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REPORTS
TO THE R EA D ER

The FD A  Self-Certification Pro
gram.—T his article, w hich begins on 
page 236, was presented  by H. A. Gollc 
a t the 1968 annual m eeting of Food 
In d u stry  R epresentatives at the U n i
versity  of W isconsin on A pril 10, 1968. 
T he au thor, w ho is D irector, C orpo
rate Q uality  A ssurance, G eneral Foods 
C orporation , discusses the p rogress of 
the self-certification ag reem ent worked 
out between th a t com pany and the 
FD A  in 1967. H e concludes tha t some 
form  of industry-governm ent coopera
tion is not only appropriate  but desir
able at this time.

Prescription-Drug Advertising — 
Blight or Light?— Basic to the recent 
government-industry confron tation  over 
the F D A ’s proposed revised regulations 
concerning p rescrip tion -d rug  advertis
ing is a difference in a ttitudes tow ard 
the role of advertising. T his difference 
is the subject of the article by Irving 
H. Juroiv, which begins on page 242. 
T he au thor, w ho is Vice P residen t and 
G eneral Counsel of the S chering C or
poration , concludes tha t the criticism  
of p rescrip tion -d rug  advertising  is but 
a part of the a ttack  on advertising  in 
general, and tha t it is im portan t for 
the industry  to revive its image. T he 
article was presented  as a speech at 
the Pharm aceutical A dvertising  Club 
in N ew  Y ork  City.

Food and Drug Legislation in Cen
tral America and Panama.—Andrzej E. 
Olssyna-Marsys, a m em ber of the In s ti
tu te of N u trition  of C entral Am erica 
and Panam a, in G uatem ala, discusses 
in an article w hich begins on page 253, 
the u rgen t need for uniform  sanitary  
food standards th ro ug ho u t the coun
tries of the C entral A m erican Isthm us.

U ntil recently, m uch of the food and 
drug  legislation has been based on 
an tiquated  Sanitary  Codes. H ow ever, 
steps are now being taken to organize 
program s of in tegra ted  food and drug  
contro l designed specifically for the 
needs of the Isthm us countries.

A Reasoned Approach to Regulation 
Based on Toxicologic Considerations.
— In an article which begins on page 
260, John P. Fraiolcy, Ph.D ., presents 
a plea for a m ore rational scientific 
approach to the “procedural and in te r
pretive regula tions” guiding those en
gaged in environmental health research, 
and. specifically, those who are  re 
sponsible for determ ining the degree 
of toxicity  in food packaging m aterials. 
T he au thor, who is Chief T oxicologist 
of H ercules, Incorpora ted , W ilm ing
ton, Delaware, originally presented this 
article as a speech before the N ational 
C onference for Ind irect Food A ddi
tives held in W ash ington , D. C., F eb 
ruary  13, 1968.

Fifth Session of the Joint FAO / 
WHO Codex Alimentarius Commis
sion.—Franklin M. Depew, President of 
the Food and D rug  Law  Institu te , 
Inc., reports on the fifth session of 
the Codex A lim entarius Com m ission 
held at the Rom e, Italy , H eadqu arters  
of the Food and A griculture O rgan iza
tion, F eb ruary  20 to M arch 1, 1968. 
Included is a discussion of the reports 
m ade by the different Codex C om m it
tees on the progress of various food 
standards. T he ou tstan ding  feature of 
this session. Mr. Depew believes, was 
the spirit of cooperation tha t existed 
betw een the delegates and th a t p re 
vailed over “nationalistic or narrow 
m inded in te rests .” T he rep o rt begins 
on page 271.
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Rod Drug-Cosmetic Law
-------------------------- ---------------------------------------------------------------

The FDA Self-Certification 
Program

By H. A. GOLLE
This Paper W as Presented at the 1968 Annual Meeting of Food Industry 
Representatives at the University of Wisconsin on April 10, 1968. Mr. 
Golle Is Director, Corporate Quality Assurance, General Foods Corporation.

TOO L IT T L E  K N O W L E D G E  often leads to m isunderstanding , 
so I would like to  begin w ith  a brief, chronological sum m ary of 
events leading up to the self-certification pilo t study  we are cu rren tly  

conducting  in conjunction w ith  the Food and D rug  A dm inistra tion  
(F D A ) at our p lant in D over. D elaw are.

T he first serious suggestion  th a t indu stry  be encouraged tow ard  
self-regulation  w as contained in a series of recom m endations sub
m itted  by the C itizens A dvisory Com m ittee to the S ecretary  of Health, 
E ducation  and W elfare  in 1962. T h a t sam e year, at a conference of 
F D A  and Food & D rug  Law  In s titu te  represen ta tives, C. W . Cook, 
then  president of G eneral Foods, pointed ou t the grow ing  need for 
m utual respect betw een FD A  and the food industry . “W e respect the 
governm ent's  function of estab lish ing  rules of fair play.” he said, “ and 
in tu rn  we seek respect for our own sense of responsib ility .”

In  1964. these and other argum en ts  for be tte r governm ent-indus
try  cooperation w ere discussed and endorsed du ring  a national con
ference on Salm onellosis conducted by Dr. Jam es L. G oddard at the 
C om m unicable D isease C enter in A tlan ta. T here was general ag ree
m ent th a t trad itional law enforcem ent no longer was the sole answ er.

In the  sp ring  of 1966. Dr. Goddard discussed his concern w ith the 
National Advisory Council to FDA, a continuing group of 18 representa
tives of education, science, labor and industry . T here was general
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agreem ent am ong the group th a t the increased com plexity  of food 
processing and d istribu tion , coupled w ith  the  lim ited resources of 
FD A  itself, called for approaches not foreseen by the  w rite rs  of the 
Food and D rug  A ct of 1938. Air. Cook, now G eneral Food's chair
m an and the food in d u s try ’s only represen ta tive  on the Council, volun
teered  to  cooperate w ith F D A  in seeking new relationsh ips and 
solutions. T h is helped to  s ta r t an inform al dialogue betw een F D A  
and the industry , w hich becam e a form al dialogue beween F D A  and 
G eneral Foods on M ay 3, 1967.

On th a t m orning, ju s t about a year ago, tw o represen ta tives from 
the FD A  in W ash in g to n  m et w ith  seven G eneral Foods rep resen ta
tives in one of the conference room s at our corporate headquarters in 
W h ite  P lains. N. Y. T his first m eeting, w hich was m ainly a session 
of p rob ing  and exchanging views, lasted tw o days and included a 
general to u r of ou r T echnical C en ter in T a rry  tow n. N. Y. and of our 
processing p lant in Dover.

S ubsequent m eetings w ere held on Alay 25. Ju ly  11. and A ugust 
8, and included p re tty  much the sam e personnel. D etails w ere slowly 
w orked out, and d rafts  of a self-certification agreem ent for the pilot 
stu dy  w ere exchanged and discussed. T he  final, approved docum ent, 
effective S eptem ber 1, 1967. w as signed on A ugust 10 by D r. Jam es
L. G oddard for the Food and D ru g  A dm inistra tion  and by C hairm an
C. W . Cook for G eneral Foods.

The Dover Agreement
T his docum ent, w hich we now refer to  as T he D over A gree

m ent. contains the follow ing elem ents :
(1) I t is concerned w ith  product safe ty  only, r  ot w ith  product 

elegance, th a t is, those factors related  to consum er satisfaction , 
such as tex tu re , taste  and p e rfo rm an ce ;

(2) I t  is effective for one y e a r ;
(3) I t  covers only tw o products m anufactured  at only one 

p lant, J e ll-0  G elatin D essert and Jell-O  Golden E gg  C ustard  Mix. 
T hese tw o p roducts w ere selected because m icrobiologically they  
represen t bo th  critical and non-critical food ty p e s :

(4) I t  spells ou t agreed-upon specifications, con trol proce
dures and reporting ' m ethods for the tw o p ro d u c ts ;

(5) It sets standards against which these controls are m easured;
(6) I t  estab lishes the procedure to  be followed should these 

stan dards not be m e t ;
(7) I t  s ta tes  the types of data to  be m ade available to  F D A , 

including a list of ingred ien ts and additives in the tw o products,
p a g e  237T H E  FD A S E L F -C E R T IF IC A T IO N  PROGRAM



bu t not form ulas. A t no tim e did FD A  request form ulas, because 
we bo th  agreed th a t they  w ere not essential to this type of p rog ram ;

(8) I t  describes specific quality  control in form ation on the 
tw o products which G eneral Foods will subm it in m onthly  re 
po rts  to  the B altim ore office of the F D A ;

(9) I t  s ta tes th a t G eneral Foods will provide m onthly  sum 
m ary reports  on consum er com plain ts it receives on the tw o 
products re lated  to  health , foreign m atte r and w e ig h ts ;

(10) I t  s ta tes th a t, in re tu rn , the F D A  will furn ish  G eneral 
Foods w ith  copies of all F D A  inspections of facilities involving 
the  tw o products, plus copies of any consum er com plain ts re 
ceived by F D A  concern ing the tw o products.
Since T he  D over A greem ent w en t into effect last Septem ber 1, 

five m eetings have been held e ither a t F D A  offices in B altim ore 
and  W ash in g to n  or a t G eneral Foods facilities in D over and T arry - 
tow n. Because of the  need for m axim um  exposure, a considerable 
num ber of rep resen ta tives from  both sides are a tten d in g  these cu rren t 
m eetings, whose purpose is to  discuss progress at D over and to  rew ork 
specifications for the tw o products in an a ttem p t to elim inate excess 
paper w ork, m anhours and costs. O ur principal goal is to arrive at 
the  m inim um  num ber of control points bo th  parties feel will give 
assurance th a t the  products are m eeting  agreed-upon stan dards for 
consum er safety. B oth of us recognize th a t the initial plan m ay be 
too com plex and m ay contain m ore controls than are actually  neces
sary. T his, of course, is com m on to m ost pilot studies.

Because we are a ttem p tin g  to estab lish  bo th  general guidelines 
and specific rules, F D A  inspectors are spending m uch m ore tim e 
a t our D over p lan t th an  is norm al— a to tal of over 20 m an days 
since last Septem ber 1st. T hey  are also picking up and sam pling 
la rger quan tities of finished product from  our d istribu tion  centers, 
a practice we have no t objected to because we are ju s t as anxious 
as F D A  to  th orou gh ly  check the efficacy of th is new system . T heir 
detailed reports, and ours, form the basis for m uch of our monthly- 
m eeting  discussion.

T he D over A greem ent is now ju s t past the half-w ay m ark. I 
cannot actually  say th a t it is e ither ahead of schedule or behind 
schedule. W e are d iscovering issues neither of us anticipated . T here  
has been a certa in  am ount of m utual education and re th ink ing  of the 
orig inal concept. W e have had to  develop tru s t and understanding , 
plus problem -solving approaches acceptable to  both sides. All of th is 
takes tim e, because none of it com es easily to  partn ers w ho classically
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have had  an adversary  relationsh ip . H ow ever, I w ould like to  m ake 
som e observations.

I th ink  bo th  of us have been a little  su rprised  and gratified by 
the depth of desire on bo th  sides to  replace the trad itio nal “w atch 
dog” concept. A lthough  we don 't sit around and sing  old college 
songs w hen we get to ge ther each m onth, we have reached a healthy  
tru s t level based on m utual respect for bo th  the m otives and the 
professional com petence of the o ther side.

I th ink  F D A  is now p re tty  th orou gh ly  convinced th a t G eneral 
Foods and m ost com panies in our indu stry  alw ays have taken seriously 
th e ir responsibilities to  the public, and w ith ou t undue prodding. 
T he agency has. in the  past, s ta ted  th a t it has no choice b u t to  p ro tect 
the consum er, bu t th a t  industry , in theory  if no t in practice, does 
have a ch o ice : it can be responsible or irresponsible. O ut of our 
con tinu ing  dialogue seem s to  come acceptance th a t w here the  p u rity  
of food is concerned, no one really has a choice. Public safety is a 
com m itm ent w hich m ust be understood equally by bo th  parties and 
practiced equally by bo th  parties.

A Small Beginning
T he pilot study a t D over, of course, is a sm all beginning. I t  

contains som e risk, bu t it holds m uch prom ise. A nd it is neither 
m ysterious nor un ique nor revolutionary . T he airlines have m ain
tained  a rem arkable record of public safe ty  th ro ug h  a kind of self- 
certification program  developed cooperatively by the in du stry  and 
the F ederal A viation A dm inistra tion . T his program  involves the  
daily m aintenance of com m ercial aircraft, and a second one is now 
being developed for pilots. T he purpose of bo th  is to replace govern
m ent regula tion  and  surveillance w ith  in du stry  self-responsib ility .

A t D over, we are try in g  to  do p re tty  m uch the sam e th ing . W e 
are try in g  to  reach honest ag reem ent on w h at constitu tes adequate, 
realistic p ro tection  for th e  consum er. W e are try in g  to  reach agree
m ent on w h at con tro ls are necessary  to  assure th is protection . A nd 
we are try in g  to  set up w orkable procedures on w hat steps to take 
w hen som eth ing  goes w rong.

In  the  past, our ideas on consum er p ro tection  and F D A ’s ideas 
have no t necessarily  been the same. T o correct th is, we are now 
a ttem p tin g  to  com bine th e  best of bo th  approaches, w ith the m ajo r 
responsib ility  for th is p ro tection  placed no t in the  hands of F D A  
b u t in the  hands of in du stry—w here it belongs.

G eneral Foods agreed to  w ork w ith  the F D A  in th is experim ent 
because we believe th a t any leg itim ate and constructive  m eans of
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p ro tec tin g  the consum er has to be in the best in terest of G eneral 
Foods and the  industry , for our entire franchise is bu ilt on public 
tru st. A nd we believe there has to be a b e tte r w ay than  s tron ger 
leg islation  and m ore public seizures, followed by the inevitable “ tria l 
by new spaper.” W e have yet to w in one of those.

T his, basically, is the option. U nless we w an t m ore regulation , 
we m ust assum e m ore responsibility . A nd th is requires closer co
operation w ith  governm ent and the  estab lishm ent of the kind of 
m eaningful dialogue th a t can lead to  g rea te r un derstan d in g  and 
m ore respect and trust.

W e have a good dialogue going a t D over. Both sides have a 
b e tte r  un derstan d in g  of each o th e r’s problem s and of each o th e r’s 
leg itim ate in terests  and responsibilities. I t  is tru ly  su rp ris in g  how  
little  we knew  abou t each other.

L et me reassure  everyone th a t we have not given aw ay the keys 
to  the vault. W e have released to  the FD A  only as m uch in form ation 
as we feel they  leg itim ately  need to m ake the cu rren t pilo t study  
work. And th is in form ation pertains only to  product safety. W e have 
shared no th ing  th a t has any th ing  to do w ith  product elegance. Should 
the experim ent prove no t to  be the best approach, neither G eneral 
Foods nor the indu stry  as a whole will be any m ore vulnerable than 
they  w ere before it began.

W e do no t th ink  it is go ing to  fail. Even at th is half-w ay point, 
w ith several problem s still unsolved, we are sufficiently encouraged 
to  be developing plans for self-certification coverage of all 23 product 
lines, rep resen ting  som e 375 product codes, a t our D over plant.

W e have been asked m any tim es by m any people “W h a t’s in it 
for General F oo ds; how  will self-certification benefit the in d u stry ?” 
Q uite  frankly , th us far we have been unable to  answ er th a t question 
to  our to ta l satisfaction . I t  is too soon to tell.

W e feel, however, th a t certain  incentives are going to have to 
be identified before the indu stry  as a whole will vo lun tarily  and 
readily partic ipate  in th is type of self-certification program . As one 
exam ple, ii has been suggested , and FD A  has expressed a w illingness 
to  consider, the estab lishm ent of some form of product seal, a kind 
of self-certification stam p th a t would be im prin ted  on every package 
of a product m anufactured  under a self-certification agreem ent. Such 
a plan, of course, would have to be adm inistered  w ith g rea t care 
to  assure proper use and to avoid m isuse. T he idea has not been 
refined, nor explored in depth, bu t FD A  has show n a w illingness to 
consider proposals along these lines. W e as a com pany have not given 
too m uch th o u g h t yet as to  m arketing  value of such a designation.
p a g e  240 FOOD DRUG COSM ETIC LAW  JO U R N A L — MAY. 1968



Self-certification also m ight provide a vehicle for m odifying 
F D A ’s approach to  th e  recall of products. A n y th in g  th a t p ro tects 
us against the loss of public confidence th a t adverse publicity  can 
cause has go t to  be a “p lus.”

In  fact, any im provem ent in relationsh ips betw een governm ent 
and indu stry  is a goal w orth  pursu ing , on the possibility  th a t it could 
lead to  benefits for bo th  in du stry  and the  public. As I s ta ted  earlier, 
the dialogue which has been carried  on betw een G eneral Foods and 
FD A  over the past year has m arkedly  increased our un derstan d in g  
of each o ther's  approach to  food safety, including m ethodology, w hich 
in tu rn  has helped replace w astefu l friction w ith  a far m ore effective, 
efficient w ork ing  relationship .

L et me stress one po in t in particu lar. Self-certification w ould 
represen t a whole new w ay of life for our industry . I t  could require 
considerable education and re-o rien ta tion  of th in k in g  and a ttitu d es  
about food safety and  the responsib ility  for safety. I t  is also qu ite  
possible th a t quality  assurance personnel would have to be tra ined  
in the science of “self-inspection.”

W e discovered early in our pilo t stu dy  th a t to m ake the  concept 
w ork you m ust believe in it. If you lack th is  conviction, all you are 
doing is add ing one m ore fru stra tion , one m ore area of po ten tial 
conflict w ith  the governm ent. In  fact, ra th e r than  estab lish ing  a new . 
m eaningful dialogue, you will sim ply be con tinu ing  an old argum ent.

O urs has been a regula ted  in du stry  since M assachusetts passed 
the  first food law  in 1784, and periodic legislation generally  has fol
lowed changes in the indu stry  itself, w hich in tu rn  m ust follow the 
needs and desires of the consum er.

T he trend  to  convenience foods, for exam ple, has created  a whole 
new set of problem s for our industry . So has m ass processing and 
m ass d istribu tion  and increases in population density . Each has 
generated  the need for g rea te r  care, and each has stim ulated  in terest 
am ong the “w atchdogs.”

Do we let these new problem s create a new vacuum  to be filled 
by m ore governm ent legislation and contro ls? O r do we assum e 
the responsib ility  ourselves and m inim ize the need for regulation  and 
reduce the  need for inspection surveillance?

W h eth e r you call it self-certification or self-responsib ility , som e 
form  of in dustry -governm en t cooperative effort seem s app ropria te  
at th is  tim e, if for no o ther purpose than  to define w hat form and 
shape th a t cooperation should take. I t  is certa in ly  w orth  exploring.

A nd th is is precisely w hat we are doing th ro ug h  T he D over 
A greem ent. W e are exploring. [The End]
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Prescription-Drug Advertising— 
Blight or Light?

By IRVING H. JUROW
Mr. Jurow, Who Is Vice President and General Counsel 
of the Schering Corporation, Bloomfield, New Jersey,
Presented the Following on October 19, 1967, at the 
Pharmaceutical Advertising Club, New York, N. Y.

T H IS  IS A P R O G R E S S  R E P O R T  on the s ta te  of the adv ertis in g  
dialogue or, if you prefer, the  advertising  dilem m a in the  p re

scrip tion -d rug  industry . D esp ite  increasing  frustra tion s, I rem ain  an 
optim ist. C onsequently , I believe th a t if we persevere in the  dialogue, 
we will even tually  em erge from  the darkness.

A b it of h isto ry  is needed to  provide a fram e of reference and a 
p roper perspective.

Y ou need hard ly  be rem inded of the  gloom y days of the K efauver 
investigation , w hen the  advertising  practices of the p rescrip tion-drug  
in du stry— as well as its agencies— were the  sub ject of sharp  and 
relentless criticism . M otives and in teg rity  w ere im pugned. T he 
parade of exam ples— to rn  ou t of con tex t, m inim al in num ber and 
h igh ly  selective to prove negative preconceptions— were exaggerated  
in to a broad  and universal condem nation of the in d u stry ’s en tire  
prom otional effort. T he resu lt, as you know , was the 1962 am endm ent 
w hich added Section 502 (n) to  the  Food, Drug and Cosmetic Act.

Y ou are all fam iliar w ith  the  S partan-like provisions of th a t 
se c tio n ; they  require the  estab lished nam e, the  qu an tita tive  form ula, 
and  “such o ther in form ation in brief sum m ary re la ting  to  side effects, 
con tra ind ications, and effectiveness” as shall be required  by regu la
tions of the A dm inistra tion .

Im p lem enting  the au th o rity  g ran ted  by the s ta tu te , regulations 
w ere proposed by th e  Food and D ru g  A dm inistra tion  (F D A ) in 
F eb ru a ry  of 1963, w ere m ade final in Jun e  of th a t year, w ere noticed 
for form al hearings on ob jections of the  in du stry  (which were even
tu a lly  disposed of th ro ug h  an exchange of clarify ing  correspondence
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betw een the F D A  and the P harm aceutical M anufactu rers A ssocia
tion [P M A ]), and w ere m ade effective as of J an nary, 1964.

Y ou are equally fam iliar w ith  these earlier regulations still in 
effect. Section 1.105 (21 C F R  § 1.105) tracks the  language of the 
s ta tu te  in requ iring  the  inclusion of a  “brief sum m ary re la ting  to  
side effects, con traind ications, and effectiveness” (§ 1.105(e)) in any 
p rescrip tion-drug  advertisem ent which provides in form ation regard 
ing indications or dosage recom m endations. I t  calls for a “fair bal
ance" in p resen ting  the in form ation on effectiveness and th a t on side 
effects and con traind ications. M oreover, the  la tte r  inform ation m ust 
appear “ in reasonably close association” w ith  the form er, and have 
“the sam e relative degree of p rom inence” (§ 1.105( i ) ).

“ Brief sum m ary ," “fair balance," “relative degree of prom inence." 
"reasonably  close association”— th ou gh  these are “w ords of ord inary  
E ng lish ,” they  nevertheless reflect im precise, and therefore flexible, 
criteria, since they define by objective not measurable by a slide rule. 
I t  w as not surprising , therefore, to  find th a t they  produced subjective 
rea c tio n s ; th a t reasonable men honestly  differed as to  the application  
of these c rite ria  to  any  particu lar piece of prom otional m aterial.

T he optim ism  th a t w as reflected in the exchange of in terp re tive  
correspondence in the Fall of 1963 was, how ever, short-lived. T h e  
change in adm in istra tion  which followed sho rtly  th e reafte r was no t 
only a change in personalities; it was a change in philosophy, in 
a ttitu des, in concepts. T he w ords of the  regulation , accordingly, took 
on a new and decidedly different m eaning.

As a consequence, the next tw o and a half years w itnessed a 
continuous exchange of m utual, sharp  criticism . Broad a ttacks by 
the A dm inistra tion  on the advertising  and prom otional practices of 
the  industry , public criticism  of the  journal ads of com panies of high 
repute, governm ent press releases in significant num ber, a spate of 
seizures, a crop of crim inal indictm ents, produced agonizing cries 
from  in du stry  for ra tio nality  and for definition of the ground rules.

T he dim ensions of th e  confron tation  m ay be m easured by the 
fact th a t the  F D A  considered it of sufficient im portance to ju stify  
the publication  of a 67-page docum ent en titled  “Com pendium  of M edi
cal A dvertising ."

T he go vernm en t’s response to  in du stry 's  com plain ts has come 
in the proposed revised regu lations published in the Federal Register 
in M ay of th is year (32 F. R. 7533, M ay 23, 1967). O bjections have 
been filed and we now aw ait the  final regulation.
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T h a t the A dm in istra tion  considers th a t it is indeed responding  
to  the in d u s try ’s “req u est” for “clarification” of the earlier regu lation  
is evident from  the  very first pream ble to  the new proposals. If, how 
ever, the A dm in istra tion  believes th a t w hat follows in the dozen 
colum ns of single-spaced, 8-point type set out in the Federal Register 
is “clarification ,” the volum e of critical com m ent th a t has been filed 
should disabuse it of th a t belief. If the in du stry  did, indeed, ask for 
clarity , it m ay very  well reap a w hirlw ind of confusion and a paralysis 
of its prom otional effort.

Difference in Attitudes
Basic to  the  governm ent-industry  confron tation  is the obvious 

difference in a ttitu d es  tow ard  the role of advertising . T he F D A  has 
failed e ither to  recognize or to fully accept the function of advertising  
in prom oting  prescrip tion  d ru g s : it is prom otion addressed no t only 
to  an exceptionally  learned audience, bu t one w hich has readily  avail
able the to ta lity  of the  approved in form ation in the product brochure 
au thorized  by the FD A .

The proposed regulation appears to be based on the  prem ise th a t 
each and every piece of advertising  m ust be prepared and dissem inated 
on the  assum ption th a t it is the  only inform ation which the p rescrib 
ing  physician has. or will use. to  evaluate the drug. A dvertising , how 
ever. does not function in a vacuum, nor does it function as a reference 
m onograph . I t  is b u t one com ponent of an inform ational m ix w hich 
includes m any other and m ore detailed data  from  m any sources. 
A p art from  the fact th a t the F D A ’s assum ption depreciates the 
usefulness and function of all the “ labeling” available, and particu 
larly  the au tho rita tive  package insert, it does a grave in justice to the 
m edical profession. I refuse to believe th a t the m edical profession is 
so irresponsible as to  fail to  investigate  thorough ly  the full recital 
of facts set out in the product inform ation insert, or th a t physicians 
fail to obtain “full d isclosure” from the o ther com petent and au th o ri
ta tive  sources available to them  for th a t purpose, and that they pre
scribe, instead, re ly ing  upon the abbrev iated  inform ation in prom o
tional advertising .

I t  m ay well be th a t in the  critical p rescrip tion-drug  industry  
adv ertis in g  should be created w ith g rea te r care, w ith  sharper a tten tion  
to  nuances and sem antics, and w ith  the sam e superior quality-contro l 
that characterizes our products, as distinguished, perhaps, from  ord i
n ary  consum er products and consum er advertising . B u t th a t is a 
question  of degree. I t  does not m ean, nor does it follow, th a t the
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m ission of p rescrip tion -d rug  advertising  is any m ore expansive than  
advertising  in general.

I ts  role, its purpose, is to  stim u late  in terest in the advertised  
product and to  call a tten tion  to  it. Once th a t in terest has been 
aroused and information as to the product’s availability broadcast, o ther 
m eans to  convey in detail the na tu re  and the uses of the product are 
no t only available, b u t should be used. T hese include m edical tex ts, 
medical m eetings, journal articles, detailm en, and above all. the “full 
d isclosure” of labeling.

I t  is true  th a t the cu rren t regulation , as well as the new proposal, 
provide for som e relief in “rem inder” advertising . As defined by the 
proposed regulation , however, this exemption is all but meaningless. 
R em inder advertising , in the pristine form  acceptable to the  A dm inis
tra tion , m ay do for the physician w ho is fully inform ed and needs 
only the stim ulus of the  nam e of the product. T o qualify for the 
exem ption, reads the proposal, the advertisem ent m ust “not recom 
mend or suggest by p rin tin g  or graphics any indication for use. d rug  
dosage, or claim for safety, effectiveness, or o ther quality  of the d ru g .” 
To the phj'sician who has yet to becom e acquain ted  w ith  the  product, 
or to have his m em ory joggled, so bare an advertisem ent conveys 
nothing. U nless, for exam ple, the a llerg ist is at least told or rem inded 
th a t the  product is an an tih istam ine available for his allergic patien ts, 
w hy should his in te rest be aroused? N evertheless, under the proposal, 
even so casual an observation is an “ ind ication” requiring  expansive 
inform ation in the advertisem ent.

In  enacting  Section 502(n ). Congress recognized w hat is com m on 
know ledge : th a t advertising  is inform ative, not instructive  ; th a t it is 
an a tten tio n -g e ttin g  m echanism , no t a s ta tem en t of directions for 
use. Since it au thorized  regulations requ iring  a true  s ta tem en t of 
inform ation re la ting  to side effects, con traindications, and effective
ness. bu t only “ in brief sum m ary ,” it did not au thorize regulations 
requiring  advertisem ents to  assum e the  role of a tex tbook on pharm a
cology. M oreover, it is obvious th a t Congress did no t in tend, and 
could no t have m eant, th a t “full disclosure." w hich is required  in 
“labeling ,” should also be the test, a lbeit to  a lim ited ex ten t, for 
p rescrip tion -d rug  advertising.

Recall w hat was said by C ongressm an H arris , co-sponsor of the 
1962 leg is la tio n :

A r e  w e  g o i n g  to  s a y  t h a t  w e  e x p e c t  th e  p h y s i c ia n s  . . .  to  p r a c t i c e  m e d ic in e  
b y  a n  a d v e r t i s e m e n t  c o n ta in e d  in  a  m a g a z in e  s o m e w h e r e ?  I f  t h a t  is  w h a t  y o u  
a r e  g o i n g  to  s a y , le t  m e  s h o w  y o u  h o w  d if f ic u lt  i t  w o u ld  b e  t o  in c lu d e  e v e r y t h i n g  
a b o u t  a  d r u g  in  a n  a d v e r t i s e m e n t  in  s o m e  m e d ic a l  j o u r n a l  s o m e w h e r e .
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W h e n  y o u  t r y  to  s a y  t h a t  e v e r y t h i n g  w i th  r e s p e c t  to  s id e  e f f e c ts ,  c o n t r a i n d i 
c a tio n s , a n d  e f fe c tiv e n e ss  ( i s )  to  b e  p u t  in to  a n  a d v e r t is e m e n t s o m e w h e re , I  c a n  say  
t o  y o u  i t  is  n o t  p o s s ib le  t o  d o  it .

I  t h in k  i t  is  a l m o s t  a n  i n s u l t  t o  t h e  m e d ic a l  p r o f e s s io n  to  g iv e  t h e  im p r e s s io n  
t h a t  th e y  p r a c t i c e  m e d ic in e  f r o m  a d v e r t i s e m e n t s  in  m e d ic a l  j o u r n a l s .1

If adv ertis in g  is to reflect something different from  “labeling," 
if “brief sum m ary” is to  have any m eaning sho rt of “full disclosure.” 
if prom otion is to serve its proper function, then  obviously prom o
tional m ateria l m ust contain a sub jective selection and om ission from  
the tex t of the  approved labeling, and it is in th is area of sub jective 
selection and om ission th a t our differences arise.

None of us wishes to compromise with the basic requirement that 
p rescrip tion -d rug  advertising  and prom otion be honest, tru th fu l and 
accurate. On the o ther hand, I see no inconsistency in achieving these 
ob jectives while still pe rm ittin g  advertising  to  perform  its real and 
p rim ary  function.

Less a  Science than an Art
A dvertising  is less a science th an  an art. By its n a tu re  it is 

open to  a varie ty  of in terp re ta tions. No s tan dard  can assure  th a t 
every individual will view  or in te rp re t an advertisem ent in the sam e 
way. I com m end to  you Justice  H olm es’ observation :

A  w o r d  is  n o t  a  c r y s ta l ,  t r a n s p a r e n t  a n d  u n c h a n g e d ,  i t  is  th e  s k in  o f  a  l iv in g  
t h o u g h t  a n d  m ay  v a r y  g r e a t l y  in  c o lo r  a n d  c o n t e n t  a c c o r d in g  t o  t h e  c i r c u m 
s ta n c e s  an d  th e  tim e  in  w h ic h  it  is  u se d .2

As I have indicated, adv ertis in g  and prom otional m aterial are 
in form ative, bu t no t in the sam e sense as “ labeling.” T o achieve its 
purpose, advertising  m ust do less. As a practical m atter, if the drug 
product is to  be used by the patien t, it m ust be prescribed. To get 
it prescribed, it m ust be b rou gh t to  the a tten tion  of the physician 
to encourage him  to investigate its uses and, if persuaded, to  em ploy 
it. T o require th a t advertising  give him the  com plete “full d isclosure” 
sto ry  is asking too  much of it.

In  its com m ents on the proposed regulations, the Pharm aceutical 
A dvertising  Club s a id :

G o o d  m e d ic a l  a d v e r t i s i n g  s e l l s  d r u g s  t h r o u g h  th e  f a c tu a l ,  a c c u r a te  a n d  t im e ly  
p r e s e n t a t i o n  o f  i n f o r m a t io n .  I t s  f u n c t i o n  is  t o  p r o m o te  th e  u s e  o f  a  d r u g  w i t h in  
i t s  t h e r a p e u t i c  p o t e n t i a l  f o r  th e  a l l e v i a t i o n  o f  i l ln e s s  a n d  to  d o  s o  in  a c c o r d  w i th  
g o o d  m e d ic a l  a n d  g o o d  b u s in e s s  p r a c t i c e s .  I n  t h i s  s e n s e  i t  is  i n f o r m a t iv e  a s  w e l l  
a s  f a c tu a l  a n d  a c c u r a te .  M e d ic a l  a d v e r t i s i n g  c a n n o t  c a r r y  th e  r e s p o n s ib i l i ty  o f  
b e in g ,  b y  i t s e l f ,  t h e  e d u c a t io n a l  v e h ic le  w h e r e b y  p h y s i c ia n s  l e a r n  o f  d r u g s .  I t  
m u s t  r e c o g n iz e ,  m u s t  b e  b a s e d  u p o n ,  a n d  s h o u ld  ( in  a  m e a s u r e )  c o n t r i b u t e  to  
th e  b a c k g r o u n d  o f  p h y s i c ia n s  w h ic h  t h e y  a c q u i r e d  a t  m e d ic a l  s c h o o ls  a n d  in  
h o s p i t a l s ,  t h r o u g h  r e s e a r c h  in  l a b o r a to r i e s  a n d  c l in ic s ,  a n d  th e  d i s s e m in a t io n  o f

1 108 C o n g . R e c . 19924 , S e p t .  27 , 1962. 2 H o l m e s ,  J . ,  Towne v. Eisner, 245
U . S . 418 , 425 (1 9 1 8 ) .
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r e s e a r c h  a n d  c l in ic a l  f in d in g s  b y  s c ie n t i f ic  a r t i c l e s  in  r e c o g n iz e d  m e d ic a l  p e r i o d 
ic a ls , b y  t h e  d i s s e m in a t io n  o f  th e s e  in  r e p r i n t  a n d  a b s t r a c t  f o r m , b y  s c ie n t if ic  
p a p e r s  d e l iv e r e d  a t  m e e t i n g s  a n d  s y m p o s ia ,  b y  s c ie n t i f i c  e x h ib i t s ,  a n d  m e d ic a l  
r e p o r t in g .

Ju s t as we dem and th a t our p rescrip tion  products be safe and 
effective, so should th e ir  adv ertis in g  be effective, as well as safe. 
Safety is achieved by honest, fair, nondeceptive. and nonm isleading 
adv ertis in g ; effectiveness is achieved by u tiliz ing  the techniques im 
plicit in good advertising  to  obtain reader a tten tion , reader in terest, 
reader investigation , and reader use of the advertised products. 
U nless advertising  is th u s  effective, as well as safe, it rep resen ts a 
w aste of money.

Indeed, there is danger in allow ing or encourag ing  physicians to  
believe th a t they  m ay rely upon advertisem ents for frill inform ation, 
and if th is be the  resu lt of the proposed regulation , we shall be doing 
the public and the m edical profession a grave injustice.

In  short, the proposed regulation  of the FD A  ignores the tra d i
tional and w ell-understood role of adv ertis in g  as d istingu ished  from 
a com pendium , or even package-insert labeling.

W h at is therefore  needed, it seem s to me, is a ra tional appraisal 
of the role and function of prescription-drug advertising , a m ore valid 
d istinction  betw een it and “ labeling ,” and the  adoption of guidelines 
specifically to  be applied to  each. B u t in so doing we m ust avoid 
overburden ing  the function of p rescrip tion -d rug  advertising , and in 
tu rn  depreciating  the function of labeling. ". . . we should n o t,” said 
C ongressm an H arris , “by legislation, require (advertising ) to  be 
som eth ing which it cannot be.”3

I can hard ly  do justice  to the wealth of critical comment that has 
been filed w ith  the  F D A  responsive to the published proposals. I 
should say to you, how ever, th a t a serious question has been raised 
as to  w hether or no t the  proposed regulation  is a rb itra ry , an unlaw ful 
extension of the s ta tu to ry  au tho rity , and so vague as to  pose serious 
constitu tional questions since crim inal sanctions m ay be the resu lt 
of violations. T his question  has presented  us w ith  a serious challenge 
to  defend advertising .

Definition of Advertising
One of the  ta rg e ts  of th is challenge is the proposal of the FD A  

to  define advertisem ents (§ 1.105(1) (1 )) . an effort which would ap
pear to  be responsive to  the suggestion  th a t there be a ra tional reap 
praisal of the roles and functions of, and the d istinction  betw een, 
p rescrip tion -d rug  advertising  and labeling.

3 108 C o n g . R ec . 19927, S ep t. 27, 1962.
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As is pointed out, how ever, in the detailed com m ents filed by 
the  PM A , the  proposed definition sub jects to the regulation  not only 
those advertisem ents published in “journals, m agazines, . . . period
icals, and new spapers,” bu t also those “broadcast through media such 
as radio, television, and telephone com m unications system s.”

T hat the inclusion of the  la tte r  m edia is beyond the au th o rity  
g ran ted  by the  C ongress follows clearly from  a read ing  of Section 
502(n) and its legislative h is to ry ; the  s ta tu te  applies, by its express 
term s, only to  “prin ted  m a tte r .” T he fu rther provisions of th a t Sec
tion  fortify  th is conclusion. T hey  provide, you will recall, th a t the 
established nam e m ust be “p rin ted ” in half-size type, and also th a t 
the  Section is not applicable to any “prin ted  m a tte r” determ ined to 
be labeling.

T hese clear references to “prin ted  m atte r"  preclude, in our view, 
em bracing in the  FD A  regulation  prescrip tion -d rug  advertisem ents 
dissem inated th ro ug h  the m edia of radio, television, or telephone. 
L est th is rouse public concern th a t such advertising  is, therefore, 
unregulated , it should be no ted  th a t the very Section re legates it to 
the  ju risd ic tion  of the Federal T rade Com m ission under the  F ederal 
T rade Com m ission Act.

M oreover, the  FD A  m ay also be able to  regula te  such advertise
m ents ind irectly  by requ iring  the labeling, over which, of course, it 
has exclusive ju r i s d ic t io n , to  contain adequate directions for use 
and app ropria te  in form ation w ith  respect to all advertised uses.

Expansive Definition of Labeling
A second ta rg e t of the  challenge is the expansive definition of 

labeling set out in the  proposed regulation  (§ 1.105(1) (2 )). In  addi
tion to the w ell-know n item s, such as “brochures, booklets, m ailing 
. . . [and] deta iling  pieces, file cards, bu lle tins,” and the like, the 
F D A  proposes now to include “sound record ings” and “sim ilar pieces 
of . . . audio . . . m a tte r .”

B u t the  exercise of the  au th o rity  under Section 502(n) to  d e te r
mine w h at is labeling, as d istinct from  advertising , m ust be consisten t 
w ith  the s ta tu to ry  definition of labeling  (§ 2 0 1 (m )) . Section 201(m ) 
of the Food, D ru g  and Cosm etic A ct defines “labeling” to m ean “all 
labels and o ther w ritten , p rin ted , or g raphic m a tte r” on the product or 
its con tainers or w rappers, or “accom panying” it. T he  term  “label” 
is defined (§ 201 ( k ) ) to  m ean a “display of w ritten , prin ted , or 
g raph ic m a tte r” on the  im m ediate con tainer of the product.

Both “ label” and “ labeling ,” you will observe, are defined in 
term s of “w ritten , p rin ted , or g raph ic m a tte r .” Since they hard ly  can
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be characterized  as “w ritten , prin ted , or graphic m atte r,” are “sound 
record ings” and “sim ilar . . . audio . . . m a tte r” p roperly  included in 
the definition and sub ject to F D A  regulation?

A second and  perhaps m ore critical question is posed by the fact 
th a t the proposed regulation  trea ts  th is long list of item s, including 
such th ings as “calendars, price lists, catalogs, house organs, letters, 
. . . films, film strips, lan tern  slides, . . . [and] exh ib its,” as labeling 
if they  “concern” a drug. N ote th a t the regulation  says “concern ,” 
not “accom pany.” I have already referred  to the s ta tu to ry  definition 
of “ labeling” and pointed ou t th a t it requires the m atte r to  “accom 
pany" the  product to  be deem ed “ labeling.” N o tw ith stand in g  court 
decisions th a t have expanded the  m eaning  of “accom panying” (Kor- 
del v. U. S.,4 5 U. S. v. Urbeteit,3 cf., Alberty Food Products v. U. S .6), the 
requirem ent has not yet been com pletely elim inated. I t  is true  th a t 
the decisions tend to  adopt a functional ra th er than  a physical test 
to determ ine w hether the test of “accom panying” is satisfied. B ut 
it certain ly  cannot be said th a t in all instances the item s referred to 
are “labeling .” since m any do no t o rd inarily  accom pany the drug, 
even in the functional sense. In  our view, therefore, the definition 
of “ labeling” in the proposed regulation  reaches too far and, in all 
likelihood, is an unauthorized  exercise of the delegated au tho rity .

Basic Requirement
T he proposed regulation  s ta rts  ou t w ith a basic requirem ent th a t 

p rescrip tion -d rug  advertisem ents include a “ true  s ta tem en t of in for
m ation in brief sum m ary re la ting  to  side effects, con traindications, 
and effectiveness.” An objective is th us estab lished consisten t w ith 
the  specific in ten t of the Congressional enactm ent. P roceeding from 
th a t point, the proposed regulation  defines four com ponents, any one 
of w hich causes the  advertisem ent to  fail to satisfy  th a t requ irem ent 
and objective, and the regulation  then proceeds to  set forth  some 
34 exam ples of practices w hich w ould cause the advertisem ent to 
violate the  law.

T he 4 and 34 “blackb irds” so elaborated  (§ 1.105(e) (4) (e) (5 )) 
are orien ted  tow ard  the entire  advertisem ent, not m erely tow ard  the 
“brief sum m ary .” M oreover, they  con stitu te  per sc v iolations, a reg u 
la to ry  procedure w hich can hard ly  be reconciled w ith the vagaries of 
advertising , w here, since circum stances and con tex t differ so widely, 
a rule of reason should be applied.

‘ 335 U . S . 345 (1 9 4 8 ) . 6 185 F . 2d  321 (C A 9 , 1 9 5 0 ).
5 335  U . S . 355 (1 9 4 8 ) .
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F or exam ple, the concept of "fair balance" reflected in the p ro 
posed regulation  rem inds me of the flight of a shuttlecock in badmin
ton— one for you and one for me. W h eth er, as is argued in one of 
the  com m ents filed, the  requirem ent th a t there  be “fair balance ' 
th ro u g h o u t the ‘‘advertisem ent as a w hole" (§ 1.105(e) (2) ( i ) ) goes 
beyond the s ta tu to ry  au th o rity  of Section 502(n), w hich m erely calls 
for the inclusion in advertisem ents of a "brief sum m ary ." need not 
detain us, for th a t is a com plex legal question. H ow ever, in the 
contex t of good advertising  and prom otion, and w ithou t in any w ay 
m inim izing the need to be honest, tru th fu l, and accurate, is it neces
sary  or rational, or realistic in practice, to  dem and the “sim ultaneous" 
or “ im m ediate con junction" in terw eav ing  of adverse inform ation w ith 
claims for safety or effectiveness (§ 1.105(e) (5) ( i i ). (xxv ii), (x x v iii))?

S im ilarly , is there any basis, e ither in the s ta tu to ry  au tho rity , or 
by se ttin g  up the stan dards of linear m easurem ents of advertisem ents 
as is proposed, to require, in addition to  the  "brief sum m ary" con
tem plated  by the C ongress, a “brief discussion sum m ary” (§ 1.105(e)
(5) (xxix) ( b ) ) com parable w ith the “ full disclosure" required  in 
“labeling” (§ 1.106(b) (3 )) ?

T o require not m erely the inclusion of adequate and accurate  
inform ation, bu t to  regula te  form at, style, design, and even the very 
position, of the tex t, is surely  at least arb itrary ; moreover, since vio
lation invites crim inal indictm ent, it m ay come dangerously close to 
“cruel and unusual punishm ent."

I m ust say in all candor th a t no copyw riter can feel safe in 
preparing prescription-drug advertising under these m inutiae of regu
latory  detail w ithou t hav ing  at his side, w eigh ing every word, graph , 
illustration , and perhaps punctuation  m ark, a law yer expert in regu la
to ry  pract;ce, and even he. I dare say. could not assure you th a t the 
end resu lt would be snow -w hite innocence.

If the ob jective were to  elim inate or sharply  decrease p rescrip 
tion -drug  advertising , one could hardly  im agine a m ore effective set 
of regula tions to th a t end. Surely the progress of m edicine will not 
be advanced by the government’s requiring copy to be revised solely 
to change the m an u fac tu re r’s reference to  “cuts [and] scrapes" to 
read “abrasions [and] lacerations," nor by debate as to  w hether a 
product should be labeled an “an tih is tam in ic /an tip y re tic” or an “an- 
tip y re tic /an tih is tam in ic .”

Shortly  before the publication of the proposed regulations, an 
official of the FDA, J. Hauser, stated the objectives of the Adm inistra
tion in these w o rd s :
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I t  is  th e  g o a l  o f  F D A  to  a s s u r e  t h a t  th e  l a b e l i n g  a n d  a d v e r t i s i n g  o f  p r e s c r i p 
t io n  d r u g s  c o n v e y  to  p h y s i c ia n s  t r u t h f u l l y ,  a d e q u a t e ly ,  a n d  e f f e c t iv e ly  th e  b e s t 
a v a i la b le  d r u g - u s e  in f o r m a t io n .  T h i s  g o a l  s im p ly  m e a n s :  T h e  l a b e l i n g  a n d  
a d v e r t i s i n g  o f  a  p r e s c r i p t i o n  d r u g  s h a l l  f a i th f u l l y  f u r n i s h  th e  d o c to r  th e  i n f o r m a 
t io n  e a c h  o f  u s  w a n t s  h im  to  h a v e  in  m in d  w h e n  h e  is  a b o u t  to  u s e  a  d r u g  o n  u s  
o r  o n  t h o s e  w e  lo v e ! 7

Can anyone quarre l w ith  such an objective? Is there  any doubt 
th a t pharm aceutical m anufacturers and th e ir adv ertis in g  agencies 
fully support th is goal, conscientiously strive  to achieve it?

O ur fru stra tion s and conflicts derive from  w h at I suggest m ay 
be an apo thegm atic  answ er to  these questions: The purpose is ap
pealing, bu t the  procedure is appalling!

T he halcyon days w hen agencies, like lawyers, could feel secure 
because it was the client w ho w ent to jail are gone, and responsib ility  
is the agency 's as m uch as the  c lien t’s. A ccordingly, you have the 
rig h t to  dem and th a t the  regula tions by w hich you m ust abide be 
clear and unam biguous, th a t they  be rational and practical, and th a t 
they  allow for the  crea tiv ity  and innovation characteristic  of m odern 
advertising, w hich adm itted ly  has played a m ajor role in the develop
m ent of the econom y of th is country .

A lthough  it m ay be of little  consolation, you are aw are th a t the  
criticism  of p rescrip tion -d rug  adv ertis in g  is bu t a part of the a ttack  
on adv ertis in g  in general.

T his is not the tim e and place to review  the cu rren t governm ental 
scru tiny  of all adv ertis in g  and its relation  to our free m arket economy. 
You should, how ever, be aw are of the publicly expressed a ttitu d e  of 
the  chief of the A n titru s t D ivision, as well as the in-depth defense of 
adv ertis in g  by P rofessor Backm an in his book. “.A dvertising and 
C om petition .”

Y ou therefore have the  problem  th a t all advertising  faces, though 
yours m ay be an additional one because you serve a special audience, 
and  sell special products, p roducts th a t people need but do not want 
because they believe, quite understandably, that they have a constitutional 
righ t to  be healthy  and to  be free from  disease.

You need, therefore, to  be ready to  defend, not p rescrip tion -d rug  
adv ertis in g  alone, b u t all advertising , ju s t as all advertising  needs to 
defend prescrip tion -d rug  advertising . An in du stry  th a t is m arked 
by annual expend itu res in excess of $15 billion and th a t is singu larly  
honored by a special colum n in the prestig ious New York Times surely

7 F o o d  &  D r u g  L a w  I n s t i t u t e  S e m 
in a r ,  A p r i l  14, 1967, N o r t h w e s t e r n  U n i 
v e r s i t y  S c h o o l  o f  L a w .
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is im p ortan t enough to m erit a “ handle-w ith-care” label. More than 
a q u a rte r of a cen tury  ago, F rank lin  D. R oosevelt said of adv ertis in g :

T h e  g e n e r a l  r a i s i n g  o f  t h e  s t a n d a r d s  o f  m o d e r n  c iv i l iz a t io n  a m o n g  a l l  g r o u p s  
o f  p e o p le  d u r i n g  th e  p a s t  h a l f  c e n t u r y  w o u ld  h a v e  b e e n  im p o s s ib l e  w i t h o u t  th e  
s p r e a d in g  o f  t h e  k n o w le d g e  o f  h ig h e r  s t a n d a r d s  b y  m e a n s  o f  a d v e r t i s i n g .8

Advertising, as a m eans of com m unication and inform ation, has 
alw ays been creative and im aginative. B u t these proposed regulations 
will su rely  hobble and lessen the effectiveness of p rescrip tion -d rug  
adv ertis in g  if they  destroy  those characteristics. If these regula tions 
ste reo type  advertising , and d ictate  form, placem ent, design, and con
ten t, quite apart from , and above, tru th fu ln ess and accuracy, and 
stra itjack e t the crea tiv ity  th a t has characterized  the h isto ry  of ad 
vertis ing  in th is country , we m ay end up w ith  superefficient—but 
su rely  colorless and ineffectual— ads.

W h e th e r advertising  is a “b lig h t"  on the econom y or w hether, as 
we contend, it does indeed shed “ligh t." will be reflected in w hat you 
and the adv ertis in g  com m unity do to revive its image. [The End]

INTENSIFIED DRUG PLANT INSPECTION
D r .  J a m e s  L . G o d d a r d ,  C o m m is s io n e r  o f  th e  F o o d  a n d  D r u g  A d 

m in i s t r a t i o n ,  d is c lo s e d  t h a t  th e  F D A  p la n s  to  c o n d u c t  a n  in te n s if ie d  
d r u g  p l a n t  in s p e c t i o n  p r o g r a m  in  th e  c o m in g  f is c a l y e a r .  T h e  C o m 
m is s io n e r ,  w h o  w a s  s p e a k in g  to  th e  a n n u a l  R u t g e r s  P h a r m a c e u t i c a l  
C o n fe re n c e  in  N e w  B ru n s w ic k , N . J ., s ta te d  t h a t  th e  in te n s if ie d  in sp e c tio n s  
w i l l  b e  m a d e  o f  c e r t a in  f i r m s — a b o u t  250  o f  th e m — w h ic h  h a v e  a  s ig n i f i 
c a n t  h i s t o r y  o f  v io la t io n s  r e s u l t i n g  in  d is c ip l i n a r y  a c t io n s .  T h e  F D A 's  
a im  in  d o i n g  s o , h e  s t a t e d ,  w a s  n o t  to  s h u t  d o w n  c o m p a n ie s ,  b u t  to  
“ p r o v id e  a  g r e a t e r  m e a s u r e  o f  p u b l ic  c o n f id e n c e  in  d r u g s ."

D r .  G o d d a r d  s a id  t h a t  u n d e r  in te n s i f ie d  in s p e c t i o n ,  f e d e r a l  i n s p e c 
t o r s  w i l l  b e  p r e s e n t  in  a  d r u g  p l a n t  f r o m  th e  s t a r t  to  th e  e n d  o f  m a n y  
r u n s  s o  t h a t  th e y  c a n  m a k e  v a l id  c r i t i c i s m s  a n d  s u g g e s t io n s .  I f  th e  
F D A  th e n  f in d s  t h a t  t h e  f i rm  d o e s  n o t ,  o r  c a n n o t ,  m e a s u r e  u p  to  g o o d  
m a n u f a c t u r i n g  p r a c t i c e s  s t a n d a r d s ,  s te p s  to  k e e p  i t s  p r o d u c t s  o f f  th e  
m a r k e t  w il l  b e  ta k e n .

8 A d d r e s s  b e f o r e  A n n u a l  C o n v e n t io n  
o f  th e  A d v e r t i s in g  F e d e r a t io n  o f  A m e r ic a , 
J u n e ,  1931.
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Food and Drug Legislation 
in Central America and Panama

By ANDRZEJ E. OLSZYNA-MARZYS
Mr. Oiszyna-Marzys Is a Member of the Institute 
of Nutrition of Central America and Panama.

IN T H E  JU L Y , 1967 IS S U E  O F  T H IS  JO U R N A L ,* an article en
titled “The Latin American Common M arket and Food Legislation,” 

by Mr. Enrique E. Bledel, contained a brief analysis of food legislation 
in L atin  A m erica as a whole. Mr. Bledel describes efforts to  harmonize 
the  legal provisions in force in each country , in connection w ith  the 
existence of the L atin  A m erican Free T rade A ssociation (L A F T A ) 
and the proposed creation, by 1970, of a Latin American Common Market.

W hile the  la tte r  large-scale conception is still no t m uch m ore than  
a dream , and will require a lot of in telligen t effort and good will, 
encouragem ent th a t it m ay one day becom e a reality  can be taken 
from  the success of a sm aller organ ism  of the  sam e n a tu re  and in the 
sam e area w hich can be considered as a pilot pro ject and indeed a 
nucleus of the  proposed larger en te rp rise—the C entral A m erican 
Com m on M arket.

T he C entral A m erican Isthm us betw een the fron tiers of M exico 
and Colom bia, w ith  a to ta l area  of only 188,500 square  miles and a 
population estim ated  a t 15,000,000 (a lthough  w ith  the ra te  of popu la
tion g row th  h ighest of all the regions of the w orld), is divided in to  
six  sm all b u t fully independent republics (plus the te rrito ry  of British 
H o nd uras or Belize destined for independence sho rtly  bu t claim ed by 
G uatem ala). Since the a tta in m en t of independence from  Spain in the  
first half of the nineteenth century efforts to  in teg ra te  th e  area po lit
ically have not been very  successful. In  spite of its relatively  sm all 
size and com m on h isto ry , the area represen ts extrem e geographical, 
ethnical and cu ltu ra l d iversity  and its com ponent p arts  have been,

* 22 F ood D rug Cosmetic L aw J ournal 402.
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and still are in m any cases, en tities iso lated by geographical obstacles 
and lack of adequate com m unications. T he independent developm ent 
of the six republics since independence has also resu lted  in g rea t 
diversification of th e ir detailed legislation, including food and drug 
legislation, in spite of the common original basis.

T he o rgan ization  of the C entral American Common Market, with 
P anam a not yet a full m em ber bu t tak in g  active part as associate 
m em ber in m any of the activ ities of its in stitu tions, has been an effort 
to  tackle the problem  from  ano ther end first— econom ic instead of 
political.

T he success s to ry  of th is  venture, a lthough  inevitably  slowed 
down in the m ost recent few years, is today com m on know ledge. One 
of the m ost notable phenom ena has been the  rem arkable g row th  of 
trad e— m ore than  tenfold betw een 1954 and 1963— am ong the countries 
of the Com m on M a rk e t: from  $8,300,000 in 1954, it reached $36,000,000 
w ith in  a year of its estab lishm ent (1961). $50,000,000 in 1962 and 
m ore than  $80,000,000 in 1963.

A fu rth e r result has been rapid industrial development, increase 
in bo th  exports and im ports to  and from  the countries outside the 
zone, and increase in the consum ption of consum er products.

In  bo th  production  and exports, ag ricu ltu ra l products occupy the 
first place in all the  countries concerned. E xp orts  from the countries 
of the  Isthm us to  those outside the zone have consisted principally  
of food products, w ith  an average of 70% of the to tal, w hile in the 
in trazonal trade  the  percentage was 29%, being exceeded only by 
m anufactured  goods. T he food industry , in relation to others, holds 
the m ajo r p a rt of industria l capital, occupies m ost labor, adds a m ajo r 
p a rt to  the  national product and constitu tes, as ju s t show n, the second 
largest item  in in ter-C en tra l A m erican trade. In 1962 food and 
beverage m anu fac tu ring  p lants con stitu ted  32.1% of all industria l 
enterp rises, em ployed 36.9% of to ta l labor, had 47.9% of to ta l fixed 
capital and produced 50.3%> of to tal gross value of industrial production.

F rom  the quoted figures it can easily be seen th a t the food in
d u stry  is the m ost im p ortan t ac tiv ity  of all the industria l branches 
of the C entral A m erican Isthm us. Its  g row th  has also been p rog ress
ing  a t a fast pace. B etw een 1955 and 1965, the gross value of the 
average annual g row th  of the food industry  w as 7.6%.
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Need for Adequate Legislation
Such fast expansion obviously requires adequate  legislation, 

regulation  and norm alization  to p ro tec t bo th  the pocket and the  health  
of the consum er, and to m ain tain  the high quality  of exports in order 
to gain and m ain ta in  w orld m arkets in the face of fierce com petition. 
This competition has been rapidly increasing, com ing no t only from 
industrialized  countries b u t also from  the new ly em erg ing  countries 
of Africa and Asia, especially in view of the fact th a t v irtua lly  all the 
m ain products exported  by C entral A m erica—coffee, cotton, bananas, 
sugar—are also produced in those tw o continents.

F u rth erm ore , in order to prom ote in trazonal trade w ith in  the 
Isthm us instead of ham pering  it, un iform ity  of legislation and reciprocal 
acceptance of control m easures are essential.

M eanw hile, food legislation in the six countries of the area at 
the  beg inning of the  Com m on M arket era w as quite inadequate to 
cope w ith  the  rapid  industria l and com m ercial expansion, being based 
m ainly on the general S an itary  Codes and isolated regulations (for 
exam ple, those referring  to milk, m eat, sa lt and flour). A ccord ing to 
findings of consu ltan ts com m issioned by the P an  A.merican H ea lth  
O rgan ization  betw een 1963-1965, “the Codes were either an tiquated  
and disjointed, or w ere invalidated by o ther regulations, or th e ir 
enforcem ent was im possible due to  lack of tra ined  personnel.” O nly 
C osta R ica possessed a few food standards, a lthough  in all the 
countries moves w ere under w ay to  b ring  the  codes and regulations 
based on them  up to  date. P rogress, how ever, has been slow.

T w o d istin c t p a tte rn s of food and d ru g  control can be distinguished 
among the countries of the  I s th m u s ; the  first is w h at one could call 
the  “A nglo-Saxon” pa tte rn , w here the enforcem ent of food and d rug  
legislation, including inspection of food and d rug  factories and collec
tion of samples of both, is vested in the same organ ization , and analysis 
is made of both foods and drugs in the same official laboratories. T his 
is the s ituation  th a t ex ists  in the  U n ited  S ta tes of A m erica, C anada 
and the U nited  K ingdom . T w o of the countries of the Isthm us have 
th is  sy stem : N icaragua and Panam a.

T he other pa tte rn , w hich we m ight call the “ E uropean-C on
tin e n ta l” type, is w here the  control of foods and th a t of drugs are 
com pletely separated , being covered by d istinct legislation and en
forced by different o rgan izations, the d rug  con tro l being usually  en
trusted to the pharmaceutical profession, which guards th is  p re roga
tive ra th e r jealously. T his type of situa tion  exists in C osta Rica, E l
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Salvador, G uatem ala and H onduras. I t  m ay be added, how ever, th a t 
even  in one of the  tw o countries w ith  the jo in t “A nglo-Saxon” type 
of food and d rug  control, nam ely Panam a, m ark etin g  of drugs m ust 
now be approved by the  N ational College of P harm acists  before being 
subm itted  for reg istra tio n  (period : 5 years) to  the  F D A , w hich in 
th is case stands for “F arm acias, D rogas y A lim entos”— a dep artm en t 
of the M inistry  of L abor, Social Security  and Public H ealth , w hich 
nevertheless corresponds roughly  in its functions to  the  Food and 
D ru g  A dm in istra tion  of the U nited  S tates.

I t  m ay be m entioned th a t in addition  to  reg istra tion  of ph arm a
ceutical p roducts, the L atin  A m erican practice of requ iring  reg is tra 
tion  of processed foodstuffs has been heretofore in operation in C osta 
Rica (p e r io d : 6 m onths for im ported  products, 1 year for national 
ones, no fee), G uatem ala (period : indefinite, nom inal fee for analysis 
previous to  reg istra tion ) and P anam a (p e r io d : 10 years, fees for 
reg istra tion  itself and for an analysis previous to  it).

Decrees Issued
Food and d ru g  control was pu t on a ra tional basis in P anam a 

th rough  th ree  decrees issued on the basis of the S an itary  Code of 
N ovem ber 10, 1947: No. 256 of June 13, 1962 w hich in 260 articles 
p resen ts very  com plete food reg u la tio n s; No. 93 of F eb ru ary  16, 1962, 
w hich regulates drugs in a sim ilar w ay ; and No. 6 of A pril 18, 1963, 
w hich created  the  above m entioned FD A . M oreover, tow ard  the  end 
of 1961 the U n iv ersity  of P anam a in aug ura ted  L E A , or Laboratorios 
E specializados de A nálisis, a very  am ply equipped and staffed labora
to ry  for food and d rug  analysis, w hich has been legally designated 
as the  official food and drug  laborato ry  for the R epublic, and has been 
acting  as a d rug  reference labora to ry  for the whole of the Isthm us 
and as a center of tra in in g  for its food and d ru g  laborato ry  staffs.

T he o ther coun try  w ith  the com bined food and drug  control, 
N icaragua, is no t so favored, since its food legislation is based on a 
very an tiq uated  and deficient S an itary  Code, although  the  decree No. 
568 of M arch 11. 1961, has rationalized  the reg istra tion  and control 
of pharm aceuticals. N evertheless, the F D A . w ith  a nam e identical 
w ith  th a t of the corresponding organization  in Panam a, is well o r
gan ized and staffed and carries ou t vigorous inspection work.

L abo ra to ry  facilities are represen ted  by a section of the  Public 
H ea lth  L aborato ry , as is the case in all the  o ther countries as far as 
food analysis is concerned, except for P anam a and E l Salvador.
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O f the  four countries w ith  separated  food control and d rug  con
trol, th ree  carry  ou t food inspection th ro ug h  sections of the V e te ri
nary  Public H ea lth  D epartm ents of the M inistries of H ealth . In  one 
(E l S alvador), inspection is the responsib ility  of the E nv ironm ental 
H ea lth  D ivision, w hich also has its own food contro l laboratory .

In  Costa Rica, the old S an itary  Code w as revised on N ovem ber 
2, 1949, by D ecree No. 809/49, w ith  article  249 dealing w ith food 
control, b u t a com pletely new Code has been under consideration by 
the N ational A ssem bly for som e tim e. T here  exists a series of regu
lations on specific foods and a dozen or so food stan dards elaborated  
by the  S tandards, In d u stria l and  T echnical A ssistance Com m ittee of 
the M inistry  of A g ricu ltu re  and  Indu stries , estab lished by Law  No. 
1698 of N ovem ber 26, 1953 and E xecutive D ecree No. 6 of Septem ber 
21, 1951, the  only national standards com m ittee in Central A m erica.

T he College of P harm acists , in charge of d rug  control (w ith  
analyses carried ou t a t the F acu lty  of P harm acy  of the  U n iversity  
of Costa R ica), lost the  reg istra tion  and control of generic and of
ficial drugs to the R eg istra tion  Council of the  M inistry  of H ea lth  in 
A pril. 1966.

In  E l Salvador, food legislation has been based so far on A rticle 
90 of the  alm ost 40-year-old S an itary  Code of O ctober 13, 1930 (a l
though  a new one has been under consideration) and on decrees reg u 
la ting  the production  of m ilk and m eat and th e ir products. R eg istra 
tion of processed foodstuffs is now being in troduced. D ru g  control 
and reg istra tio n  (renew able annually ) is u ltim ately  in the hands of 
the S uperior Council of Public H ea lth  bu t is effected in practice by 
a pharm acist responsible to  i t ; there is v irtua lly  no inspection o r 
analy tical control.

In  G uatem ala, d rug  reg istra tio n  is for an indefinite period and is 
effected by the  In specto ra te  G eneral of P harm acies and N arcotic 
D rugs of the M inistry  of H ea lth , w ith ou t any previous or subsequent 
analy tical control, a lthough  such is effected for the  reg istra tion  of 
processed foodstuffs in a relatively  w ell-equipped laboratory .

T he legislative basis is the  S an itary  Code of A pril 30, 1937, in 
w hich articles 144 and 158 deal w ith  reg istra tion  and inspection of 
foodstuffs respectively , and article 40 provides for d ru g  control. 
T h ere  ex ists  also a  num ber of decrees dealing  w ith  specific sub jects 
such as m ilk production , sa lt iodization, flour enrichm ent, etc.
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Finally , a lthough  in H o nd uras food legislation, inspection and 
analy tical control w ere perhaps w eakest of all the Isthm us, recen tly  
v igorous steps have been taken  to rem edy the  situation . T his country 
was the  first one to  actually  prom ulgate  a new S an itary  Code (of 
N ovem ber 14, 1966), and on the  basis of its T itle  V, articles 83-103, 
to  p resen t for m inisterial approval early  th is year a very  com prehen
sive food control ordinance.

A t the  sam e tim e, steps w ere taken  to  s treng then  food inspection 
and lab o ra to ry  services. D ru g  reg istra tio n  (for 3 years) is effected 
by the College of Chemistry and Pharm acy estab lished by a decree of 
August 29, 1963, w ith  the local U n iversity  con tracted  to effect analyses.

In  view of th is  d iversity  of legislative and organ izational posi
tions and general inadequacy of con trol services, it is not su rp rising  
th a t the regional organs should feel u rgen t need for uniform  legal 
provisions, and for reorganization and strengthening of enforcem ent 
services, also on a uniform  basis.

Requests for Assistance
T he six M inisters of H ealth , gathered  a t th e ir eigh th  regu lar 

annual m eeting  in San José, C osta Rica, in 1963, officially requested  
the assistance of the  P an  A m erican S an itary  B ureau, the  R egional 
Office of the  W orld  H ea lth  O rgan ization  (P A S B /W H O ), in the field 
of food control.

One of the  first needs, it w as felt, w as the in troduction  of a set 
of com m on m inim um  san ita ry  food standards. A lthough  one of the 
regional in stitu tions, the C entral A m erican R esearch In s titu te  for 
In d u s try  ( IC A IT I) , had been en tru sted  w ith  estab lish ing  standards 
for all industria l p roducts, those are the  vo lun tary  trad in g  standards 
specify ing quality  grades and only a few of those issued to date 
referred  to  food products. P A S B /W H O  com m issioned the  Adolfo 
L u tz  In s titu te  of Sao Paulo, Brazil for the w ork of p reparin g  obliga
to ry  san ita ry  s tan dards and a t the  sam e tim e in itia tin g  and financing- 
reg u la r annual Sem inars of Food and D rug  C ontrol for C entral 
A m erica and Panam a, g roup ing  represen ta tives of the control services 
of the six countries. In  1963-1965 a se t of about 380 food standards, 
includ ing  analytical m ethods, lists of perm itted  additives, etc., was 
elaborated , revised a t the Sem inars, presen ted  to  the  M inisters and 
recommended by them for inclusion in the legislations of the six countries.
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In  th is w ork, in addition  to  national law s and standards of m any 
countries, the provisions of L atin  A m erican Food Code and the w ork 
of the  Jo in t Food and A gricu ltu re  O rg an iza tio n /W o rld  H ea lth  O r
gan ization  Codex A lim entarius w ere taken  in to account. H ow ever, 
it was felt th a t the form er offered only very general principles while 
the w ork of the la tte r  proceeded ra th e r slow ly and neither included 
standards for specifically local C entral A m erican products nor took 
account of local conditions. T herefore, th is  m ore detailed set specifi
cally adapted  to  local needs w as felt necessary.

P A S B /W H O  has also been help ing in the s tren g th en in g  and 
reorganiz ing  of food inspection and labora to ry  services in the area. 
D etailed proposals for their uniform  organization  and for uniform  
regulations were m ade by P A S B /W H O  consu ltan ts especially a t the 
last Food and D rug  Sem inar (in 1967). T hese referred particu larly  
to such th ings as a com m on system  of reg istra tion  of processed food
stuffs w ith  valid ity  of five years and identical scale of fees, pesticide 
residue lim it lists, etc. T hey  w ere accepted by the group and recom 
m ended by them  to the Council of M inisters of H ealth , who in tu rn  
adopted them  and recom m ended th e ir inclusion in national legislations.

By the reso lu tion  of the M inisters, the In s titu te  of N u trition  of 
C entral A m erica and P anam a (IN C A P ), situa ted  in G uatem ala City 
and adm inistered  by P A S B /W H O , was asked to  organize a new 
D ivision of Food Control and A nalysis w hich w ould act as a R egional 
Food Reference L aboratory .

U n der P A S B /W H O  auspices, a large-scale project is now being 
elaborated  by IN C A P  for an in teg ra ted  food control organ ization , 
w hich could include all the national food inspection and laborato ry  
services, as well as the new  D ivision of IN C A P , the L E A  and the 
stan dard iza tio n  section of IC A IT I, and it is hoped to  ob tain  the  
assistance of the Special F und  of the U nited  N ations D evelopm ent 
P ro g ram  for the project.

Summary
If  all these labors succeed, it will be yet ano ther im p ortan t step  

in the in teg ration  activ ities of the  area, the  u ltim ate  goal of which 
m igh t be a political union, the  asp ira tion  of the best sons of Central 
A m erica for som e hundred  and fifty years. [The End]
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A Reasoned Approach 
to Regulation Based 

on Toxicologic Considerations
By JOHN P. FRAWLEY

The Following Article W as Presented at the National Con
ference on Indirect Food Additives Held in Washington, D. C., 
Tuesday, February 13, 1968. Dr. Frawley Is Chief Toxi
cologist for Hercules, Incorporated, Wilmington, Delaware.

AL M O S T  2400 Y E A R S  AGO, one of the greatest philosophers of 
our cultu re, P la to , advised the ru lers of ancien t G reece: “ N o th 
ing is m ore unw orthy  of a wise m an, or ough t to  trouble him  m ore, 

th an  to  have allow ed m ore tim e for trifling  and useless th ings, than  
they deserved.”

I do no t p re tend  to be a wise m an, b u t I am troubled  and the 
m ajo rity  of the toxicology profession is troubled  because we spend so 
m uch tim e on trifling  and useless th ings. In  no o ther area of env iron
m ental health  have we invested so m uch tim e and effort in unprofit
able research , as we have on ind irect food additives.

I th in k  the very  fact th a t th is  N ational Conference on Ind irec t 
Food A dditives is being held con stitu tes  a recognition by governm ent 
th a t our p rio rities should be re-evaluated. I also th ink  th a t th is  Con
ference has been called because the Food and  D ru g  A dm inistra tion  
(F D A ) sincerely w ishes our opinions and  advice on how we can 
p ro tect public health  in a m ore efficient m anner than  w ith  our cu rren t 
regu la to ry  procedures on indirect additives. If my assum ption is 
correct, we have the unprecedented  op po rtun ity  to  offer our sugges
tions and the responsib ility  to propose specific constructive m ech
anism s to  im prove our system .

I th ink  it is im perative in any discussion of env ironm ental health  
to  pu t the  specific sub ject in perspective. O ur env ironm ent is com 
posed com pletely of chem icals, m ost of w hich are of n a tu ra l origin
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and  only a sm all percen tage of m an 's invention. D espite the  well- 
estab lished fact th a t the m ost h igh ly  toxic chem icals are of natu ral 
origin, toxicologists spend m ost of th e ir  tim e evaluating  the  potential 
hazard from  m an-m ade environm ental chem icals. T here  are m any 
historic and religious reasons for our preoccupation w ith  m an’s con
trib u tio n  to  the env ironm en t ra th e r th an  n a tu re ’s, bu t th a t is a  su b 
jec t for ano ther discussion.

If we lim it our considerations to  m an-m ade or syn the tic  p roducts, 
toxicologists are faced w ith  the  s tag g erin g  task  of evaluating  the 
safety of air po llu tan ts, pesticides, drugs, direct food additives, w ater 
po llu tan ts, cosm etic chem icals, syn thetic  fibers, rocket exhausts, in 
dustria l chem icals in our p lants, indirect food additives, and so on. 
T here  is a severely lim ited supply of toxicologists and o ther experts 
qualified to  w ork in th is field and from  a national and in ternational 
po in t of view , any concentration of emphasis on one problem  dilutes 
the effort on the  o ther problem s. T he sam e can be said of our financial 
resources. Even in th is cou n try  there  are lim ited funds available for 
env ironm ental health  research , and any concentra tion  of effort on one 
problem  restric ts  the funds available for o ther problem s.

C om m issioner G oddard and his staff a t the  FD A  recognize these 
lim ita tions on m anpow er and m oney and constan tly  m ust re-evaluate 
prio rities so th a t m ajo r health  hazards receive the A dm in istra tio n ’s 
m ajor effort. T en  years ago w hen the 1958 A m endm ent was passed, 
the degree of health  hazard  from  food packaging  was unknow n. Con
sequently , a rela tively  high priority was assigned to this source of en
vironm ental exposure. In  these in terven ing  years we have learned 
th a t the po ten tial health  hazard  is sligh t b u t we have no t y e t figured 
ou t a m echanism  for reducing  our effort and a t the  sam e tim e provide 
pro tection  against som e fu tu re  developm ent which m ight pose a th rea t 
to  health.

As m any of you know , about tw o years ago I becam e d isturbed 
abou t the  con tinu ing  investm ent of governm ent and indu stry  resources 
in the  investigation  of safety of triv ial uses of food packaging  com 
ponents. I realized th a t I personally  had spen t over a m illion dollars 
of my Corporation’s money investigating the  safe ty  of food packaging 
m aterials, and from  society’s po in t of view it was all w asted, because 
all w ere proven to  be safe. T he benefit to the consum er was zero. T he 
loss to  society w as a m illion dollars. I also realized th a t th is situation  
had been repeated  in laborato ries th ro ug hou t the  cou n try  w ith  the 
net resu lt th a t essentially  all of the  practices of the food packaging 
in du stry  prio r to  the  1958 A m endm ent had been confirm ed as safe
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and  inscribed in to  a se t of regula tions too com plex for anyone to  
understand . I felt th a t it was tim e to  re-evaluate our priorities.

In  try in g  to  determ ine w h at decisions had  been responsible for 
th is w aste of effort, it w as app aren t th a t the  toxicology and legal 
professions had failed mutually to cope with the problem of insignifi
cance or "de minimis” in a reasonable and intelligent manner. T he 
tw o professions had no t reached a m utual un d erstan d in g  of the con
cept of toxicological insignificance and as a resu lt its valid ity  w as 
denied. T his is the h eart of the problem  w hich not only plagues us 
in the  field of indirect additives, bu t in all areas of env ironm ental 
health. If we are to  avoid continued w aste, we m ust recognize the 
valid ity  of th is concept and w ith  the help of our law yers find som e 
m echanism  to pu t it to  w ork for us.

L et me briefly describe a typical s ituation  w hich I conservatively 
estim ate has occurred a thousand  tim es in the field of food packaging. 
A m anufactu rer is try in g  to evaluate the safe ty  of a food packaging 
com ponent. H is b rig h t young  chem ist w ith  a new and expensive 
analytical in strum en t discovers th a t 10 parts  per billion of a chem ical 
m igrates from  the  con tainer to food. T he  law yer says th a t because 
it can m igrate  to food, it is a food additive and m ust be established 
as safe. T he toxicologist says th a t he cannot conclude th a t it is safe 
un til toxicologic studies are conducted. T his is the ever fam ous tr i 
chotom y w hich we have all experienced.

Alternatives in Establishing insignificance
Now there are th ree  obvious w ays to  break th is vicious circle. 

F irs t of all the chem ist can say th a t it isn ’t there. H e can use a less 
sensitive analytical m ethod and repo rt a negative finding and then 
the  law yer and toxicologist a ren ’t w orried  because as far as they  
know  it isn’t there. Secondly, if the chem ist doesn’t w an t to  say it is 
not there , the law yer can say “de m inim is non cu ra t lex”— the law  
does not concern itself with trifles—and conclude that the Food and D rug 
Law was not intended to concern itself with these minuscule contaminants. 
T hird ly , the  toxicologist can say it is safe on the basis of insignificance.

In  m y opinion, the responsib ility  for finding an in te lligen t so lu
tion to  th is problem  rests  w ith  the  law yers and toxicologists, and not 
w ith the chem ists. C hem istry  is an exact science, unlike toxicology, 
and it is scientifically d ishonest to  ask a chem ist to  prove the absence 
of som eth ing  by using the least sensitive analy tical technique which 
he th inks will satisfy  the toxicologist. I w onder how often th is is 
done, because 10 p arts  per billion of a chem ical is considered legally
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a food additive if detected , bu t if “no t d e tec ted” at a sensitiv ity  of 
10 or even 100 p arts  per billion it is no t considered a food additive.

A num ber of m y scientific colleagues a ttem p t to pu t the  blam e 
on our law yers. I disagree. I th ink  toxicologists have the initial 
responsib ility  to decide w hat is insignificant, and secondarily law yers 
have the responsib ility  for using the law  and regulations as a m ech
anism  for p u ttin g  sound scientific principles in to operation. T he 
regulations should no t be a s tra ig h t jacket for the scien tist, bu t a 
vital, living in strum en t used in a flexible m anner to provide the 
g rea test p rotection  of health  in the m ost efficient m anner. As new  
scientific know ledge is evolved, the procedural and in terpretive  reg u 
lations should be modified to reflect th is know ledge ra th e r than  
rem ain outm oded, perm anen t obstacles to a ra tional scientific con
clusion. I subm it th a t law yers and toxicologists can w ork together 
to  solve th is problem . O ur objective is the sam e— m axim um  pro
tection of public health .

Guidelines for Establishing Insignificance
Because I considered it to be the responsib ility  of the toxicologist 

to break this vicious circle, I tried  to  develop some w orkable gu ide
lines w hich could be used by our profession in deciding insignificance. 
I first had to  ask m y se lf : can any safe level of a compound he estab
lished w ith ou t toxicologic da ta?  My first answ er was no, p robably  
because I have heard  th is said so m any tim es th a t I accepted it as 
fact. I then realized the illogical conclusions w hich follow such a 
position. If we consider one m olecule of a chem ical po ten tia lly  toxic 
un til we have proven o therw ise by tox icity  studies, we cannot allow 
syn thesis of any new com pounds because the chem ist will be exposed 
to  a t least one molecule. Conversely we cannot conduct a toxicologic 
stu dy  un til the  chem ist m akes the  com pound. W e do in practice and 
in fact accept one m olecule of an unknow n chem ical as safe because 
we have never discovered a chem ical w hich w ould be toxic a t th is 
level and because we realize th a t the a lternative  w ould be unaccept
able to  society.

N ext, I asked m yself: can we consider a d ie tary  concentration  of 
one p a rt per billion of a com pound to  be safe w ith ou t tox ic ity  data?  
M y first reaction again w as to  answ er no, bu t then I realized  th a t we 
do in fact m ake th is assum ption everyday of our lives. E very  tim e 
a chem ist syn thesizes a new com pound, his exposure exceeds th is 
level. E very  tim e a chem ical is handled in developm ent to  determ ine 
its physical p roperties and usefulness, the exposure exceeds th is 
level. If we did no t allow th is to  take place w ith ou t toxicologic
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studies, the toxicologist him self and his technicians w ould be exposed 
to m ore th an  one part per billion in the process of in vestiga ting  its 
toxicit . A gain we rou tinely  accept one part per billion as to x i
cologic ally insignificant because experience has confirm ed th a t it is 
valid.

T he th ird  question  I asked m yself w a s : can we consider one part 
per m illion of a com pound to  be safe w ith ou t toxicity  da ta?  H ere 
m y answ er w as em phatically  no, because experience has ta u g h t us 
th a t a few com pounds cause m inim al toxic effects at th is level and a 
few chem ical w arfare agen ts cause severe toxic effects at th is level.

T his exercise in self-question ing led me to the follow ing con
clusions w hich help us understand  toxicological insignificance: Some 
hum an exposure m ust take place before anim al toxicologic studies can 
be conducted. E very  hum an exposure from the m om ent a chem ist 
syn thesizes the first m olecule constitu tes a toxicologic experim ent in 
itself, w hich tells us som eth ing about the com pound. T he degree of 
hum an exposure w hich can be allow ed w ithou t form al anim al tox ico
logic stud ies is based entirely on experience. The only alternative is 
to p roh ib it the syn thesis of any new chem ical.

Review of Chronic Toxicity Studies
Because experience is the only basis for deciding w h at can be 

considered toxicologically insignificant for m ig ran ts from  food pack
aging, I decided to exam ine our experience as thoroughly  as possible. 
Since m ost of our decisions on safety of consum er products are based 
on long-term  tox ic ity  studies, I decided to  search the biological lite r
a tu re  for every chronic tox ic ity  stu dy  w hich has ever been conducted 
and to  tab u la te  the safe or “no toxic effect” level for each com pound. 
I restric ted  m y tabula tion  to  chronic studies because m ost sho rter 
term  studies are not published and “no toxic effect” levels from  
sho rte r studies are not considered conclusive by som e toxicologists. 
A fter m y initial effort on th is pro ject becam e know n, o ther toxicolo
gists in industry , governm ent and un iversities helped by furn ish ing  
me obscure references and unpublished reports.

I can m ake no claim th a t I have found every tw o-year chronic 
tox ic ity  stu dy  which has been conducted. I can only claim th a t I 
have tab u la ted  the “no toxic effect" levels from  every  chronic study  
w hich I could find, w ithou t any selection or rejection. In to tal, I have 
been able to locate tw o-year chronic toxicity  studies on 245 different 
substances, and although  th is m ay seem like a m odest num ber, it 
represen ts betw een 15 and 20 m illion dollars in toxicological research. 
I estim ate th a t I now have collected over 90r/  of all such studies
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w hich have ever been conducted. I have presented  these tabu la tions 
at tw o scientific sym posia on food packaging and the com plete details 
and docum entation  have been published in the journal of Food and 
Cosm etics T oxicology.1

In  brief, th is review  of our toxicological experience, based on the  
m ost s tringen t tes t available, revealed a m arked difference betw een 
the toxicity  of the class of chem icals developed as pesticides and 
heavy m etals (w hich indeed were also used as pesticides at one time) 
and the class I refer to  as “all o thers .” T h is is an im p ortan t observa
tion, even though  it is alm ost self-evident, because it po in ts out th a t 
w hat is toxicologically insignificant for one class of com pounds need 
not be toxicologically insignificant for ano ther. F o r the “all o th e r” 
category, w hich excludes pesticides and heavy m etals, every com 
pound was w ith ou t toxic effect in experim ental anim als when fed for 
a lifetim e at a d ietary  concentra tion  of 40 parts per m illion. M ost 
com pounds w ere safe a t considerably above 100 parts  per million.

The Margin of Safety
T herefore, if we apply the conventional 100-fold m arg in  of safety 

advocated by the FD A  to pro tect against unpredictable hum an sensi
tiv ity  and m ake the stan dard  ad justm en t for the g rea te r in take per 
un it of body w eight of experim ental anim als, every com pound w hich 
has been studied  is safe for m an at a to ta l dietary concentration of 
1 part per million. The analysis reveals that if we had perm itted  all of 
these com pounds in m an 's diet a t a level of 1 part per m illion w ithou t 
conducting  any toxicological studies, public health  w ould have been 
pro tected  ju s t as well a t a saving of from  10 to  20 m illion dollars in 
toxicological expenses alone.

A lthough  th is experience indicates th a t we could accept 1 part 
per m illion as a level of toxicological insignificance, I recognize th a t 
m y tabu la tion  is only 90%  com plete. I also recognize th a t chronic 
tox icity  studies, a lthough  m ost su itable for calculation of safe levels, 
m ay no t give a com pletely unbiased cross-section of chem icals. I t  is 
for this reason I have proposed that we protect ourselves by ano th er 
factor of ten  and adopt 0.1 parts  per m illion as a level of toxicological 
insignificance for all m aterials o ther than  pesticides and heavy m etals.

T his is w h at experience has ta u g h t us. B ut a t th is extrem ely  low 
level of insignificance, we need no t rely solely on toxicological expe
rience for protection. As I m entioned earlier, du ring  the tim e th a t a 
new  com pound is syn thesized, its usefulness explored, a  pilo t p lant

1 “Scientific Evidence and Com m on R egulations,” 5 Foods and Cosmetics 
Sense as a  Basis for Food P ackag ing  Toxicology Journal 293, 1967.
A REASONED APPROACH PAGE 265



operated , while it is being m anufactured , packaged and used in the 
food packaging industry , som e degree of hum an exposure has taken  
place and som eth ing has been learned about its toxicity . Responsible 
m anufac tu rers conduct toxicologic studies routinely  to  p ro tec t th e ir 
w orkm en, bu t even if no form al toxicologic studies have been con
ducted, a com pound w hich could be toxic to  m an at 0.1 parts  per 
m illion w ould have revealed its ex trem ely  high toxicity  in these ex
posures and it w ould have been re jected  as incom patib le for the food 
packaging  industry . I t m ight be suitable as a chem ical w arfare agent, 
or perhaps a pesticide, bu t it could not be sold or used in the  food 
packaging  in du stry  because th is industry  does not practice a level of 
industria l hygiene com patible w ith  handling  th is  type of com pound. 
If  em ployes in th is in du stry  w ore fresh-air masks and full skin cov
erings, we could no t m ake th is s ta tem en t. A gain w hat is toxico- 
logically insignificant for one indu stry  or use of a compound, is not 
necessarily  toxicologically insignificant for another.

This proposal that we consider 0.1 parts  per m illion as a toxico
logically insignificant level for food packaging components was made 
orig inally  a t an A m erican Chemical Society sym posium  alm ost IS 
m onths ago. Since then  I have not learned of a single com m ercial 
chem ical w hich m ight be used in food packaging which would be an 
exception. As m any of you know, th is proposal has received over
w helm ing support from  my profession. T w en ty -four o ther tox i
cologists from  universities and industries have supported  th is p ro
posal in w riting  to the FD A . A lm ost as m any others have privately  
supported  it. I believe the body of scientific fact and opinion justifies 
im m ediate adoption of th is concept by FD A .

Relating Insignificant Level with Specific Uses
N ow for a few m inutes, let us address ourselves to the problem  

of re la ting  th is insignificant level in the diet w ith specific uses of 
chem icals in food packaging. Q uite  obviously, if it can be dem on
s tra ted  th a t a given use of a chem ical in food packaging will con tribu te  
no m ore than  0.1 parts  per m illion to the diet of m an. it should be 
considered to  be safe w ith ou t anim al toxicologic studies.

M ajor com ponents of a food con tainer certain ly  possess the 
capability  of m ig ra ting  to  food at a level in excess of 0.1 parts  per 
m illion and the degree of m igration and d ie tary  con tribu tion  m ust be 
determ ined. H ow ever, there are som e levels of use which do not 
possess th is capability . O ur initial problem  is to establish a dividing 
line helow which significant m igration to food cannot occur. W e 
have a ttem p ted  to  develop such a dividing line.
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U ndoubtedly , th is  dividing line is different for each type of su b 
stra te , as plastic, paper, cellophane, etc. H ow ever, for the purpose of 
estab lish ing  a level w hich w ould allow insignificant m igration  to food 
and which w ould be applicable to  all sub stra tes  and additives, we 
selected for stu dy  the su b stra te  w hich is well know n to be the m ost 
perm eable and susceptible to  e x tra c tio n ; nam ely paper, and we 
selected an additive which is very  readily ex trac ted  from  th is sub
s tra te  : nam ely, rosin size. T h is com bination of su b stra te  and add itive  
represen ts the m ost extrem e exam ple of m igration , and values de ter
m ined from rosin sized paper should represen t a m axim um  for any 
com ponent of any packaging m edia. Indeed, such data w ould be ex
cessive for m ost uses of packaging com ponents.

In our in itial efforts to stu dy  the m igration  of rosin size from  
paper, we used typical sim ulated so lv e n ts : various aqueous solutions, 
hexane, vegetable oil, etc. T his type of ex traction  test w as w asted 
effort because, in w ater and oil. the  ex trac tion  was a direct function 
of tim e and tem p era tu re  and did no t plateau un til essentially  100% 
of the rosin size w as ex tracted  and the  in teg rity  of the  paper sheet 
was destroyed. Although these extraction studies clearly demonstrated 
th a t rosin sized paper w ould be an app ropria te  choice for developing 
m axim um  m igration data, they  con tribu ted  no th ing  to  the evaluation 
of safe ty  of rosin size.

As a consequence of th is failure of the sim ulated  solven ts test to  
help define the am ount actually  m ig ra ting  to  food, we prepared rad io
active sam ples of rosin size, incorporated  them  in to typical com 
m ercial paper and paperboard , packaged a wide varie ty  of food in 
con tact w ith  these paper sam ples a t typical package ratios, sto red  
them  at typical sto rage tem p era tu res for typical sto rage tim es and 
determ ined the rosin size con ten t of each food by coun ting  the radio
activity . In  effect, we conducted an experim ental m arket basket su r
vey to determ ine the m axim um  am ount w hich could be con tribu ted  
to  the to ta l diet.

The study was far more extensive than I have time to describe today, 
because we used several types of paper (greaseproof, w axed, unw axed, 
e tc .), con ta in ing  th ree  different levels of rosin size, 24 different types 
of food (w ater, ice-cream , oysters, apricots, green beans, dry b reak
fast food, sugar, doughnuts, g round  beef, b u tte r, bacon, sausage, to 
nam e ju s t a few) and analyzed each sam ple at several different s to r
age in tervals and tem peratu res. F o r our purpose of developing data  
on a dividing line, we selected only the uncoated  and unw axed paper 
and only the m axim um  m igration  levels obtained for the  18 com m odi
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ties packaged in these uncoated papers under typical com m ercial 
sto rage conditions. A dm itted ly  th is gives un realistically  h igh values 
for rosin size w hich are no t typical of indu stry  practice, b u t for our 
objective, th e  w orst case had to  be selected.

I shall no t p resen t these data  in detail, since th ey  also have been 
discussed thorough ly  a t tw o scientific sym posia and published in 
scientific jo urnals .2- 3 H ow ever, these  studies rep resen t the  m ost 
extensive effort th a t has been m ade to correlate  levels of use of a 
packaging m aterial w ith  d ie tary  con tribu tions and represen t a valid 
experim ental basis for calcu lating  m axim um  to ta l diet con tribu tions. 
Briefly, they  dem onstra te  th a t at a level of use of 1.0% the m axim um  
dietary  con tribu tion  will be 0.5 parts  per m illion and at a level of use 
of 0.2% an insignificant am ount or no m ore than  0.1 parts  per m illion 
will be con tribu ted  to  the diet.

T his conclusion by necessity  m ust apply to the food con tact 
surface. If a com pound is used in a surface trea tm en t, as in a coating  
or in an an tis ta tic  trea tm en t, th is surface trea tm en t m ust be con
sidered the food contact surface and to limit migration to the insignifi
can t level of 0.1 parts  per m illion, the com pound cannot be presen t 
a t a level in excess of 0.2% of th a t surface trea tm ent.

U ndoubted ly  th is dividing line is unduly  restric tive  for m ost uses 
of packaging com ponents. M any m aterials used a t h igher levels in 
less perm eable sub stra tes  th an  paper, will con tribu te  less th an  0.1 
p arts  per million. F or exam ple, a m ore lim ited study  of actual m ig ra
tion  to food has been conducted w ith a radioactive p lasticizer used at 
28%- in a polyvinyl chloride film.4 A sim ilar analysis of these data 
suggest th a t a 0.6% level of an additive in plastics will con tribu te  no 
m ore than  0.1 parts  per m illion to  the diet. T he data are insufficient 
for me to  propose the adoption of th is dividing line for plastics, bu t 
they  clearly confirm th a t paper and rosin size are a suitable choice 
as the extrem e exam ple of m igration  to  food. P erhaps som e care
fully directed research  will perm it estab lish ing  o ther dividing lines 
in the  future.

T his conclusion th a t 0.2% of a com ponent in a food con tainer 
was safe also received overw helm ing support from  other experts. 
Because of th is support I subm itted  a form al proposal to  the FD A  
to  incorporate th is concept in R egulation  121.2500, w hich would ex-

2 See footnote 1. 4 “Toxicity of 2-Ethylhexyl Diphenyl
3 “M igration of R osin Com ponents P hosphate ,” 8 Archives of Industrial H y-

from  Sized P aper to Exposed F oods,” giene and Occupational Medicine 283,
48 T A P P l  8, 1965. 1953.
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em pt from petition ing  "substances used at a level of no m ore than
0.2% by w eight of the con tainer or no m ore than  0.2% by w eight of 
the coating  or o ther surface trea tm en t, provided these substances 
are no t heavy m eta ls .......... or pesticides. . . ."

By proposing the inclusion of th is s ta tem en t in 121.2500 (d ), the 
o ther good m anu fac tu ring  practice provisions of th a t regulation  are 
autom atically  applicable to  these su b s ta n c e s : nam ely, th a t the sub
stance is used “ in an am ount not m ore than reasonably required to 
accom plish the in tended physical or technical effect in the food 
contact a rtic le” and th a t it is of "p u rity  suitable for its intended 
use.” Also, it is understood w ith ou t s ta tin g  it. th a t any such su b 
stance m ust com ply w ith  the D elaney Clause of the 1958 A m endm ent 
w hich proh ib its use of know n carcinogens.

As I m entioned earlier, tw o dozen experts  have advised the FD A  
of their endorsem ent and have encouraged the A dm inistra tion  to  
adopt th is proposal. Several law yers have advised me th a t th is su p 
port from the  scientific com m unity  of and by itself confirm s th a t 
these uses are generally  recognized as safe or "g ra s” and th a t no 
action on the  part of the FD A  is necessary. I will not en te r in to a 
legal debate on th is prem ise, bu t I th ink  the evidence is clear th a t 
uses a t or below th is level of 0.2% offer no significant hazard to health , 
th a t they are unw orthy  of the scientific and adm inistra tive  effort of 
industry  and governm ent required to study , petition  and regulate  
these m aterials.

The Validity of the Reasonable Assumption
So far I have tried  to present a scientific basis for selecting  some 

level of use of a com ponent in a food con tainer which can be assum ed 
to  be safe w ithou t m igration  data  and w ith ou t toxicologic data. One 
additional guideline is needed to  help prevent the continued w aste 
of effort and th a t is a level of m igration  for com ponents used at levels 
above 0.2% w hich also can be considered safe w ithout toxicologic 
studies. W e frequently  refer to  th is type of com ponent as “non- 
m ig ra to ry .” It is a logical extension of m v previous proposal th a t we 
adopt the sam e level of 0.1 parts  per m illion as a level of no significant 
m igration . If a use of a m ajo r com ponent can be confirm ed by su it
able analytical studies to  con tribu te  no m ore than  0.1 parts  per m illion 
to  the diet, it also should be considered safe. An im portan t point in 
the in terp re ta tion  of the data  from  such studies, is th a t reasonable 
assum ptions of food contact and consum ption should be allowed 
ra th e r than  the a rb itra ry  assum ptions th a t all food is packaged in
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sm all one ounce containers, and th a t the entire  diet is com posed of 
the type of food to  which g rea test m igration  occurs, even if it is 
vinegar. No-effect levels and acceptable daily in takes by definition 
are in take levels and they m ust be com pared w ith  in take levels in 
m an—-not w ith  theoretical m axim a which have no re lationsh ip  to  in
take or to ta l diet levels.

Conclusion
T o conclude th is discussion very briefly. I and m any of m y col

leagues in the toxicology profession propose th a t we accept 0.1 p arts  
per m illion in the  total diet of man as a toxicologically insignificant 
level of a food packaging com ponent— w ith the exception of pesticides 
and heavy m etals. W e have also proposed th a t a level of 0.2%  by 
w eight of such a com ponent in a finished con tainer or food contact 
surface be recognized as safe in the regulations because it cannot 
con tribu te  m ore than  0.1 parts  per million to  the diet. T hird ly , we 
propose th a t m ajor com ponents which can be shown by suitable 
m igration studies to  con tribu te  no m ore than 0.1 p arts  per m illion 
to the diet should be considered nonm igratory . T he o ther uses, and 
only these o ther uses which m igrate  at a significant level are w orthy  
of toxicologic study  and governm ent regulation.

T hu s we propose th ree categories of food packaging co m p o n en ts :
1) those used at 0.2% or less w hich cannot “reasonably be expected" 
to  becom e com ponents of food, and these should be exem pt. 2) those 
used above 0.2%c which way “ reasonably be expected” to  become a 
com ponent of food. “but in fact do not." and these should he considered 
nonm igratory , and 3) those used above 0.2%c which arc indeed food 
additives and should be sub ject to  app ropria te  exam ination for safety 
and regulation  under the law.

O nly by accep ting  som e level of insignificance and recognizing 
the relative risk to  public health  from different uses can we avoid 
w asting  our resources on predictab ly  unprofitable research. I t  is our 
m oral responsib ility  as scien tists and it is the vested responsib ility  of 
governm ent to invest our tim e and m oney in research which is likely 
to provide the g rea test protection to  health . Ten years ago. we 
lacked the scientific basis to evaluate the relative hazard associated 
w ith indirect additives. T oday, after investing  tens of m illions of 
dollars and m an hours, we know th a t the relative risk is sm all. I 
propose th a t we benefit from th is know ledge and restore an equitable 
balance to  our environm ental health  program . I have tried  to  suggest 
a few w ays to achieve th is objective. [The End]
p a g e  270 FOOD DRUG COSMETIC LAW JOURNAL----MAY, 196S



Report of the Fifth Session of 
the Joint FAO /W H O  Codex 

Alimentarius Commission

H E  F IF T H  S E S S IO N  of the Food and A g ricu ltu re  O rganiza-
tion ( F A Q (/W o rld  H ealth  O rgan ization  (W H O ) Codex Ali- 

m entarius Com m ission was held at FA O  H eadquarters. Rome. Italy . 
F ebruary  20 to M arch 1. 1968. T he session was attended  by about 
150 reg istran ts  m ade up of delegates and observers from  some 42 
countries and 20 international organizations, as well as other interested 
observers. The to ta l Com m ission m em bership as of the tim e of the 
m eeting  was 52 countries — 25 in the E uropean region, 2 in N orth 
A m erica. 7 in L atin  A m erica. 8 in Africa. 2 in the South W est Pacific 
and 10 in Asia.

T he session was opened in behalf of the D irectors-G eneral of 
F'AO and W H O  w ith  a w elcom ing speech by Dr. A. H. Boerm a. 
D irector-G eneral of FA O . Dr. Boerm a specially welcom ed the new 
m em bers of the Com m ission and em phasized the  im portance of the 
work of the Com m ission in help ing rem ove noil-econom ic obstacles 
to  in ternational trade. H e paid trib u te  to P ro fessor Dr. M. J. L. Dols 
of the N etherlands, the re tir in g  Chairm an of the Com m ission.

T he U nited  S ta tes D elegation consisted of 12 represen ta tives 
including Mr. George R. G range. D eputy A dm inistra tor, C onsum er 
M arketing  Service. U. S. D ep artm en t of A g ricu ltu re  (U S D A ). its 
C hairm an. Mr. G range w as assisted  by Mr. F. Robert A nderson of 
the C onsum er M arketing  Service, U SD A . and by the follow ing indus- 
trv  rep resen ta tives :

By FRANKLIN M. DEPEW
Mr. Depew Is President of The Food and Drug Law Institute, Inc.

Composition of Fifth Session
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Irv in g  A. Hoff. U. S. Cane S ugar Refiners A sso c ia tio n : 
L eonard K. L obred, N ational C anners A ssocia tion ; Jan  J. M er- 
tens. N ational C anners A sso c ia tio n ; M ichael F. M arkel. Escj.. 
W ash ing ton  A tto rn e y ; Donald M. M ounce, Campbell Soup Com 
pany: R obert G. R uark. Corn P ro du cts  C om pany; H ow ard  C. 
Spenser, D ow Chemical C o .; R. M alcolm S tephens. In s titu te  of 
S ho rten ing  and Edible O ils ; J. B ryan Stine. K raft Foods D ivi
sion of N ational D airy  P roducts C orporation ; R obert J. O lson. 
Genera! Foods Corporation.
D uring  the session the Com m ission elected Mr. J. H. V. Davies 

of the U nited  K ingdom  as Chairm an to serve from the end of the 
Fifth Session until the end of the Sixth Session. The Com m ission also 
elected P rofessor Dr. O tto  H ogl of Sw itzerland, Mr. E. M ortensen of 
D enm ark and Mr. I. H. Sm ith of A ustra lia  as V ice-C hairm en for the 
sam e term . T he Com m ission also elected the follow ing m em ber 
countries of the Com m ission to rep resen t the indicated geographical 
locations on the E xecutive C om m ittee:

F or A frica — G hana ;
F or A sia — Japan  ;
F or Europe — Poland ;
For L atin  A m erica — A rgen tina  ;
F or N orth  A m erica — U .S .A .;
F or South W est Pacific — N ew  Zealand.

T he follow ing briefly reports  the progress m ade and the  o ther 
principal actions taken by the F ifth  Session of the Com m ission.

Important Progress
A m ong the prom ising  steps taken by the Com m ission was the 

approval at step  9 o: the  Codex procedure of the standards for canned 
tom atoes, canned green beans, canned peaches, canned applesauce, 
canned sw eet corn, glucose syrup, dried glucose syrup, dex trose m ono
hydrate, dex trose anhydrose and lactose.

A pproval a t step  9 leaves only the acceptance of the stan dards by 
governm ents before the Com m ission can take the final step  of pub
lish ing them  as Codex standards. T he approval of the  first s tan dard  
at step 9 was greeted  by spontaneous applause.

A lso approved at step  9 were Codes of P ractice  for general p rin 
ciples of food hygiene and hygienic practice for canned fru it and 
vegetable products. T he  Com m ission agreed th a t these Codes were 
advisory  only bu t th a t p a rts  of these Codes, especially those dealing 
w ith  end product specifications, w ould be included in Codex stan dards
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and could then  becom e m andatory . T he Com m ission fu rth er con
cluded th a t the  s ta tu te s  of the Com m ission concern ing the protection 
of health of consumers gave it sufficient authority to continue its work 
on Codes of H ygienic P ractice, bu t sought the  legal advice of counsel 
of FA O  and W H O  as to  its au th o rity  relative to codes of practice 
generally.

T he canned fru it and vegetable stan dards include a provision th a t 
the listings of food additives are sub ject to  endorsem ent by the Codex 
Com m ittee on Food A dditives. T he C hairm an of the Com m ittee. Air. 
George R. G range of th e  U nited  S tates, explained th a t a num ber of 
countries felt there  was no technological necessity  for certain  of 
these additives bu t th a t the C om m ittee agreed in general th a t if an 
additive w ere used in one or m ore countries which are significant 
producers of the product, the additive should appear in the s tandard  
in o rder th a t it can be review ed by the Codex Com m ittee on Food 
A dditives and the  Jo in t F A O /W H O  E xp ert Com m ittee on Food A d
ditives. Mr. G range had said earlier, in connection w ith a discussion 
of flour trea tm en t agents which were objected to  by m any E uropean 
countries, that if food additives are recognized as safe by the technical 
experts there  m ust be som e give-and-take if we are to have standards. 
Those opposing their use must consider the differing food habits in the 
various countries w hich m ake it essential for some countries to  use 
these flour trea tm en t agents. H is forceful sup po rt of th is point of 
view  on both of these occasions con tribu ted  g rea tly  to the final ac
ceptance of these fru it and vegetab le stan dards at step  9. T he Com 
mission agreed that if a food additive is only “ tem porarily” endorsed 
by  the  Food A dditive C om m ittee at the tim e a com m odity standard  
w hich provides for its use is sent to governm ents for consideration , it 
w ould bear footnotes s ta tin g  “ tem porary  pending toxicological evalu
a tio n ” or “tem p orary  pending assessm ent of the to ta l food load.”

Those w ho believe in the Codex program  expect th a t the U nited 
S tates should have little  difficulty in accep ting  the stan dards approved 
by the Com m ission a t step 9. F D A  has a lready estab lished standards 
for canned tom atoes, canned green and w ax beans, canned sw eet corn 
and canned peaches and has proposed stan dards for applesauce and 
for canned g rapefru it. T he canned fru it and vegetable stan dards ap
proved by the  Com m ission are very close to  the FD A  standards. T he 
food hygiene codes of practice, w hich are guidelines ra th e r than 
standards, resem ble closely the  “good m anufac tu ring  prac tice” reg u 
lations proposed by the Food and D rug  A dm inistra tion  (F D A ). No 
stan dards have been proposed for sugars b u t it is antic ipated  th a t
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F D A  will propose such standards in the near future. If the Codex 
program  is to be successful, the  U nited  S ta tes m ust estab lish  such 
standards, for it cannot accept the Codex standards and enforce them  
here unless there  are com parable U.S. standards. If the U nited  S ta tes 
show s a w illingness to  give on som e points now, there should be a 
b e tte r chance of o ther countries g iv ing on provisions of la te r s ta n 
dards. Such action  on our part will exem plify the policy of give-and- 
take so eloquently  expressed by M r. G range a t the m eeting  and re
ported earlier.

T he audience g ran ted  by H is H oliness, Pope P aul V I, should 
operate as an incentive to  all delegations to w ork m ore effectively 
tow ard the goal of harm onization . T he Pope com m ended and en 
couraged the w ork of the Com m ission and invoked on its delibera
tions richest divine graces and favors.

General Principles
A t the th ird  session of the Com m ission the C om m ittee on G en

eral P rincip les, chaired by F rance, had recom m ended th ree  w ays of 
accep ting  a Codex stan d ard : (1) Full A cceptance; (2) A cceptance 
w ith  a D eclaration  of M ore S trin g en t or S upplem entary  R equ ire
m en ts; and (3) T a rg e t A cceptance. T hese w ere approved by the 
Com m ission at th a t tim e and have rem ained basically unchanged 
since. A t the F ifth  Session th is C om m ittee subm itted  the w ording 
of these th ree  w ays of acceptance for Com m ission review  and sug
gested  th a t it w ould be possible to  b e tte r achieve the objective of 
acceptance if a fourth  m ethod of acceptance, nam ely, “P a rtia l A c
ceptance,’’ w ere m ade available to  cover cases w here the circum stances 
peculiar to a cou n try  m ight require it to  perm it less s trin g en t prov i
sions for som e p arts  of a Codex standard . T he Com m ission adopted 
the tex ts  as recom m ended for the  first th ree  w ays of acceptance, al
though  a num ber of objections w ere m ade to A cceptance w ith  a 
D eclaration  of M ore S tringen t or S upplem entary  R equirem ents. I t  
w as pointed ou t th a t if a s tan dard  fulfilled the purposes of the Codex 
A lim entara is then  there  should be no need for m ore s trin g en t requ ire
m ents and th a t recognition of th is form ula constitu tes approval of 
differing stan dards since each cou n try  can establish s tric te r criteria  
than  those appearing  in the standards. T he th ree  Vice C hairm en of 
the Com m ission redrafted  the  tex t of the fourth  m ethod of acceptance 
to  m ake it clear th a t the “less s tr in g en t requirem ents concerned only 
m inor m a tte rs” and to  provide th a t these “m inor” deviations w ould 
have to be accepted by the  Comm ission. T he Com m ission decided 
not to  adopt the  draft a t th is tim e b u t to  ask governm ents for com 
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m ent, and  it requested  the  C om m ittee on G eneral P rincip les to 
reconsider the  proposal a fte r the  governm ent com m ents are received.

Food Labeling
T he Codex C om m ittee on Food Labeling , chaired by Canada, 

reported  on the proposed G eneral S tandard  for the L abeling  of P re 
packaged Food. T he Com m ission considered the s tan dard  and de
cided to  advance it to step 6. During the discussion questions were 
raised about the  listing  of ingred ien ts in general, and, in particular, 
the  listing  of s tandard ized  products for w hich it was suggested  an 
exception should be perm itted . T he view was expressed by some th a t 
the  declaration of ingredients w ith ou t p roportion  is m ore likely to 
confuse the  housew ife than  inform  her. Some countries queried the 
provisions of the  s tan d ard  requ iring  declaration of net con ten ts on 
the label. I t  was also suggested  th a t it w ould be helpful if labels 
should, in addition  to  the un its of m easurem ent used in the producing 
country , also show  the m easurem ent according to  the m etric system . 
Some delegates expressed  the  view  th a t the label should be dated. 
T he Com m ittee report indicated there  m ight be some foods which 
should bear an exp ira tion  date, bu t stressed  the need for sound scien
tific justification  for such a procedure. T he Com m ittee said the 
individual com m odity com m ittees should consider w hether it is neces
sa ry  th a t the labels of any  com m odity being review ed by them  for 
s tandard iza tion  be dated. T he Com m ittee has not finally se ttled  the 
question of specify ing type sizes. T he Com m ission is referring  these 
m atters  to  governm ents for com m ents and they will be discussed 
again by the C om m ittee at its nex t m eeting, a fter receip t of these 
com m ents. T he F A O  S ecretaria t reported  th a t it is p reparing  a paper 
dealing  w ith national legislation in regard  to  the  exem ption of foods 
from  ingred ien t lis ting  and th a t th is paper should be com pleted in 
tim e to  be considered by the  C om m ittee at its nex t meeting'.

Standard for Margarine
T he Com m ission spen t an entire  day discussing the  provisional 

m argarine  standard . T he s tan dard  w as exam ined section by section. 
In  view  of the divergence of opinion regard in g  a num ber of basic 
provisions of the standard , it w as decided to  keep the s tandard  at 
s tep  8, to  in stru c t the S ecre taria t to  red raft the s tandard  in the  Codex 
form at, to  send the redrafted  tex t to  governm ents for com m ents, and 
to  subm it the tex t and com m ents to  the  E xecutive C om m ittee which 
w ould decide w hether to  refer the  s tan dard  back to the Codex Com 
m ittee  on F a ts  and Oils or to  recom m end th a t the Com m ission re-
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exam ine it a t step  8 a t its nex t session. D isagreem ent on the standard  
involved use of m ilk products in m argarine, m oisture conten t, both 
m axim um  and m inim um  fat con ten t provisions, use of v itam ins and 
food additives, and the coloring and labeling  provisions. Mr. G range, 
for the U nited  S tates, po in ted  out th a t a m axim um  m oisture con ten t 
of 16r/c could operate to  discrim inate against unsalted  m argarine. H e 
also pointed out th a t the U nited  S tates w ould have to change its s tan 
dard  to  allow m arine oil if the  s tan dard  were passed to step  9, bu t 
felt th a t th is could be done.

Standard for Honey
Also considered at step  8 was the provisional s tandard  for honey 

drafted  by the C oordinating  Com m ittee for E urope. A t the fourth  
session of the Com m ission th is Com m ittee had been asked to stu dy  
the proposal th a t th is s tan dard  be w orldw ide ra th er than  regional. 
In  repo rting  on the s tan dard  the Com m ittee recom m ended th a t it be 
approved as a regional standard . T he C om m ittee fu rth er reported  
th a t it had taken  into account views of in terested  non-E uropean  
countries w ith  the  resu lt th a t differences betw een E uropean  and 
non-E uropean countries had been considerably narrow ed. T here  w as 
extensive debate as to  w hether the tex t of the s tandard  should be 
considered first or the question of w hether the s tandard  should be 
regional or w orldw ide. F rance argued th a t procedurally  the E u ro 
pean region alone had the rig h t to  vote on w hether or no t the  
s tan dard  should be regional. T his view did no t prevail b u t the Com 
m ission m em bers voted 16 to 13. w ith four abstentions, th a t the s tan 
dard  be considered as a regional one. T he regional s tandard  in its 
p resen t form w ould se t high levels for enzym e activity , p reven ting  
heat trea tm en t of honey. In  behalf of the U nited  S tates, Mr. G range 
reported  th a t 55% of random  sam ples tested  did not conform  to the 
proposed standard . H e com m ended the efforts to  secure a s tan dard  
acceptable to  all and said the U nited  S tates w ould continue to  w ork 
w ith  th e  Com m ittee to  th a t end. T he stan dard  was kept a t step  8, 
to  be sent to  governm ents for com m ents and to  be re-exam ined a t the 
next Com m ission m eeting, hav ing  in the m eantim e been referred  to 
the  C oordinating  C om m ittee for E urope for review , if the E xecutive 
Com m ittee decided th is  w as advisable. P roponen ts of m aking it a 
regional s tan dard  said it could la te r be am ended to  serve as a w orld 
w ide standard .

R egional standards such as th is w ould be barred  under a proposal 
m ade by C anada which w ould lim it regional standards to  “food p ro 
duced exclusively and consum ed m ainly w ith in  the geographic region.”
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T he Canadian delegate said regional s tan dards for com m odities which 
move in w orld trade  m igh t operate  to  restra in  trade. T he C anadian 
proposal will be sent to  governm ents for com m ents and considered a t 
the nex t session.

T he Com m ission requested  the E xecutive C om m ittee to exam ine 
the desirab ility  of in troducing  a g rea te r degree of flexibility in the 
procedure for elaboration  of standards, in particu lar, w ith  a view to 
enabling a s tandard  under consideration a t step 8 as a regional 
stan dard  to  be considered as a w orldw ide standard  at the sam e step.

Packaging Materials
A t the  request of the F o u rth  Session of the Com m ission, the 

S ecre taria t prepared  a paper on packaging m aterials, ou tlin ing  the 
sub ject. T he Com m ission noted th a t the Council o: E urope had 
established a W o rk in g  P a rty  to  deal w ith  the control of packaging 
m aterials. T he Com m ission agreed w ith the conclusions of the Codex 
Com m ittee on Food A dditives th a t before packaging m ateria ls w ere 
considered, a large am ount of prelim inary  w ork w ould have to be 
done on com piling in form ation for consideration by a Jo in t F A O / 
W H O  E x p ert C om m ittee.

T he Com m ission then exam ined the p rio rity  which should be 
given to  the consideration of the subject. Mr. G range pointed out 
th a t there  w ere m any o ther add itive problem s which are m ore u rgen t 
and recom m ended deferring  for a t least a year. In  view  of the fact 
th a t the  ex isting  E x p ert C om m ittees and the Codex C om m ittees still 
had a num ber of classes of food additives, con tam inants and pesticide 
residues w ith high p rio rity  to consider, the Comm ission decided th a t 
no action should be taken  at th is tim e, and th a t the outcom e of the 
investigations of the  W o rk in g  P a rty  of the  Council of E urope should 
be aw aited  before fu rth e r action w as taken on th is subject. T he Com 
m ission was of the opinion th a t m eanw hile the S ecre taria t of FA O  
and W H O  should collect data  on the m igration  of packaging m aterial 
com ponents in to food and on th e ir  toxicity .

Food Standards Work in 
Africa, Asia and Latin America

A t the F o u rth  Session of the Com m ission the S ecretaria t w as 
requested  to prepare a survey  of the  needs of A frican countries in 
respect of food legislation and standards. T he Com m ission was in
form ed th a t the S ecre taria t had obtained som e inform ation from  th e  
various A frican countries and  th a t a certain  am ount of data  had 
been received th ro ug h  the offices of the F A O  Regional and C ountry
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R epresen ta tives sta tioned  in Africa. T he Com m ission was also in
form ed th a t the  docum ent w hich the S ecre taria t had prepared  had 
been found useful by o ther services in FA O  whose function was to 
advise developing countries. T he Com m ission was inform ed th a t in 
the  m ain the  food legislation of these countries was based e ither on 
B ritish  or French legislation bu t som e progress had been m ade re
cen tly  in d raw ing up national food law s in some countries. T he  Com 
m ission noted th a t th is had apparen tly  stim u lated  an increase in the 
m em bership of A frican countries in the Codex A lim entarius Com 
m ission from four to eight countries and again em phasized the im 
portance of the partic ipation  of these countries in the w ork of the 
Comm ission. Such m em bership was also useful to estab lish contacts 
w ith  the  au thorities responsible in these countries for health , san i
ta ry  and o ther m atters  connected w ith  food legislation and to enable 
those au tho rities to receive useful inform ation from  FA O  and W H O  
on the activities of the Com m ission. I t was em phasized th a t m em 
bership did not involve any financial con tribu tion  additional to  th a t 
w hich countries w ere already m aking to  the R egular P ro g ram s and 
B udgets of bo th  O rganizations, and th a t participation  in the w ork 
of the Com m ission could also be carried  ou t by w ay of correspondence.

I t  was decided th a t a sim ilar survey of food standards needs in 
A sian countries should be carried out.

W ith  regard  to L a tin  A m erica, it was noted th a t A rgen tina  had 
for the last 40 years a national code and th a t a L atin  A m erican Food 
Code has also been adopted  by a num ber of the countries of th is 
region. T he A rgen tine  delegate inform ed the Com m ission th a t a new 
edition of the L atin  A m erican Food Code w ould be issued shortly . 
T he Com m ission agreed th a t in o rder to  com plete the p icture of food 
stan dard  needs in the m ain developing areas of the  w orld, an app ro 
pria te  survey should also be m ade for L atin  Am erica.

Progress on Other Standards
A lso sent ou t for com m ents at step 6 w ere the stan dards for 

canned asparagus, canned pineapples, canned Pacific salm on, edible 
fats and oils, soya bean oil, m aize oil, sesam e seed oil, safflower oil, 
lard , rendered pork fat. prem ier jus. edible tallow , w hite  sugar and 
pow dered sugar. Cocoa products and chocolate w ere re tu rned  to  the 
C om m ittee at step  4. Mr. G raham  K erm ode, in behalf of the  Secre
ta ria t, pointed ou t th a t there  w as a wide divergence of opinion 
betw een producing  countries and im porting  countries, as well as 
m anufacturers, as to  processes. H e said the proposed standards for 
cocoa products and chocolate w ere the  m ost high ly controversial
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stan dards being considered by the Com m ission. Mr. G range sta ted  
th a t the  high degree of d iversity  of chocolate products m ight m ake 
it undesirab le to  have stan dards for all of them .

T he Codex Com m ittee on Food A dditives reported  th a t a defini
tion of “food add itives’’ w ould he discussed at its next session. T he 
Codex C om m ittee on Foods for Special D ie tary  U ses reported  th a t 
it had concluded th a t its scope of activ ity  included both special foods 
for certain  categories of healthy  persons and also d ie tary  foods, the 
use of w hich w as connected w ith m orbid conditions of the hum an 
body.

Other Matters Considered
T he Com m ission was inform ed by the Sw iss delegation th a t it 

w ould be w illing  to assum e the chairm anship  of a Codex C om m ittee 
on Soups and B roths. T he significant expansion in in ternational 
trade  in soups and b ro ths w as no ted  by the Com m ission. H ow ever, 
it w as pointed out th a t there  are innum erable ingred ien ts in soups 
and th a t in som e countries there  was a preponderance of dried soups, 
w hile in o thers canned soups were the  favorites. I t  was also pointed 
out th a t new  products such as frozen soups w ere gain ing  an increased 
im portance. I t  was concluded th a t these products could no t claim  
a high position, particu larly  as they  w ere at p resen t of little  in terest 
to developing countries. Mr. Grange pointed out that the U nited  S tates 
had reservations about the advisab ility  of any standards for soups 
outside of those re la ting  to  additive and labeling requirem ents. T he 
delegation of S w itzerland undertook  to prepare a study  on the 
regula tions for soups and b ro ths in the  various countries and the 
im portance of these products in w orld trade, in conjunction w ith  the 
S ecretariat. T h is paper will be d istribu ted  to  governm ents for com 
m ent and will be review ed at the nex t session.

T he Com m ission also considered a paper prepared by the Secre
ta ria t on the  sub ject of Codex stan dards for edible ices. I t  was 
reported  th a t the  C om m ittee on M ilk and  M ilk P roducts m ay consider 
s tan dards for such products w hich contain milk ingredients at its 
nex t session. Mr. G range reported  th a t the U nited  S ta tes felt th a t no 
stan dards for these products should be elaborated a t th is tim e. T he 
Com m ission w as generally  of the  opinion th a t on the basis of informa
tion p resen tly  available to  it. in ternational trade in edible ices did 
no t appear to  be such as to  w arran t consideration of Codex standards 
for these products.

T he E uropean  Econom ic C om m unity (E E C ) reported  th a t it 
now has in force stan dards for colors and preservatives, th a t the
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stan dards for an tiox idan ts will be issued soon, th a t it is working on 
food standards for additives and m ethods of analysis, and th a t d rafts  
are being proposed for packaging m aterials and labeling of preserved 
or canned foods and dietetic foods.

Progress Made at Fifth Session
As indicated by the foregoing, while m any d istu rb ing  problem s 

w ere disclosed at th is session, it appears on the o ther hand th a t m uch 
sound influence w as b rou gh t to  bear for the achievem ent no t only 
of harm onization  bu t also reasonable regulation  as the basis for it. 
In telligence, ab ility  to  give a little  and the overrid ing  requirem ent for 
agreem ent on stan dards prevailed in m ost instances over nationalistic 
or narrow -m inded in terests. Mr. G range, his assistan t, Mr. F. R obert 
A nderson, and all the o ther m em bers of the U nited  S tates D elegation 
w orked faith fu lly  and effectively to th is  end. T hey deserve the w arm  
com m endation of A m erican industry .

T hose desiring  a m ore detailed report on th is m eeting m ay 
secure it by w riting  to :

U n ited  S ta tes FA O  Inter-A gency
Sub-C om m ittee on Codex A lim entarius 

A g ricu ltu re  M arketing  Service 
U nited  S ta tes D ep artm ent of A griculture 
W ash ing ton , D. C. 20250

[The End]

DR. GODDARD RESIGNS AS FDA CHIEF
Dr. James L. Goddard, Commissioner of the Food and Drug Adminis

tration for 28 months, resigned on May 21, 1968, effective July 1, 1968.
Dr. G oddard stated  th a t he was re tiring  for personal reasons after 

m ore than 21 years in public service, w hich had been "deeply satisfy ing.” 
H E W  Secretary  W ilbur Cohen accepted the resignation  of “one of our 
finest public servan ts . . . w ith grea t reluctance.”

Dr. Goddard, who is 45, will direct a regional office of E D P  T ech 
nology, Inc., and specialize in the use of da ta  processing and inform a
tion system s in the area of medicine.

A t press time, no successor had been announced.
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Persuade Juries, Win More Cases with Applied Psychology

ANATOMY OF A TRIAL
By Alan E. Morrill

H ere 's  sound advice to help you develop the unique quality  of "persuade- 
ability ." The quality  th a t sets some law yers apart as true  professionals. T he 
quality  th a t persuades ju ries and w ins cases.

T he au thor. A lan E. H o rrill, is a veteran trial specialist and senior 
partn er in the law firm of M orrill. K outsky. K lom ann and Chuhak. Chicago, 
lie 's  also a lec tu rer in Ju ry  T rial Practice at the John  M arshall Law School. 
H ere's help from  an experienced expert in his held who shares w ith von his 
m ethods, his secrets, his techniques th a t win cases.

He explores the trial step-bv-step  — from the voir dire exam ination to 
the opening sta tem en ts , direct exam ination , cross-exam ination , and on to  the 
closing argum ents. C onstan t em phasis is placed upon the im portance of using  
psychology in ju ry  persuasion and the exam ination of w itnesses. H y p o th e ti
cal situations pu nctua te  the tex t for added em phasis.

H e re ’s fast and fascinating reading for ti e practicing lawyer or law student. 
In fact, it 's  a m ust for anyone concerned with ju ry  persuasion. A bout 256 
pages, hardbound, gold stam ped covers. 6 j4" x c>J-T". R e a d y  in J u l y .  Price. 
$8.50 a copy.

FOR PROMPT DELIVERY 
MAIL HANDY COUPON BELOW TO
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CCH :
R u s h ........... copies of “A natom y of a T ria l"  (5265 ) at $8.50 a copy. ( Re
m ittance w ith order saves postage, handling  and billing charges.) Include 
sales tax  w here required.
Signature ........  ..........................
F i r m ..............................................................................  .......................................  ................................
A ttention  ■ ■ ■ ..........................................................................
St'. R No. ................................................
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