposed legislative changes, tune's the 
time to get set with full reporting protection.

R eflecting all new policy changes and enforcem ent trends and clearly 
explaining federal and sta te  rules as they stand now, th is R eporter offers 
im m ediate and con tinuing in form ation for those who need everv th ing  on 
a n titru s t and trade regulation  law'— plus easv-to -understand guidance and 
explanation.

Here’s W h y  TR A D E  R E G U L A T IO N  R E P O R T S Should Be in Your Office:
* Each Week— 52 or more times a
year— an  issu e  o f  T R A D E  R E G U L A T I O N  
R E P O R T S  r u s h e s  to  s u b s c r ib e r s  fu l l  d e 
ta i l s  a n d  e x p l a n a t io n s  o f  a ll  n e w  c h a n g e s  
c o n c e r n in g  n e w  la w s  a n d  a m e n d m e n t s ,  r e g 
u la t io n s ,  c o u r t  a n d  a d m in i s t r a t i v e  d e c is io n s  
r e l a t i n g  t o  f e d e r a l  a n d  s t a t e  “ a n t i t r u s t ” 
r e g u l a t io n ,  “ p r i c e ”  r u le s ,  “ f a i r  t r a d e ” a n d  
“ u n f a i r  p r a c t i c e s . ”  A lw a y s ,  t h e  “ R e p o r t s ” 
s p e a k  w i th  a u th o r i t y ,  s p e a k  p la in ly  f o r  
c o m p le te  u n d e r s ta n d i n g .

* Every week a separate “ Summary”
q u ic k ly  h i g h l i g h t s  i m p o r t a n t  n e w  a n t i t r u s t  
a n d  t r a d e  r e g u l a t i o n  d e v e lo p m e n t s  to  k e e p  
y o u  o n  to p  o f  e v e r y th in g ,  n o  m a t t e r  h o w  
b u s y  y o u  a re .

* Bound Volumes of TRADE CASES,
r e p r o d u c in g  f o r  p e r m a n e n t  r e f e r e n c e  d e c i 
s io n s  o r i g in a l l y  i s s u e d  in  w e e k ly  " R e p o r t s ” 
g o  o u t  to  s u b s c r ib e r s  p e r io d i c a l l y  a s  p u b 
l is h e d ,  w i th o u t  e x t r a  c h a r g e .

* FIVE B ig  “ Background”  Volumes,
i n c lu d e d  w i th o u t  e x t r a  c h a r g e ,  b r i n g  t o 
g e th e r  a n d  e x p la in  f e d e r a l  a n d  s t a t e  a n t i 
t r u s t  a n d  t r a d e  r e g u l a t io n  r u le s  in  fo r c e  
to d a y .
R e a d y  n o w , th e s e  f u l l - s c a le  V o lu m e s  a n a 
ly z e  e v e r y th in g  p e r t i n e n t  to  g o v e r n m e n ta l  
r e g u l a t io n  o f  b u s in e s s  p r a c t i c e s .  E x p l a n a 
t io n s  w e a v e  t o g e th e r  th e  s t a t u t o r y  ru le s ,  
d e c is io n s  a n d  F T C  r u l in g s  to  s h o w  w h a t  
th e  la w  m e a n s ,  h o w  it a p p l ie s .  A  s p e c ia l  
“ A n t i t r u s t  G u id e ” h e lp f u l ly  e x p lo r e s  th e  
v a r io u s  s t a t u t o r y  p r o h ib i t io n s ,  r e s t r i c t io n s  
a n d  r e q u i r e m e n t s  a n d  t ie s  t h e m  t o  b u s in e s s  
a c t iv i tie s .
O t h e r  s p e c ia l  f e a tu r e s  o f f e r  s p e c ia l  h e lp  
o n  o t h e r  p r o b le m s ,  s u c h  a s  “ c u s to m e r  r e 
l a t io n s ,” “ p r ic e  f ix in g ,” “ c o r p o r a t e  a c q u i s i 
t i o n s ,” a n d  t h e  lik e . H o w  th e s e  r u le s  a f fe c t  
r e l a t i o n s  w i th  c o m p e t i to r s ,  c u s to m e r s ,  s u p 
p l i e r -  a n d  th e  p u b l ic ,  a s  w e ll  a s  i n te r n a l  
b u s in e s s  p o l ic ie s  a n d  o p e r a t i o n s  is  fu l ly  
e x p la in e d .

Write for Complete Details Now!

Fill in and mail the handy tear-off R equest Card today! You'll be sent 
com plete details on C C H ’s T R A D E  R E G U L A T IO N  R E P O R T S — w ithout 
obligation, of course.

Com m erce , Clearing» Ho u se , IncW W W W W W W W W W W W W W W W w V  - -V ...... Tv.V N V v \ A \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ ^

P U B L I S H E R S ° /
WNWWWWWWWWWW wwwwwvN

T O P I C A L  L A W  R E P O R T S

C h i c a g o  4 6
4 0 2 5  W . P e t e r s o n  A v e .

N e w  Y o r k  1 7 
4 2 0  L e x i n g t o n  A v e .

W a s h i n g t o n  4 
4 2 5  1 3 t h  S t r e e t , N. W.



A C O M M E R C E  C L E A R I N G  H O U S E  P U B L I C A T I O N
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