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REPORTS
TO THE READER

New York State Bar Association Meeting. The following papers were 
presented at the 31st Annual Meeting 
of the Food, Drug and Cosmetic Law 
Section of the New York State Bar 
Association, which was held on Janu
ary 29, 1976 in New York.

“Food Regulation: Quo Vadis?”
contains insights on many regulatory 
problems currently troubling the food 
industry. W ritten by Murray D. Sayer, 
the article analyzes the area of food 
safety from the viewpoint of both con
sumers and scientists. Mr. Sayer, As
sistant General Counsel of the General 
Foods Corporation, also touches on 
the subject of overregulation by the 
government, citing specific examples 
of confusing regulations. The article 
begins on page 188.

“Cosmetic Law—Pending Litigation” 
outlines the issues involved in three 
court cases brought by members of 
the cosmetic industry in the District 
of Columbia federal courts. W ritten 
by Stanley M. Grossmann, the article 
begins on page 198 and discusses the 
background and status of the suits. 
Mr. Grossmann is with the Legal De
partment of Pfizer Inc.

James B. Swire analyzes the device 
bill pending in Congress in his article 
beginning on page 204. A member of 
the law firm of Rogers, Hoge & Hills, 
Mr. Swire predicts the basic structure 
of the impending law, comparing dif
ferences in the House and Senate ver
sions. The article is titled “Changing 
Regulatory Patterns : New Device Legis
lation.”

Roger M. Rodwin discusses recent 
regulatory developments in drug law 
by describing the new regulatory frame
work of the FDA regarding the market
ing of human prescription drugs. “Drug 
Law—Regulatory Developments” also 
contains suggestions for new legislation

and methods of drug development. Mr. 
Rodwin, whose article begins on page 
211, is Vice-President of W inthrop 
Laboratories, Inc., a division of Ster
ling Drug, Inc.

“Food Law—International” is Julius 
G. Zimmerman’s report on internation
al food law. Beginning on page 218, 
the article covers many aspects of 
the international situation, including 
recent legislative changes, the avail
ability of text material and the Septem
ber 1975 meeting of the European Food 
Law Association. Appended to the 
presentation is a selected Bibliography 
of recent articles relevant to this topic 
appearing in the F ood D rug Cosmetic 
L aw J ournal. Mr. Zimmerman, an at
torney in New York City, is Editor of 
Foreign Law of the J ournal.Food Products Workshop. The fol
lowing papers were presented at the 
Food Products W orkshop sponsored 
by the FD L I in New York City on 
October 6—8, 1975.

Howard E. Bauman, Vice-President 
of Science and Technology in the 
Pillsbury Company, examines the FDA’s 
nutrition regulations and their effect 
on label copy and manufacturing pro
cesses. Included with the article is a 
checklist for formula and label com
pliance to be used as a guide when 
developing new foods. “Nutrition Regu
lations in Product Development” be
gins on page 232.

“Regulatory Survival K it” is I. H. 
Goldenfield’s suggested model for en
suring that manufactured products 
meet regulatory requirements. Using 
a hypothetical example, the Regula
tory Manager of Quality Assurance 
for Hunt-W esson Foods, Inc. shows 
how a company can make regulatory 
review a part of product development. 
Mr. Goldenfield’s article begins on page 
241.
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Food Regulation: Quo Vadis?
By MURRAY D. SAYER

Mr. Sayer Is Assistant General Counsel of the General Foods 
Corporation.

AN Y O N E  IN  T H E  F O O D  IN D U S T R Y  T O D A Y  m ust have feel
ings of d isqu ietude over cu rren t developm ents affecting the  in
dustry. T hese developm ents stem  not from ju s t one area, bu t from  the 

whole spectrum  of areas which im pact on the industry , including the 
consum er, scientific, legislative and regu la to ry  areas. As events de
velop from day to  day, I get the  uneasy feeling th a t all of us—not 
ju s t in du stry  itself, bu t those who rely on it and regulate  it— are 
som ew hat akin to the populations of lem m ings p reparing  for a m ass 
m igration to the  sea.

T he sea to  which we are m ig ra ting  is, of course, not a w atery  
one, bu t a sea of chaos w ith in the  context of our to tal food supply. 
It is exemplified by consum ers stru g g lin g  in a current of concern 
over the  safety and w holesom eness of their foods, by business execu
tives g rasp ing  for s traw s as the sh ifting  tides th reaten  to  engulf 
them , and by scientists, who are actually  in the lifeboat, b u t don’t 
know  which w ay to paddle to safety.

I t  is no t m y in ten t to spend tim e bay ing at the moon, which has 
little  effect o ther th an  break ing  the silence, although  I m ay end up 
doing little  m ore th an  ju s t th a t. N evertheless, I believe th a t w here 
we face problem s approaching crisis proportions, it is im portan t to 
speak of these th ings even at the cost of being refu ted by o thers  who 
m ay see the  problem s differently. Therefore. I propose to  discuss a 
few of the problem s w hich I perceive as m atters of concern to  the 
food indu stry  and to the  public which it serves. U n fo rtunate ly , I can
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not predict how  these problem s will be resolved since m y crystal ball 
has been recalled for being defective.

W ith o u t doubt, the  overrid ing  concern today  is w ith  food safety. 
M any consum ers have expressed a lack of confidence in the  food they 
eat, in the  in du stry  which processes the  food, and in th e  governm ental 
agencies charged w ith  regu la tin g  the  industry . T his lack of confidence 
is quite understandable  w hen one review s the  p le thora  of w arnings, 
recalls and delistings which have assailed consum ers over the  past 
few years. T hese include, to  m ention only a few, cranberries, botulism 
in soup and m ushroom s, m ercury in fish, cyclam ate, V io let No. 1, 
d iethy lstilbestro l, n itra tes and, m ost recently , Red No. 2. T hese con
cerns are often reinforced by m edia w hich are unaw are of the com 
plexity  of the issues and only too w illing  to  a ttrib u te  th e  situation  to 
the callousness of in du stry  and the com prom ising of the  regu la to ry  
agencies.

Present Unhappy Situation
A ny responsible m em ber of in du stry  will reject bo th  of those 

prem ises. H ow , then, do we find ourselves in the presen t unhappy 
situa tion ?  T he issue of safety is, of course, a scientific question. W ith  
m illions of dollars being  poured in to scientific research, w hy is there  
such a crisis over the  safe ty  of our food supply? T he answ ers to th is 
question are far m ore com plex than  a laym an can answ er. H ow ever, 
I w ould like to  offer a few observations on th e  issue.

F irs t of all, science and scien tists are m uch m isunderstood by the 
general public. T he public tends to  th ink  of science as a body of 
abso lu te know ledge and scien tists as persons who are all know ing 
in the  application of th a t know ledge. T he supposed proof of th is  is 
evident in the  m iracles th a t surround  us. such as in terp lan etary  re 
search. trip s to the  moon, je t planes, com puters, and so forth. Y et 
those who m ust deal w ith science and scien tists recognize th a t a g reat 
m any areas of scientific know ledge are no t only uncertain , bu t are 
often full of conflicting hypotheses and con trad ic tory  conclusions. This 
condition in the sciences does not re la te  only to food safety. As an 
exam ple, there is a cu rren t scientific crisis concerning the theories 
about the  process by which the  sun burns. T he long-held theory  of 
fission has been questioned by certain  scientific studies, and m any 
new  hypotheses are being suggested . So, food science is not th e  
only area in crisis, bu t its im pact is m uch m ore im m inent th an  our 
problem s w ith  the  sun.
FOOD REGULATION : QUO VADIS ? PAGE 189



O ne of the conundrum s involved in the science of food safety 
is th a t it is im possible to  prove th a t a food or substance is safe. W e 
can prove th a t a substance is unsafe, or nu tritiou s or has a physiologi
cal im pact on the  body. T his is established by specific positive find
ings. B ut safe ty  can be estab lished only by the negative, th a t is, the 
absence of positive results.

T he im plication of th is  is th a t safety can never be proved, no 
m atte r how m any te s ts  are run. Even if 100 tests  of all kinds are con
ducted and all the  data  are negative, all it takes to jeopardize th a t 
body of data  is te s t num ber 101 which develops some positive find
ings. A nd te s t num ber 101 m ay even involve to ta lly  new protocols or 
analyses from w hat had been previously accepted.

Red No. 2
T his can lead to a shock such as ju s t occurred with Red No. 2. 

Consider th a t situation  for a m om ent. All the safe ty  data  had been 
review ed by a special toxicological advisory com m ittee in N ovem ber 
of 1975. The committee’s tentative conclusion was that Red No. 2 was 
not a hazard. H ow ever, the com m ittee did ask for a fu rther s ta tis ti
cal review  on one of the long-term  feeding studies. On D ecem ber 28, 
1975, the  Food and D ru g  A dm inistra tion  (F D A ) Com m issioner ap
peared on a nationw ide television program  on which Red No. 2 was 
discussed. T he C om m issioner defended Red No. 2. reiving, quite 
properly, on the  scientific data  and the judgm en t of the scientific 
experts. H e called Red No. 2 “the m ost studied chemical in the  food 
supp ly” and added th a t the studies do not show carcinogenicity, 
m utagen icity  or teratogenicitv .

Y et barely  th ree weeks later. Red No. 2 was banned, w ith the 
a tten d an t shock to  consum ers, in du stry  and, probably, the scien tists 
them selves. T he basis for th is astound ing  reversal was a reanalysis 
of data  of an ex isting  study  app ly ing  different criteria  than  had been 
used before. B eing neither a sc ien tist nor in the C om m issioner’s “hot 
sea t,” I am in no w ay prepared to  second guess the  C om m issioner’s 
decision. B ut to m y laym an’s mind, it does seem to point out the 
need for scien tists to  establish some generally  accepted criteria for 
scientific studies, including the  protocols and analysis of data. This 
does not rule ou t new te s t m ethods or analytical m ethods, bu t such 
new  techniques should be studied carefully  by the scientific com 
m un ity  to  determ ine valid ity  before data  from such tests  are accepted. 
W ith o u t m ore carefully defined criteria , we are like players in a ball 
gam e w here new  rules are im posed as the  gam e progresses and the
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referees im pose penalties for th a t which was not a violation when the 
gam e started . In th is case, the penalties are im posed against the  pub
lic and the  industry .

I have one o ther observation on the scientific front. F o r a long 
tim e. I have w ondered if we are net m aking unfair dem ands on our 
scientists. On the one hand, we give them  the responsib ility  of con
ducting  scientific studies and accum ulating  m asses of data. B ut then  
we do not give them  the o p po rtun ity  to m ake a scientific judgm en t 
as to  w hether a substance or a food is safe under the  conditions of 
use. Instead  they m ust play the gam e of “pin the label on the donkey.” 
Is it a carcinogen, or isn 't it?  Is is a tera togen , or isn ’t it?  Is it a 
m utagen, or isn ’t it?

Cyclamate
F urtherm ore, they are expected to  apply these labels w ith an 

absolute certa in ty  not w arran ted  by the na tu re  of the  scientific p ro 
cess. An exam ple of th is w as dem onstrated  on the D ecem ber 28 te le
vision program  w hich I referred to earlier. In d iscussing the  issue of 
cyclam ate, which was under consideration by a scientific panel, the 
C om m issioner said he w ould reject a finding of the  panel if it con
cluded th a t there w as a 95 percen t probability  th a t cyclam ate is no t 
a carcinogen. T his would be characterized  as a “w ishy-w ashy” answer 
ra th e r th an  a clean bill of health  and, therefore, a basis for rejection. 
Yet. th is dem and for 100 percent certa in ty  is an anom aly w here th e  
given prem ise is th a t no th ing  can be proved to be abso lu tely  safe. 
It seem s to me th a t if the scien tists are expected to  determ ine whether 
our foods are safe or not, th ey  m ust be given an op po rtun ity  to  ex
press th e ir  ju dg m en t and not be required to  chase a fte r th a t elusive 
goal of abso lu te certain ty .

If food safe ty  and the  processes contro lling  it are param ount in 
the future, there are o ther issues which m ay im pact g reatly  on the  
food industry . In a recen t weekly publication, tw o separate  articles 
addressed the sub ject of governm ent overregulation . One article  re 
ported  the  leaving of Lew is E ngm an as Chairm an of the F ederal 
T rad e  Comm ission. One of E n g m an ’s ta rg e ts  du ring  his ten u re  as 
C hairm an had been overregu lation  by governm ent agencies. As he 
left office, he took the  oppo rtun ity  to  take ano ther swipe a t all levels 
of overregulation , including sta te  and local regulation.

In  ano ther report on the m eat and egg industries by a panel of 
M assachusetts In s titu te  of T echnology researchers to the  N ational 
Science F oundation , th e  charge of overregu lation  was m ore specific.
FOOD REGULATION : QUO VADIS ? PAGE 191



In addition  to charg ing  th a t overregu lation  is add ing to  product cost, 
the  rep o rt s ta ted  t h a t :

. . rigid and frequently outdated standards of identity discourage the develop
ment of new or improved products, which would extend the quality and variety 
of the national protein supply. Other standards, microbiological for example, 
increase cost to the consumer in the absence of evidence of improved product 
quality or safety caused by their enforcement.”

T he charge of overregu lation  is voiced th ro u g h o u t the  land and 
there  seem s to  be general agreem ent to the  charge by all— except the 
reg u la tin g  agencies. T he FD A  is no exception and it appears we 
can continue to  expect a vast ou tp ourin g  of new regulations. T his 
phenom enal ou tp u t of regulations has m any reasons. I w ould like 
to  discuss only a few.

Mass of Regulations
The first is the  theory  used by the  F D A  for issu ing th is m ass of 

regulations. The 1938 Federal Food, D ru g  and Cosm etic A ct contains 
tw o sections re la ting  to  the  issuance of general regulations. T hese are 
Sections 701(a) and 701(e). Section 701(a) sim ply g ran ts  au tho rity  
to  p rom ulgate regula tions for the efficient enforcem ent of the Act. 
Section 701(e), on the  o ther hand, spells ou t a com plete procedure 
which the A gency m ust follow when p rom u lgating  regulations, in
cluding publication of proposals and final regulations, opportunities 
to  com m ent and to file objections and, if desired, the righ t to a public 
hearing. F o r m any years a fter adoption of the  Act. regu la tions issued 
under Section 701(a) w ere considered to be procedural, no t su b stan 
tive, regulations. O nly regulations prom ulgated  under Section 701(e) 
were considered to be substan tive, hav ing  the  full force and effect of 
law. In  short, a violation of a Section 701(e) regulation  w as considered 
a per se v iolation of the  Act w hereas a violation of a Section 701(a) 
regulation  w as not.

T hree years ago, the F D A  announced to  the  food in du stry  th a t 
it had discovered th a t the Food, D ru g  and Cosm etic Act w as not a 
law, b u t a constitu tion . U nder th is constitu tion , the FD A  could take 
w hatever action it deem ed desirable and necessary unless such action 
was specifically p roh ib ited  by the  Act. O ne of the w ays th is policy 
w as im plem ented was by the  issuance of substan tive  regulations, 
which are not sub ject to  any  hearing  process. T he failure to  conform  
w ith  such regulations is considered a per se violation of the  Act. T rue 
to its w ord, the  A gency has since spew ed forth  regulations in un 
precedented quantity .
p a g e  192 FOOD DRUG COSMETIC LAW JOURNAL----APRIL, 1976



T he im plications of th is new -found procedure are trem endous. 
In  th e  past, w henever disagreem ents arose betw een the  F D A  and the 
in du stry  over the  labeling or com position of a product, th e  usual way 
to resolve it w as by seizure of th e  product by the FD A . Both sides 
w ould then  have to  argue  th e ir  respective positions before the  court. 
T he judge  w ould be the final arb iter. D u rin g  th e  trial, however, the 
F D A  w ould have to  estab lish  cogent and logical argum en ts as to  w hy 
the  product violated the  A ct and not m erely a regulation , unless it 
w as a Section 701(e) regulation , such as a standard . U n der the new 
procedure, all the  A gency has to  do is first issue a new regulation. 
W hen it seizes a p roduct w hich is co n tra ry  to the regulation , all it 
needs to  do is to  show  th a t th e  product does no t conform  to th e  regu
lation. O bviously, th is  procedure is m uch sim pler for the  F D A  th an  
the  old process.

A t th is tim e, the question is no t resolved as to w hether the  Agency 
can use th is new regulation-m aking .p rocess to  legislate new, su b stan 
tive provisions of law. T he issue is being litigated  w ith respect to 
one of the  new regulations, nam ely, the  P a r t 102 regulations, m ore 
generally  know n as th e  com m on or usual nam e regulations. A t th is 
tim e, the  cou rt has resolved th e  procedural argum en ts and is con
sidering  the substan tive  issue itself.

Good Manufacturing Practices
T here  is, how ever, a recen t case on a closely re lated  issue w hich, 

to  som e degree at least, has gone con trary  to  the  F D A ’s position. T he 
F D A , in th e  past, has issued a series of good m anufac tu ring  practices 
(G M P ) regu la tions which, according to  the  A gency, have the  full 
force and effect of law. R ecently , the  FD A  b rou gh t a crim inal action 
against a fishery com pany for failure to  com ply w ith th e  GM Ps. T he  
court held for th e  fishery. In  reply  to  the  F D A ’s conten tion  th a t Con
gress had m ade it a crim e to violate any regulation  duly prom ulgated  
by  th e  A gency, th e  court replied as fo llo w s:
“But Congress clearly has not chosen this course. I concluded, and I continue 
in the view, that in each criminal prosecution. . ., the government must prove 
beyond a reasonable doubt, not that the FDA regulations have been violated, 
but that the food was adulterated.”
T his case, being  crim inal in nature , is no t dispositive of th e  issue bu t 
it m u st be considered at least a tem p orary  setback for th e  F D A ’s 
new procedure.

B ut th is new  procedure is on ly  the  m echanism  by which the  
A gency hopes to  sim plify its substan tive  goals. I w ould like to  ta lk
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about som e of the F D A ’s specific objectives. The A gency has m any 
of these objectives, som e of which I do not disagree w ith and others 
to  w hich I am very  m uch opposed. I in tend to discuss only one of 
those  objectives, a critical one w hich can have a g rea t im pact, not 
only on m any of our p resen t foods, bu t also on developm ent of new 
products.

T his objective is no t contained in a single regula tion  bu t is the 
agg reg ate  of a whole series of regulations, which can be classified 
under the  b lanket descrip tion of nu tritional regulations. It represen ts, 
in m y opinion, a long-range philosophy in food control which, if u lti
m ately  successful, can only stifle new product developm ent. On their 
face, the  nu tritional regula tions establish a form at for labeling nu 
tr ien ts  on food packages, a basis for educating  consum ers on n u tr i
tion, and recom m endations for add ing  levels of n u trien ts  to specified 
foods. H ow ever, if I read them  correctly , they  represen t the  F D A ’s 
a ttem p t to  control com pletely the  am ounts and the kinds of nu trien ts  
which can be added to food, as well as the  foods to which n u trien ts  
can be added. F o r those who are no t aw are of th is im plication, T 
would like to  explore the  h isto ry  which leads to  th is conclusion.

Som etim e in 1958, I w as ta lk in g  w ith an F D A  inspector about a 
varie ty  of subjects. A t th a t tim e, he to ld me th a t, a t a recent m eeting  
w ith FD A  officials, he had been advised th a t the  A gency planned to 
pu t m ost of the  vitam in m anufactu rers ou t of business. N either he 
nor I understood w hat w as m eant by th a t and pursued it no further. 
H ow ever, over the  years, the p a tte rn  becam e clear.

Addition of Nutrients
T he first sho t cam e in 1961 w hen the F D A  seized a product 

called D ex tra  Sugar. T his w as regu lar sugar to  which the  m anufac
tu re r  had added vitam ins and m inerals. T he F D A  charged in court 
th a t the sugar was m isbranded since, by the addition of nu trien ts , the  
m anufactu rer w as rep resen ting  to  th e  public th a t they  w ere deficient in 
nu trients, and th a t such represen ta tion  w as false because the  public 
w as not deficient in nu trien ts . T he  court gave th e  A gency sho rt shrift 
and th rew  out the case w ith the  follow ing ob servations:

“The basic flaw in the Government’s case against the product is that it is 
seeking, under the guise of misbranding charges, to prohibit the sale of a food 
in the marketplace simply because it is not in sympathy with its use. But the 
Government’s position is clearly untenable. The provisions of the Federal Food, 
Drug and Cosmetic Act did not vest in the Food and Drug Administration or 
any other federal agency the power to determine what foods should be included 
in the American diet; this is the function of the marketplace. Under Secton 403
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of the Act, Congress expressly limited the Government’s powers of seizure to 
those products which are falsely or deceptively labeled. As the Supreme Court 
aptly stated in rejecting a similar attem pt to overreach the authority granted 
by the Federal Food, Drug and Cosmetic Act:

“ ‘In our anxiety to effectuate the congressional purpose of protecting the 
public, we must take care not to extend the scope of the statute beyond the 
point where Congress indicated it would stop. United States v. 62 Cases, etc., 
340 U. S. 593, 600 (1951).” ’

N ot at all deterred, the  F D A  took a new  tack. In  1966, it pu b 
lished a proposed revision of th e  special d ie tary  food regulations. 
Incorpo rated  w ith in  the  fram ew ork of these regulations was a p ro 
posal to estab lish  stan dards of fortification for a few specified foods. 
T hen  th ere  w as a little  hooker th ro w n  in. T he addition of n u trien ts  
to  foods o ther th an  those provided for in the stan dards of fortification 
was prohibited . T hese regula tions w ent to  a hearing  in 1968. T h is 
hearing  lasted  un til 1970.

Nutritional Regulations
B ut even as these hearings g round  on, th ere  w as a new  develop

m ent on the  scene. T he W h ite  H ouse Conference, which was held in 
D ecem ber of 1969, discovered m alnu trition  in the U nited  S tates. T h is 
w as seem ingly con trary  to  the  F D A ’s previous position. H ow ever, 
tak in g  its lead from  the  Conference, the F D A  did an about-face. I t 
never republished its nu trition al standards. Instead , it began to  is
sue a series of regula tions and proposals regard ing  nu trition , includ
ing the nu tritional labeling regulations, nu tritional guidelines and 
general principles on nu trition  fortification. W hen one looks closely at 
th is m aze of regulations, one sees the little  hooker which was th row n 
in. T his tim e, the  hooker does no t p roh ib it the  addition of nu trien ts . 
W h a t it does do is provide th a t if any product contains added nu
tr ien ts  and th a t product is no t in the  selected categories of p roducts 
exem pted by the FD A , the  product m ust bear the  follow ing s ta te 
m en t: “T he addition  of n u trien ts  to th is  p roduct has been determ ined 
by the U. S. G overnm ent to  be unnecessary  and inapp ropria te  and 
does not increase the d ie tary  value of the food.” O bviously, th e  p u r
pose of such a s ta tem en t is to  discourage a m anufactu rer from  add ing 
n u trien ts  to any  food except as approved by the  FDA.

T his a ttem p t to  control added n u trien ts  in food m ust also be 
viewed w ith in  the  con tex t of a web of o ther nu tritional regulations, 
som e of which seem inconsisten t and o thers which seem m erely 
incom prehensible. T hese include, for exam ple, th e  nu tritional label
ing  regulations, the im itation  regulations, the  nu trition al quality
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guideline regulations, the com m on or usual nam e regulations, the  
d ie tary  supplem ent regulations, the  am ino acid regulations and  the 
serv ing  size regulations. A nyone who has tried  to  correlate even a 
few of these regula tions know s w h at a m aze they  represent.

Frozen Heat-and-Serve Dinners
Since these regula tions will have a m ajor im pact in the develop

m ent of new  products, it m ight be in terestin g  to develop a new 
product and see w hat problem s occur. Suppose a com pany w an ts to 
m ake a frozen heat-and-serve dinner in w hich th e  protein  com ponent 
is a slice of p lan t p rotein  product w hich tastes  like ham  and which 
is m ade from  soy, w heat and egg w hites. The syn thetic  ham  slice 
contains five gram s of p rotein  hav ing a p rotein  efficiency ratio  (P E R  ) 
of 80 percen t of casein. U nder the form ula established in the  n u tr i
tional labeling regulations, th is w ould supply less th an  ten percent 
of th e  recom m ended daily allow ance (R D A ) of protein. B ut the 
nu tritional labeling regu lations also require th a t a product m ust sup
ply ten  percen t of the  R D A  in order to  be considered a significant 
source of protein. T he im itation  regulations also govern th is product 
b u t th ey  only require th a t, to  avoid being called im itation  ham . the 
product m ust be equal in nu trition  to  ham. B ut a look at the  p lant 
p ro te in  regulation  show s entirely  different criteria. T his regulation  
requires th a t th e  syn thetic  ham  slice m ust have a P E R  of a t least 
108 percent of casein plus specified levels of vitam ins and m inerals 
n o t necessarily  related  to  the  n u trien ts  in ham.

To m eet these criteria, the  com pany’s corporate research people 
devise a solution. T hey  propose to  add the v itam ins and minerals 
necessary to  increase the  P E R  to 108 percent of casein bv adding 
lysine, an am ino acid. T his will also enable the product to supply ten 
percen t of the RD A  of p rotein  and m ake it not nu trition ally  inferior to  
ham . B ut there  is a food additive regulation  govern ing  am ino acids, 
w hich proh ib its the addition of lysine or any am ino acid to  food unless 
th e  product contains at least 6.5 gram s of protein. T he syn thetic  ham  
slice only has 5 gram s. So, the  researchers suggest p u ttin g  another 
gram  and a half of protein in the product so that the lysine can be added.

Now  the com pany is ready to  add m ashed po tatoes and broccoli 
to  com plete the  frozen heat-and-serve dinner. B u t there is only 
one problem . T here  is a nu tritional quality  guideline regulation  gov
ern ing  frozen heat-and-serve dinners, which has an entirely  different 
set of nu tritional criteria  which the  proposed product does not meet.
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F urtherm ore, th is  regulation  requires a calcium -to-phosphorus ratio  
of one-to-one. M ore tink erin g  is done by corporate research and finally 
all the criteria  are  met.

Now the  com pany is ready w ith its frozen heat-and-serve dinner, 
except th a t the frozen heat-and-serve d inner regulation  requires th a t 
the  protein  source be derived from  m eat, poultry , fish, cheese or eggs. 
S yn thetic  protein  sources are no t allowed in frozen heat-and-serve 
dinners. T he com pany could m arket the product if it calls it an “ Im ita 
tion Frozen F leat-and-Serve D inner w ith  Im itation  H am ."

Is th is  overregu lation  ? W hile the above exam ple is a bit tongue- 
in-cheek, it is not as farfetched as it m ight seem. T he F D A ’s approach 
rem inds me of the Greek legend of P ro cru stes  who would force his 
victim s to fit exactly  on an iron bed. If they were too short, he w ould 
stre tch  them . If they  were too long, he w ould cut off th e ir  feet. I t 
seem s to me th a t the FD A  is fashioning a new P rocrustean  bed to 
which all new products m ust be forced to fit.

I have a ttem p ted  to  deal with a couple of significant issues affecting 
regulation  of the food industry . If m y analysis is even partly  valid 
and if we continue down these roads, I foresee m any problem s ahead, 
not only for the food industry but also for the consumers and the FD A . 
As I m entioned earlier, m y crystal ball has been recalled so I cannot 
really  predict w here we are going. T can only ask : “ Quo V ad is? ’’

[T he  E nd]

FROZEN DINNER AND SEAFOOD COCKTAIL 
RULES HELD VALID

Regulations for the common or usual names of seafood cocktail 
and frozen heat-and-serve dinners were upheld by a federal court 
against the challenge that the Food and Drug Administration (FDA) 
had exceeded its rule-making authority. The regulations were properly 
promulgated through the FDA's general rule-making powers, the court 
stated, for the purpose of informing consumers about the composition 
of food. Formal rule-making procedures did not have to be followed 
because the rules in question did not set definitions and mandatory in
gredients but set only mandatory categories of ingredients for inclusion 
in certain foods. The requirement that seafood cocktail be labeled to 
state the percentage of seafood ingredients was valid because such in
formation must be disclosed to prevent a food label from being mis
leading, the court stated. American Frozen Food Institute v. Mathews.

CCH F ood D rug Cosmetic L aw R eporter, U 38,055
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Cosmetic Law—Pending Litigation
By STANLEY M. GROSSMANN

Mr. Grossmann Is With the Legal Department of Pfizer Inc.

TH E R E  A R E  T H R E E  A C T IO N S  pending  in the  D istric t of 
C olum bia federal courts w hich have in com m on th e  fact th a t the 
respective petitioners in each proceeding are challenging new  Food 

and D rug  A dm in istra tion  (F D A ) regu la to ry  requirem ents applicable 
to the  labeling  of cosm etic products. T his p resen ta tion  is a brief 
review  of th e  background and s ta tu s  of these suits, which a re :

(1) Almay and Clinique Laboratories v. FDA et al.,1 which 
deals w ith th e  so-called “hypoallergen ic” regula tions prom ul
gated  by the  Food and D ru g  C om m issioner las t y ear;

(2) Independent Cosmetic Manufacturers and Distributors 
(ICM AD ) v. FDA et al.,2 w hich rela tes to  th e  F D A ’s final cos
m etic ingred ien t labeling req u irem en ts ; and

(3) Cosmetic, Toiletry and Fragrance Association (C TFA) v. 
FDA et al.,2 which concerns new FD A  requirem ents for the  
labeling of cosm etic frag rance products packaged in self-pres
surized containers.
In  the Almay suit, p lain tiffs challenge the  valid ity  of an FD A  

order, published as final in the Federal Register of Jun e  6, 1975, reg 
u la tin g  the  use in cosm etic labeling of w ords, such as “hypoallergenic” 
and “a lle rgy-tested .” T he F D A  C om m issioner found such te rm s to 
im pliedly represen t to consum ers th a t the  product so labeled is safer 
th an  o ther sim ilar-use type products because it will cause fewer 
adverse skin reactions.

T he F D A  regulation  provides th a t a cosm etic m ay be designated 
in its labeling by the  term  “hypoallergen ic” (o r by  related  claim s)

1 District Court Civil Action No. 75- 3 District Court Civil Action No. 75-1135 _ 1715.
2 Circuit Court Action No. 75-1845.
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if it has been show n by  scientific studies conducted w ith  the product 
th a t th e  relative frequency of adverse reactions (defined as any 
epiderm al reactions) in hum an te s t sub jects is significantly less than  
the  relative frequency of such reactions in reference products. R efer
ence products are defined as e ith e r:

(a) each of any num ber of sim ilar-use com petitive products 
in  the  sam e cosm etic p rod uct category, which represen t a com 
bined m arket sale of a t least ten  percent of the  sim ilar usage 
cosm etic m a rk e t; or

(b) w here th e  relevant m arket data  are no t available, at 
least tw o sim ilar-use com petitive products selected a t random  
which by trad e  nam e or b rand  designation constitu te  a t least 
ten  percen t of the  to ta l num ber of nationally  d istribu ted  sim ilar- 
use products.

U nder the  regu la to ry  schem e, a tw o-year te s tin g  period w ould be 
allow ed for ex isting  products. All of the  m anu fac tu re r’s te s t records 
developed p u rsu an t to  the  regu la tion  w ould have to  be subm itted  
to  the  F D A  prio r to  use of th e  claim. T he A gency w ould m ake such 
records available to  the  public. There is no specific requirem ent for 
F D A  review  and approval of the records and te s t results. Once a 
product has been show n to cause significantly  few er adverse reac
tions th an  ten  percent of its  com petitive products, it m ay continue 
to  be labeled as “hypoallergen ic” for a period of five years. Thus, 
it need no t be re tested  im m ediately upon the occurrence of changes 
in the form ulations or m arket shares of reference products.

Explanatory Statement
In addition, the  regula tion  requires th a t the  exp lanatory  s ta te 

m ent, “ Less likely to  cause adverse reactions than som e competing 
p rod uc ts,” m ust appear once— and, in certain  cases, tw ice— in eaqh 
artic le  of labeling. A ccord ing to  the FD A , th is la tte r  provision was 
developed in response to  a F ederal T rade Com m ission com m ent 
th a t th ere  is a need for the  consum er to be cautioned th a t th e  term  
“hypoallergen ic” does not gu aran tee  an absence of adverse reaction.

In  p rom u lgating  th is regulation , the Com m issioner relied on 
the s ta tu to ry  au th o rity  of bo th  Section 602(a) of the  F ederal Food. 
D rug  and Cosm etic A ct (w hich declares a cosm etic m isbranded if its 
labeling  is false or m islead ing in any particu lar) and Section 201 (n) 
(w hich sup po rts th e  proposition  th a t labeling can be m isleading 
by reason of its failure to reveal m aterial facts).
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T he regulation  is issued p u rsu an t to  Section 701(a) of th e  A ct 
and  is declared to  have the  force and effect of law. T his conclusion 
is challenged by th e  plaintiffs. P laintiffs also argue th a t the  ad
m in istra tive  record  certified to  the C ourt does no t sustain  the  Com 
m issioner’s definition and application of th e  te rm  “hypoallergen ic” 
and re la ted  term s, his finding th a t the  prescribed te s t m ethod is 
feasible and necessary  for com pliance, and the  requirem ent to subm it 
te s t da ta  to  the  FD A , I t is fu rth er asserted  th a t, in any event, the 
Com m issioner has no s ta tu to ry  au th o rity  to  require the p rem arket 
subm ission of te s t da ta  for cosm etics and th a t  neither Sections 
701(a), 602(a) nor 201 (n) p u rp o rt to confer th a t au thority .

In  the  course of th is  litigation  up to the  present, bo th  sides 
have filed m otions for sum m ary  judgm ent.

I t  appears th a t the  central con troversy  betw een the parties is 
th a t the  C om m issioner has concluded from  the  record th a t hypo
allergenic cosm etic claim s should be supported  by te s tin g  on a com 
parative  basis, w hereas plain tiffs contend th a t th e  com plete record 
will support te s tin g  against certain  objective standards. T hey  argue 
th a t the la tte r  is a m ore scientifically acceptable procedure, sufficient 
for public protection , and th a t the  C om m issioner has acted arb itrarily  
and capriciously by im posing the  com parative te s tin g  scheme.

No date has been set for oral argum ent. T he case is before 
Judge John  Sirica.

IC M A D  Suit
T he ICM AD  su it is pending before the D istric t of Colum bia 

C ircuit C ourt of Appeals. In  a petition  for review , the  Court is asked 
to  vacate th e  final o rder of th e  C om m issioner of Food and D rugs 
re la ting  to  cosm etic ingred ien t labeling, and to  rem and th e  m atte r 
to  th e  F D A  for fu rth er adm inistra tive  hearings. An earlier move 
by  the  petition er to ob tain  a s tay  of th e  regu la to ry  effective dates 
(cosm etic labeling ordered after M ay 31, 1976 and cosm etic products 
labeled a fte r N ovem ber 30, 1976 m ust be in com pliance w ith  the  
regula tions) w as denied by the C ircuit Court. A separate  declaratory  
ju dg m en t action which ICM AD brou gh t in  the  D istric t of Colum bia 
D istric t C ourt w as dism issed on grounds of lack of ju risd iction . An 
appeal from th is dism issal is also pending before the  C ircuit Court.

The 1966 F a ir P ackag ing  and L abeling  A ct ( F P L A )4 vests 
au th o rity  in the  S ecretary  of H ealth , E ducation  and W elfare (and *

* IS U. S. C. Sec. 1451 ct scq.
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by delegation, in the F D A  Com m issioner) to  prom ulgate  certain  
regulations w ith respect to any consum er com m odity which is a 
cosm etic, as well as com m odities which are foods, drugs or devices. 
T he s ta tu te  m andates th a t inform ation, such as q u an tity  s ta tem en ts 
and  product id en tity  sta tem en ts, shall appear on packages of these 
com m odities. In  addition , the  s ta tu te  gives to the  S ecretary  dis
cretionary  au th o rity  to require th a t the  label on each package of a 
consum er com m odity shall bear the  com m on or usual nam es of the  
ingredients, listed in order of decreasing predom inance, w henever 
the S ecretary  determ ines such regulations “are necessary to prevent 
the  deception of consum ers or to facilita te  value com parisons.”5

An exception is m ade th a t trade  secrets cannot be required to  be 
divulged. In  p rom u lgating  regulations under the F P L A , the S ecretary  
m ust follow the  procedures of Section 701(e) of the Federal Food, 
D ru g  and Cosm etic Act.

In  reliance upon his au th o rity  under the F P L A , the  Com m is
sioner, in 1973, proposed regulations which would, in effect, require 
package listing  of all cosm etic ingredients except flavors and fra 
grances. C ertain lim ited objections to  the  proposed regulations were 
filed w ith in  the  s ta tu to ry  30-day com m ent period. T hese ob jections 
w ere filed by parties o ther than  petitioner. L a te r in the  year, final 
regu la tions w ere prom ulgated , except for a s tay  as to  those p ro 
visions to  which ob jections w ere filed. T he ob jections were w ithdraw n 
when, in M arch of 1975, the  Com m issioner issued an o rder am ending 
the basic ingred ien t labeling regulations.

Array of Alternative Methods
The am endm ents, issued for the  m ost pa rt as final regulations, 

provided an a rray  of a lternative  m ethods of declaring ingredients, 
and exem ptions from  the  1973 requirem ents. I t  w as to th is order 
th a t petitioner filed its own objections and request for hearing, the 
denial of w hich is now being challenged.

W ith  such a background, it is a t best unclear th a t in the petition  
for review  action the  C ourt will resolve fundam ental issues such 
as w hether p rom ulgation  of a single regulation  requ iring  all cos
m etic packages to  list ingred ien ts w as w ith in  the  s ta tu to ry  authority. 
That is, should it have been necessary for the C om m issioner to m ake 
separate  determ inations for each type of cosm etic p rod uct to the 
effect th a t  th e  lis tin g  of ingredients is needed to  preven t deception

M l U. S. C. Sec. 1454(c)(3).
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of consum ers or to facilitate value com parisons? Also, to  w hat 
ex ten t can the determ ination  th a t cosm etic ingred ien t labeling  is 
necessary to  p reven t deception or to facilitate value com parisons 
be show n to be supported  by evidence of record?

T he C om m issioner’s view s pertinen t to th is po in t w ere set forth  
in the pream ble to  his O ctober 17, 1973 order, portions of which I 
quote w ith ou t fu rth er co m m en t:

“ (T)he Commissioner concludes that all cosmetics are appropriately considered a 
single commodity: However, even if the term ‘cosmetic’ is considered to encompass 
several separable cosmetic ‘commodities,’ nevertheless the Commissioner concludes that 
ingredient labeling is needed for all such commodities and that a comprehensive 
order governing all such commodities in this respect is most efficient.

“Ingredient labeling can be meaningful in preventing consumer deception by 
precluding product claims that are unreasonable in relation to the ingredients present 
and by providing consumers with additional information that can contribute to a 
knowledgeable judgment regarding the reasonableness of the price of the product. 
Furthermore, while ingredient identity may not be the sole determinant of a product’s 
value to a consumer, it is one important criterion of a product’s value in comparison 
to others. The presence of a substance to which a consumer is allergic or sensitive, 
for example, may render the product worthless to that consumer.”

In the CTFA  suit, p lain tiff challenges yet ano ther set of FD A  
cosm etic labeling regulations. On M arch 3, 1975, the  C om m issioner 
issued final regu la tions which, with lim ited exceptions, w ould require 
the  follow ing w arn ings to appear on the  labels of m ost self-pres
surized “aeroso l” co sm etics :
“ Warning—Use only as directed. Intentional misuse by deliberately concentrating and 
inhaling the contents can be harmful or fatal.”
“ Warning—Avoid spraying in eyes. Contents under pressure. Do not puncture or 
incinerate. Do not store at temperature above 120°F. Keep out of reach of children.”

Warnings
Both w arn ings are expressly required to appear on the  labels 

of cosm etic products. T herefore, p u rsu an t to  the  definition of “ label” 
in Section 201 (k) of the  F ederal Food, D ru g  and Cosm etic Act, these 
w arn ings m ust be placed on the im m ediate product con tainer as well 
as on any o u te r retail w rapper or package.

P lain tiff challenges these w arn ing  requirem ents solely as they  
apply to  aerosolized fragrance products and, in particu lar, to those 
m arketed  in containers of four ounces net w eigh t o r less. P lain tiff 
first contends th a t the regula tions are a rb itra ry  and capricious in
sofar as they are m ade applicable to those sm all aerosolized fragrance 
products. Secondly, plain tiff asserts  th a t the Com m issioner exceeded 
his s ta tu to ry  au th o rity  by  requ iring  th a t w arn ings m ust appear on
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the “labels,” ra th e r th an  on the  “ labeling ,” of aerosolized cosmetics. 
I t is noted as significant th a t in the one place of the  A ct— Section 
502, which governs m isbranded drugs— w here C ongress specifically 
addressed the placem ent of p roduct w arnings, it designated those 
w arn ings for labeling. I t should be fu rther noted th a t the  cosm etic 
sections of the  A ct do no t contain a sim ilar provision w ith respect 
to cosm etic w arnings. T he p resen t regula tions w ere issued as binding, 
substan tive  rules, pu rsu an t to Section 701(a) of the  A ct and in reliance 
upon Sections 602(a) and 201 (n) as authority . In teresting ly , Section 
602(a) declares a cosm etic m isbranded if its labeling is false or m is
lead ing  in any particular. T h is is in con trast to Section 602(b), which 
requires specific in form ation to appear on the cosm etic label. In re
sponse to  th is point of s ta tu to ry  in terp re ta tion , the governm ent refers 
to  Section 201 (m ) of the A ct which defines the term  “labeling” to  
include “all labels and  o ther w ritten , prin ted , or g raph ic m atte r
(1) upon any article  or any of its con tainers or (2) accom panying 
such artic le .” T hus, it is argued, since “labeling” includes “ labels,” 
Section 602(a) p roh ib its false and m isleading labels.

T hese and o ther po in ts of con troversy  w ere the sub ject of oral 
a rgum ent on cross m otions for sum m ary judgm ent a t a hearing  
before Judge Charles R ichey on Jan u ary  12, 1976. Judge R ichey 
ordered the parties to  file w ith in a week proposed findings of fact, 
a fte r which he is expected to rule on the m otions. [ T h e  E n d ]

NUTRITIONAL LABELING FOR SOFT DRINKS 
DELAYED ONE YEAR

The date by which soft drink labeling must comply with new 
requirements as to declaration of nutritional values has been postponed 
for one year by the Food and Drug Administration (F D A ) . The Na
tional Soft Drink Association had requested a stay of the effective date 
pending resolution of all matters concerning soft drink labeling. The 
F D A  judged that a one-vear extension would allow soft drink manu
facturers to coordinate label changes and possibly avoid unnecessary 
labeling expenses that would ultimately be passed on to consumers. 
The regulation is now applicable to all labeling manufactured after 
October 31, 1976 and for all products initially introduced into inter
state commerce after December 31, 1977. The effective date for labeling 
changes required by the identity standard for soda water has also been 
extended to remain consistent with the other labeling rules.

C C H  F ood Drug Cosmetic L aw Reporter, ft 41,599, 41,602
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Changing Regulatory Patterns: 
New Device Legislation

By JAMES B. SWIRE

Mr. Swire Is a Member of the Law Firm of Rogers, Hoge & Hills.

AM E R IC A ’S F IR S T  N A T IO N A L  F O O D  A N D  D R U G  L A W  
w as not enacted un til 1906. Since then, our food and d rug  law s 
have changed slow ly and only after careful deliberation. A fter 1906, 

32 years passed before m ajo r revisions w ere accom plished in 1938. 
T hen, an additional 24 years passed before the  1962 am endm ents 
w ere enacted.

W ere th is deliberate process to continue, in decreasing eight- 
year cycles, we should have to w ait 16 years— or until 1978—before 
m ajor new legislation becom es law. B ut the  p resen t C ongress ap
paren tly  does not possess so fine a sense of historical rhythm . On 
Jan u ary  21, 1976, the  full In te rs ta te  and F oreign Com m erce Com 
m ittee of the  H ouse of R epresen tatives took a m ajestic 26 m inutes 
to approve all 116 pages of H. R. 11124, the Medical Device A m end
m ents A ct of 1976. A ccording to  curren t th inking, the bill should 
get to the floor of the  H ouse and be passed w ith in six weeks.

Since the Senate passed S. 510, its version of the M edical 
Device A m endm ents Act, in A pril of 1974 by a vote of 88-5, we may 
expect a new  law to em erge from conference and to be signed by 
the  P residen t th is spring.

H istorically , th is  new  law  m ay be a bit p rem atu re  and m ay be 
born  w ith som e congenital defects th a t will cause problem s in the 
future. B ut I can assure you th a t, unlike m ost babies, th is one will 
have a full set of tee th  a t b irth . As w ith m ost children, th is new 
law will require a g rea t deal of close a ttention .

W e are go ing to have to pay a tten tion  because ex isting  m edical 
devices are num erous and varied in th e ir uses and the  developm ent
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of new and innovative m edical devices is proceeding rapidly. T hus, a 
g reat num ber of ex isting  clients will be affected by th is law. M any 
com panies— if no t whole industries— will be b rou gh t in to contact 
w ith the  F ederal Food, D rug  and Cosm etic A ct and w ith the Food 
and D rug  A dm inistra tion  (F D A ) for the  first time.

Growing Awareness
I th ink  th is new  law will also be significant for ano ther reason. 

T here  is a g row ing  aw areness am ong m any segm ents of our society 
that the present 1938 Act, as amended in 1962, requires m ajor revisions. 
F o r exam ple, a w ell-know n d ru g  in du stry  figure recently  s ta te d :

“I have found two major areas of agreement between F D A  and those who believe 
F D A  is stifling drug development. First, the cost of drug development has indeed 
increased. No one can argue that it does not cost drug manufacturers money to comply 
with higher regulatory standards. . . .

“I  also agree that the time needed to develop a new drug has increased. . . 
I agree it is desirable to reduce the time needed for drug development to an absolute 
minimum.. . .”J

T he speaker was not a rep resen ta tive  of the  Pharm aceutical M anu
facturers A ssociation. I t  was Dr. A lexander Schm idt, Com m issioner 
of th e  FD A .

W h at Dr. Schm idt and others have recognized is th a t the basic 
form at of the curren t d rug  law  m ay have to  be revised. T he concept 
of “old d ru g s” hav ing no controls and “new d ru g s” hav ing  to ta l 
controls is too rigid, p rov id ing  too little  supervision over the  “o ld” 
and too much supervision over the  “new .” A nd the concept of “ in 
d iv idual” or “personal” approvals and righ ts in new drug  application 
(N D A ) situations is also being questioned by som e as too inflexible.

T he fact of the  m atte r is th a t the trend  of regulation  is already 
aw ay from  these  types of controls. T he tren d  is tow ard  across-the- 
board rules and re g u la tio n s :

(1) good m anu fac tu ring  practices (G M P s) w hich have the 
force of law  for ev e ry o n e ;

(2) the  d rug  efficacy stu dy  im plem entation  review  under 
which th e  F D A  and th e  N ational A cadem y of Sciences-N ational 
Research Council established panels by therapeu tic  classes to  
evaluate effectiveness;

(3) over-the-coun ter (O T C ) drug  m onographs which are 
se ttin g  stan dards for classes of d ru g s ; and

1'Schmidt, Alexander M., “Toward Consumer, pp. 27, 28 (Dec. 1975-Jan. 
More Effective Drug Regulation,” F D A  1976).
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(4) abbrev iated  new d rug  applications so th a t expensive, 
time consuming and unnecessary clinical testing need not be duplicated.
T hese trends, w hich reflect a basic d issatisfaction  w ith  the  current 

drug law, have been considered in th e  p reparation  of the  medical 
device bills now before the  Congress. As a resu lt, the  new  device 
law  will be significantly  different in form at from  the d rug  law  w hich 
we have lived w ith  since 1938. D epending on our first few years of 
experience w ith  th e  device law, we m ay well see ano th er m ajor 
revision in the  law, th is  tim e in the basic d rug  law.

Basic Format
So it is im p o rtan t th a t we understand  the s tru c tu re  of the 

im pending device law. Recognize, of course, th a t it is not yet law 
and th a t there  are differences— som e significant—betw een the  Senate 
and the  H ouse versions. B u t the  tw o bills are close enough in th e ir 
m ajo r aspects to enable us to predict w hat the basic form at will be.

A t the  ou tset, w hat is a device? T he definition in both bills is 
basically  the same. “D evice” m e a n s :
“. . .  an instrument, apparatus, implement, machine, contrivance, implant, in vitro 
reagent, or other similar or related article, including any component, part, or acces
sory which is —

(1) recognized in the Official National Formulary, or the United States 
Pharmacopoeia, or any supplement to them,

(2) intended for use in the diagnosis of disease or other conditions, or in the 
cure, mitigation, treatment, or prevention of disease, in man or other animals, or

(3) intended to affect the structure or any function of the body of man or 
other animals, and

which does not achieve any of its principal intended purposes through chemical 
action within or on the body of man or other animals and which is not 
dependent upon being metabolized for the achievement of any of its principal 
intended purposes.”

As you will recognize, it is the  last clause, perta in in g  to chem ical 
and m etabolic action which is significantly  different from  the  defini
tion in the cu rren t law.

A ssum ing  a  p roduct is a device, there  are then  th ree  basic reg 
u la to ry  categories w hich m ay apply. F irs t, if th ere  is sufficient in 
form ation to  assure  effectiveness and to  assure th a t there is no 
unreasonable risk  of illness or in ju ry , the device is sub ject only 
to  certain  general controls. T hose controls include the  adu ltera tion  
and m isbrand ing  sections of the  law , as well as requirem ents for 
reg istra tion  of producers, record-keeping requirem ents and GM Ps. 
I t  is apparen t, then , th a t even a m anu fac tu rer who has a device which 
is recognized as safe and effective is still going to  be affected by
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th is  law, for it will be required  to  reg ister and to com ply w ith device 
G M Ps, along w ith o ther requirem ents.

A t th e  ou tset, we m ay expect some con troversy  over the  m eaning 
of th e  phrase “sufficient in form ation to  assure . . . th a t there  is no 
unreasonable risk of illness or in ju ry .” T h a t language appears in the 
Senate bill. T he language in the  H ouse version— “does no t p resen t 
a po ten tial unreasonable risk of illness or in ju ry ”— is sim ilarly  
am biguous. T he explication of e ither phrase will be crucial to  the 
developm ent of the  new law. An undu ly  restric tive  in te rp re ta tion  will 
m ean th a t th is  law  represents no g rea t departu re  from  the  often u n 
necessarily  rigid controls in existing  practice. A com m on sense in te r
p re ta tion  will enable innovation to  continue w ith concom itant p ro 
tection  to  the public.

Standard-Making Procedures
T he second category  of devices is a b it fuzzier to define. In 

essence, if you have in form ation of the  type required  in the first 
category, bu t still need perform ance stan dards “to  assure effective
ness or to  reduce or elim inate unreasonable risk of in ju ry ,” then 
stan dard -m ak in g  procedures will be im plem ented and, u ltim ately , 
the  device will have to conform  to the final standards. T his category  
represen ts a substan tia l and im p ortan t departure  from  the  p resen t 
d rug  law.

Finally , w here there is insufficient in form ation to  assure effec
tiveness or to assure th a t the  device will no t cause unreasonable risk 
of in ju ry , and standards are not appropria te  to  reduce or elim inate 
the  risk, then  premarket scientific review  is required. Here, too, the  
language of the tw o bills varies som ew hat. In  e ither version, how ever, 
the  m ost likely area of con troversy  will arise from dispu tes over 
w hether stan dards could be devised which would be appropria te  to  
assure safety and effectiveness. T his p rem ark et review  category  is 
closely akin to the new drug  application (N D A ) procedure. And, 
as in the  N D A  situation , both bills provide for exem ptions for in
vestigational use.

C learly, if we are to  m ake strides aw ay from the expensive and 
tim e-consum ing aspects of cu rren t N D A s, then  the  a ttitu d e  of the  
FD A , consisten t w ith its responsibilities to  the  public, m ust favor 
the  use of general s tan dard  se ttin g  over the  prem arket clearance of 
individual products. F u rth er, it is clear th a t, if such a goal is to be 
reached, m ore flexible approaches to  product developm ent m ust be
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devised for those  devices which fall w ith in  th is category  of pre
m arket review.

Adequate Scientific Evidence
In  th is last connection, I have som e good new s and som e bad 

news. F irs t the  bad news. T he Senate bill w ould require a device 
sub ject to  p rem arket review  to prove its  effectiveness by “adequate 
scientific evidence,” defined as:
“. . .  evidence consisting of sufficient well-controlled investigations, including clinical 
investigations where appropriate, by experts qualified by scientific training and 
experience to evaluate the effectiveness of the device involved, on the basis of which 
it could fairly and responsibly be concluded by such experts that the device will have 
the effect it purports or is represented to have under the conditions of use prescribed, 
recommended, or suggested in the labeling or proposed labeling thereof.”

Such a provision is uncom fortably  close to  th e  definition of “su b stan 
tial evidence” in th e  cu rren t Federal Food, D ru g  and Cosm etic A ct, 
a definition w hich has been a very  restric tive  one. T he good new s 
is th a t  even the Senate bill contains th is qualify ing language: “unless 
the Secretary determ ines th a t o ther valid scientific evidence is suf
ficient to  estab lish th e  effectiveness of the device.”

Also, the House version speaks more simply, and less rigidly, of a 
“ show ing of reasonable assurance th a t  the  device is [safe or effec
tive] under the conditions of use prescribed, recom m ended, or sug
gested  in the  proposed labeling  thereo f.”

T here seems little  doubt th a t classification into one of these 
three basic categories will be of g rea t im portance to  the device m anu
facturer. A pparently , there will be a r ig h t of appeal im m ediately upon 
such classification. As in the present law, such appeal will be either 
to th e  C ourt of A ppeals for the  D istric t of Colum bia C ircuit or to the  
court of appeals in the  circuit where the m anufac tu rer has its p rin 
cipal place of business. F inal orders p rom ulgating  standards and 
denying or w ith d raw in g  approvals are sim ilarly appealable.

T he above is a very  basic outline of the  form  of the expected 
device law. There are o ther provisions, of course, which are im 
po rtan t. M any will be concerned w ith the transitional provisions in 
the  law. In  the  Senate version, there appears to be a substan tia lly  
longer grace period for p roducts a lready on the  m arket p rio r to 
enactm ent th an  is provided in th e  H ouse bill. Both bills make 
exceptions for “ custom  devices” and include provisions for “banned 
devices” as well as for notification of defective devices, and repair, 
replacem ent or refund of such defective devices, sim ilar to  the p ro
visions in the C onsum er P ro du ct Safety Act.
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Extensive Use of Expert Panels
Also of g rea t significance is the  fact th a t both bills provide for 

the extensive use of expert panels, both for s tan dard  se ttin g  and for 
review  of applications under th e  p rem ark et review  procedures. As 
we have seen w ith  the  O T C  review , indu stry  partic ipation  w ith such 
panels is v ita l and can be h igh ly  beneficial tow ard  the  developm ent 
of sound policy.

I t  has been rela tively  easy to ou tline the expected shape of the  
antic ipated  new  law. I t  is m uch harder to predict w h at the experience 
will be once th e  law  is enacted. O bviously, m uch will depend on 
the a ttitu d e  of the FD A . I th ink  the  A gency will welcom e the  
o p po rtun ity  to take a m ore flexible approach to regulation , w ithou t 
hav ing to stre tch  and d isto rt the  law  as it has som etim es felt 
compelled to do under th e  ex isting  Act. B u t there  is a na tu ra l and 
understandable  reluctance on th e  p a r t of A gency personnel to  m ake 
close judgm ents. U nder pressures of tim e or conflicting views, the 
conservative approach is a convenient fallback. To avoid controversy, 
it will undoub ted ly  be easier to  place a device under standards, ra th e r 
th an  to  leave it sub ject to general controls. S im ilarly, there  is alw ays 
th e  option of requ iring  p rem ark et review  ra th e r than  stan dard  p ro 
m ulgation.

F o r exam ple, for the past several years the  A gency has becom e 
actively involved in the field of con tact lenses. W hile conventional 
hard  p lastic  con tac t lenses have been available for decades, the  F D A  
becam e involved only w hen th e  so-called soft lenses first appeared 
on the  m arket. B ecause of inherent safe ty  problem s, the A gency 
chose to  regu la te  soft lenses as if th ey  were new drugs requ iring  
N D A s, a procedure given judicial approval in the A M P 2 and Bacto- 
Unidisk3 cases.

Contact Lenses
H av in g  becom e in terested  in con tact lenses, th e  F D A  then 

discovered th a t the  in d u stry  w as involved in th e  developm ent of new 
and b e tte r  hard  lenses, using  e ither different types of p lastics or 
varia tions of the basic plastic  which had been in use for m any years. 
T he F D A ’s in itial response w as an encourag ing  one. Several years 
ago, it m et w ith  in du stry  groups, agreed th a t it did not w an t to 
stifle innovation  in the  field, and con tracted  w ith a subcom m ittee 
of the  A m erican N ational S tandards In s titu te  to  develop standards

’ A MP ,  Inc. v. Gardner, 389 F. 2d 82S 3 United States v. An Article of Drug
(CA-2 1968), cert, denied 393 U. S. 825 . . . Bacto-Unidisk, 394 U. S. 784 (1969).
(1968).
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for safe and effective conventional con tact lenses. D espite the develop
m ent of such stan dards by the  com m ittee, on which an F D A  liaison 
officer served, the  A gency has given indications in the last year 
th a t it w as back ing aw ay from  a stan dards approach and adop ting  
instead  a p rem arket review  requirem ent.

In  the  case of one m anufactu rer who has for th ree  years suc
cessfully m arketed  a hard  lens m ade of a sligh tly  different plastic, 
the  A gency has sta ted  th a t it regards th is p rod uct as a new drug, 
despite a lack of any indication th a t any safe ty  hazard  exists. 
As a resu lt, it has in s titu ted  seizure actions against the  product. 
(I  should note here th a t m y firm is representing the  m anufacturer 
in th is  d ispu te.) Also, the FD A  has published a proposed policy 
in the Federal Register4 p u rsu an t to  which litera lly  no con tact lenses 
on the m arket are recognized to be safe and effective. T he regulato ry  
postu re  on the  bu lk  of con tact lenses is s ta ted  to  be unclear depend
ing  on th e  developm ent of m ore inform ation. T he  rem ainder of the 
lenses on the  m arket are trea ted  for th e  tim e being  as new drugs, 
req u irin g  ND A s.

Given th e  long  h isto ry  of safe and effective use of m ost of the 
s tandard  con tact lenses, and given th e  fact th a t three years experience 
w ith  over 20,000 pa tien ts  has revealed no problem s— only substan tia l 
benefits—w ith  the newer hard  plastic, it is d iscourag ing to find th a t 
th e  F D A  is inclined to the  m ost rigid of legal approaches.

Lengthy Bureaucratic Hassles
M ost con tact lens m anufacturers, like m any o ther device m anu

facturers, are sm all com panies w ithou t the resources to  engage in 
leng thy  bu reaucra tic  hassles. An unnecessarily  rigid approach by 
the  A gency will undoub ted ly  stifle innovation in the  developm ent 
of devices, and, in th e  long  run, will de trac t from the  public good. 
So, th e  experience w ith contact lenses is not encouraging.

B ut I do no t wish to  close on a negative note. I th ink  the new 
device law  will provide indu stry  and the  F D A  w ith  the opportun ity  
to  p ro tect the  public w ithou t stifling creativ ity . Indu stry , as well 
as the FD A , will have responsib ility  under th is law. A cooperative 
approach by in d u stry  groups will do much to  foster sim ilar coopera
tion on the p a rt of th e  Agency.

If  we can m ake th is  new law work, we m ay well be lay ing  the 
groundw ork for a basic and beneficial revision in the  ex isting  Act.

[T he  E nd]
4 40 F. R. 44844 (Sept. 30, 197S).
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Drug Law—
Regulatory Developments

By ROGER M. RODWIN

Mr. Rodwin Is Vice-Presidenf of Winthrop Laboratories, Inc., a 
Division of Sterling Drug, Inc.

DU R IN G  1975, th ere  w ere m ore th an  a dozen im p ortan t regu la
to ry  proposals issued by  th e  Food and D ru g  A dm inistra tion  

(F D A ). Several w ere in tim ate ly  tied to  legislative changes and m any 
had cou n terp arts  a t the s ta te  levels. C onsider the  follow ing:

(1) final freedom  of in fo rm ation regulations ;
(2) D E A  proposal regard in g  screening of em ployees;
(3) conditions for m ark etin g  hum an prescrip tion  d ru g s;
(4) prescrip ition  d rug  labeling  and adv ertis in g  re g u la tio n s ;
(5) FD A  proposal—Administrative Practices and Procedures;
(6) final regu la tions concern ing the failure to reveal m aterial 

facts in labeling ;
(7) final regu la tions concern ing th e  m arketing  of radioactive 

new  drugs and b io log ica ls;
(8) final m axim um  allow able cost regu la tio ns;
(9) petition  regard in g  pa tien t labeling ;
(10) final regu la tions regard in g  rem inder advertisem ents and 

labeling ;
(11) m ark etin g  s ta tu s  of ingred ien ts recom m ended for over- 

th e-co un ter (O T C ) use ; and
(12) proposed good m anu fac tu ring  practices (G M P s) for 

devices and large volum e paren tera ls.
E ach of these proposals has generated  consideration and dis

cussion. T here  is, how ever, a basic regu la to ry  philosophy w hich ap
pears to  be em erg ing from  several concepts at the  sam e tim e. Iro n i
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cally, th is  regu la to ry  developm ent actually  began in the  U nited  
S ta tes D istric t C ourt for the D istric t of New Jersey  on Jan u a ry  20, 
1975. A t th a t tim e, H offm ann-L a Roche Inc. in s titu ted  litigation 
against Zenith L abora to ries Inc. and its subsid iary  P aram o un t Supply 
Corp., a lleging in fringem ent of p lain tiff’s p a ten t on chlordiazapoxide. 
D u ring  th e  course of p re tria l discovery, plain tiff learned th a t the  
defendants had begun to ship the product in in te rs ta te  com m erce 
w ithou t approval of a new d rug  application (N D A ). On F eb ruary  
27, 1975, H offm ann-L a Roche filed an action against the  S ecretary  
of H ealth , E ducation  and W elfare and the  C om m issioner of the  FD A  
in the U nited  S ta tes D istric t C ourt for the D istric t of Colum bia, 
seeking a declara to ry  ju dg m en t and in junctive relief. P lain tiff a l
leged th a t the  F D A  had acted con trary  to  th e  s ta tu to ry  requirem ents 
of the  F ederal Food, D ru g  and Cosm etic A ct and the  ru le-m aking 
provisions of the A dm inistra tive P rocedures Act. In  essence, p la in 
tiff challenged the  F D A ’s policy of perm ittin g  th e  in troduction  of a 
new d ru g  in in te rs ta te  com m erce w ithou t first approving  an  N D A  
for such d rug  as required  by Section 505 of th e  Act. In  addition , 
plain tiff sought to declare such a policy void, since it was adopted 
w ithout notice and deprived in terested  parties of th e ir  righ t to com 
m ent thereon. On M arch 7, 1975, Zenith L aboratories subm itted  an 
N D A  for chlordiazapoxide. which was subsequently  approved by the 
FD A . On M ay 15, 1975, Dr. J. R ichard Crout, D irector of the B ureau 
of D rugs in the  FD A , m ade an affidavit in support of the A gency’s 
position in the  cross m otions for sum m ary judgm ent.

Dr. Crout's Affidavit
In  his affidavit. Dr. C rout described the  regu la to ry  program  

which had been con tinu ing  since 1968 and which had been subjected 
to  public, Congressional and judicial scru tiny  th ro u g h o u t the  last 
few years.1 Dr. C rout indicated th a t the  A gency had reached the  
po in t of focusing upon those drugs which w ere rated effective under 
the Drug Efficacy Study Implementation (D E S I ) Review Program. These 
products, approxim ately  1,400 in num ber, are presen tly  regulated 
under the A bbreviated  New D rug  A pplication (A N D A ) Program . 
Dr. C rout no ted  th a t, over the  past five years, the num ber of such 
identical and sim ilar d rugs has grow n in rough proportion  to the 
public’s in terest in pu rchasing  generic products, which are often less

1 See American Public Health Asso
ciation v. Vcncman, 349 F. Supp. 1311 
(DC DofC 1972).
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costly  th an  the b rand  nam e pioneer drugs. T he AN DA regulato ry  
system  is  “a m echanism  betw een declaring  pure ‘o ld ’ d rug  sta tus 
and requiring  full N D A s for these drugs. . . . T he vast m ajo rity  of 
these drugs today  can be considered old d rugs.” T he rem ainder are 
those w ith a po ten tia l bioequivalence problem .

T he balance of Dr. C ro u t’s affidavit proclaim ed the  F D A ’s new 
regu la to ry  ph ilosophy :
“For several years the Food and Drug Administration has been working toward a 
system under which effective DESI drugs will be regulated under ‘old drug mono
graphs’ . . . .  Basically a distinction will be drawn between the general recognition of 
safety and effectiveness of the generic entity involved and upon which old drug 
status is premised, and the recognition of safety and effectiveness of specific products 
as manufactured by specific establishments.”

New Regulatory Framework
The form al publication of th is new  regulato ry  fram ew ork ap

peared on Ju n e  20, 1975, in the Federal Register, and contained th ree 
sets of re la ted  regula tions concern ing conditions for m arketing  human 
prescrip tion  drugs. The first of these proposals would add a new 
Section (310.7) applicable to p rescrip tion  d rug  products which were 
covered by  an N D A  prior to  O ctober 10, 1962 and th us w ere sub ject 
to th e  effectiveness requirem ents of the  1962 D ru g  A m endm ents. Such 
drugs which w ould have been the  sub ject of a D E S I notice could 
be m arketed  law fully  w ithou t subm ission or approval of e ither an 
abbrev iated  or a full N D A  if the applicable D E S I notice was pu b 
lished, found effective for at least one indication, and m et all of the 
requirem ents and lim ita tions estab lished in the DEST notice, includ
ing labeling, potency, dosage and m anufacturing . In addition, the  
m anu fac tu rer w ould be required  to subm it reports of adverse reac
tions and w ould have to assure th a t the d ru g  was being m anufactured  
in accordance w ith  GM Ps.

T he proposed regu lations included a list of approxim ately  150 
drugs which required e ither full N D A s or abbrev iated  N D A s. The 
drugs requ iring  full N D A s w ere products dealing w ith com plicated 
dosage form s and special m anu fac tu ring  problem s, such as aerosols, 
controlled release d rug  products, enteric-coated tab le ts  and radio
pharmaceuticals. Abbreviated NDAs were required by drugs which raised 
a question  w ith respect to bioequivalence, which category  w as further 
broken down in to those requ iring  in vivo testing  and those requ iring  
in vitro te s tin g  only.
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T he pream ble to  the  proposed regulations traced  the  h isto ry  of 
th e  A gency’s trea tm en t of the  concept of a new d rug  from 1938 to  
present. P rincipally  upon the  basis of the  Suprem e C ourt’s decisions 
in Jun e  of 1973, b road ly  susta in ing  the F D A ’s application of D E S I 
notices to  identical, re la ted  or sim ilar d rug  products and upholding 
the  A gency’s p rim ary  ju risd ic tion  to determ ine “new d ru g ” sta tus, 
th e  A gency concluded th a t it would proceed w ith  th e  developm ent 
of an old d rug  m onograph system  for regu la tin g  hum an prescrip tion  
drugs in a manner similar to the O TC “Old D rug Monograph Approach.”

On Ju ly  29, 1975, Judge Green g ran ted  H offm ann-L a Roche’s m o
tion for sum m ary  ju dg m en t and found the proposed regu la to ry  policy 
to  be defective. Jud ge  Green concluded th a t th e  F D A ’s policy of 
p erm ittin g  new  drugs to  be m arketed w ith ou t an approved N D A  
contravened the clear s ta tu to ry  requ irem en t of pre-clearance m an
dated  by 21 U. S. C. Section 355 (1970). “T he F D A ’s choice of policy 
is no t w ith in the in tendm ent of the  1962 N ew  D ru g  A m endm ents and 
the  legislative schem e th ey  em body. See American Public Health 
Assoc, v. Veneman, 349 F. Supp. 1311 (D. D. C., 1972). F u rth er, the 
action of the F D A  in p erm ittin g  such m ark etin g  of large classes of 
m e-too drugs violates its ow n regulations. . .” H ow ever. Judge Green 
did reaffirm  the  A gency’s u ltim ate  regu la to ry  a u th o rity :
“The Court recognizes that the FDA is to be given the administrative flexibility to 
make regulations and to determine the new drug status of individual drugs or classes 
of drugs. See Weinberger v. Bentex Pharmaceuticals, Inc., 412 U. S. 645, 653 (1973); 
National Nutritional Foods Association v. Weinberger, 512 F. 2d 688, 696-98 (2nd 
Cir. 1975). Certainly it has the power to promulgate the regulations that adopt a 
monograph procedure for human prescription drugs similar to that adopted for 
over-the-counter drugs whereby a drug or drugs may be declared to be no longer 
new drugs. See 21 C.F.R. §330.10 (1974).”
T he C ourt sanctioned the  bioequivalence and special m anufactu ring  
problem  regulations bu t enjoined the FD A  from  perm ittin g  the in
troduction  in to in te rs ta te  com m erce, w ithou t an approved N D A , of 
p rescrip tion  drugs which the  F D A  has previously declared to be 
new  drugs w ith in  the  m eaning  of 21 U. S. C. Section 321 (p) (1970).

On Septem ber 22, 1975, th e  C om m issioner w ithdrew  the interim  
enforcem ent policy for m ark etin g  hum an prescrip tion  d rug  products 
covered by a D E S I notice in ligh t of the court o rder in Hoffmann-La 
Roche, Inc. v. Weinberger et al. The Agency indicated th a t its regu la
to ry  policy has been reform ulated  and would be published in the  
near future.

Preamble to the Regulations
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On D ecem ber 15, 1975, Dr. C rout m ade a p resen ta tion  a t the 
T h ird  Sem inar on P harm aceu tical P ublic  Policy Issues sponsored by 
the  A m erican U n iv ersity  College of P ublic  Affairs. In  his p resen ta
tion, en titled  “T he D ru g  R egu la to ry  System  of the  U. S. and I ts  
Im pact on Inno vation ,” Dr. C rout characterized  his th o u g h ts  as “pure
ly personal.” B u t they  appear to be a sequel to p rio r A gency p ro 
posals and recen t judicial opinions. T hey  m ay be a prophecy— legis
lative as well as regula to ry . U nder Dr. G rou t’s novel regu la to ry  sys
tem , the  concept of a new  d rug  w ould be replaced by th e  concept of 
a “public stan dard -m an ufac tu re r’s license” w ith unequivocal F D A  
pre-clearance au th o rity  for new drugs and generic products. A d rug  
could be generally  recognized as safe and effective (no t a new  drug) 
bu t could no t be m anufactured  unless and until th e  m anufac tu rer 
had received a license to  m ake th a t specific drug. Recall Dr. C rou t’s 
affidavit d istingu ish ing  betw een “o ld” d rug  s ta tu s  and th e  safe ty  and 
efficacy of a specific p roduct m anufactured  by a specific estab lish 
m ent. A varie ty  of concepts are borrow ed from the  antib iotic regu la
tions and th e  A N D A  program s. T he developm ent of specific G M P 
regulations for specific types of p roducts is an in tegral p a r t of th is 
new  licensing system . Dr. C rout discarded the new  drug-old drug  
concept as “a regu la to ry  failu re” hav ing no scientific basis. U nder 
the  new  system ,
“The innovator would investigate a new drug under the IND procedures until he 
has sufficient animal and clinical data to support the safety and effectiveness of the 
drug. At that point he would submit to the FDA a petition for a drug monograph, 
which, if approved, would be adopted by a regulation to serve as a permanent public 
standard for the drug.”

T hereafte r “the  innovato r and all new m anufactu rers w ould each 
subm it an application for a m an u fac tu re r’s license, w hich w ould be 
considered as a p rivate  license under the  law. . . . H o lders of [such 
license] w ould be held responsible for repo rting  adverse effects, for 
keep ing th e ir  labeling  up to  date, for producing  the  d rug  in con
form ance w ith G M P ’s etc. . . .”

New for New Legislation
Dr. Crout, acknow ledging the  need for new  legislation, suggests :

(1) F o r R x d ru g s: T u rn  all approved, full N D A s into “drug 
m onographs” and all A N D A s into m anu fac tu rer’s licenses. B ring 
all non-N D A ’d drugs in to th is  system  over a period of five years.

Novel Regulatory System
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(2) F o r O T C  drugs : T he m onographs being developed would 
becom e “d ru g  m onographs” and the cu rren t d rug  listings w ould 
be the basis for m anu fac tu re r’s licenses requ iring  pre-clearance 
in certain  circum stances.

(3) E lim ination  of the concept th a t anim al and hum an data  
re lated  to  safe ty  and efficacy are trad e  secrets even du ring  the  
investigational new  d rug  phase of d rug  developm ent.

(4) A doption of a regu la to ry  system  for assu rin g  quality  
control of anim al and hum an data  subm itted  to governm ent.

(5) Im provem ent of surveillance system s over m arketed  
drugs and an increase of the  F D A ’s au th o rity  to  deal w ith prob
lems of m arketed  drugs, including the  abso lu te au th o rity  to  re 
m ove from  the  m arket d rugs which are inferior to  o thers on 
re la tive  safe ty  grounds.

(6) Revision of investigational new  d rug  regu lations w ith 
closer m onito ring  and control by  th e  FD A .
T his proposal suggests th a t a m anufactu rer could an tic ipate  

“sh arin g ” the  resu lts  of its research w ith  its com petition. T hus, the 
proposal m erits close exam ination of its probable im pact upon in
vestm ent re tu rn  and the  econom ics of industry -sponsored  ph arm a
ceutical research. D u ring  the  decade of th e  1950’s, the  developm ent 
cost of a new  chem ical en tity  w as estim ated to be approxim ately  $1 
m illion. T h a t figure— average discovery cost for a new  chem ical en
tity — today  is p robably  closer to  ,$20 m illion.2 C alculations of average 
pa ten t life and average sales of such drugs for the  respective periods 
in question indicate th a t the  average antic ipated  yield from  private 
investm ent in d rug  research  lias dropped sub stan tia lly  from  alm ost 
tw elve percent before the 1962 A m endm ents to less th an  four per
cent in th e  early  1970’s. C orporate m anagem ent can hard ly  ju s tify  
such investm ent a t a tim e w hen high grade bonds and governm ent- 
insured investm ents yield nine percent.

Several a lte rna tives should be ob jectively  considered :
(1) D ru g  research and developm ent does no t have to con

tinue at the  sam e pace as the  last th ree  decades.
(2) D ru g  research  and developm ent should be conducted 

principally  by academ ic in stitu tion s supported  by governm ent 
and private  g ran ts.

2 See Schwartzman, The Expected Re
turn from Pharmaceutical Research.
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(3) D ru g  research  and developm ent should be conducted 
principally  by th e  governm ent th ro ug h  a governm ent-ow ned 
d ru g  com pany.

(4) T he N ational In s titu te s  of H ealth  (N IH ) should develop 
those drugs w hich could never ju s tify  investm en t re tu rn  under 
any  regu la to ry  program .
Dr. C rout recom m ended several op tions under C ategory  No. 4, 

all of which have certain  advantages and disadvantages. In  essence, 
how ever, I w ould expect general agreem ent concern ing certain  re
search and developm ent, w hich should be undertaken  principally  by 
N IH , particu la rly  in those categories involving “ little  com m ercial 
value.” O n the o ther hand, a sim ilar suggestion  w ith respect to  m ost 
research  or a regu la to ry  schem e w hich w ould or could substan tia lly  
discourage m uch private  research  and developm ent of new  m edicines 
w arran ts  close sc ru tiny  prio r to  im plem entation, in view  of th e  
m edical, scientific, socioeconom ic and political consequences of such 
a system . [The End]

INTRAOCULAR LENSES WILL BE SUBJECT 
TO NEW DRUG REQUIREMENTS

On the basis of clinical data, recommendations of two advisory commit
tees and a review of published literature, the Food and Drug Ad
ministration (FDA) has determined that intraocular lenses are not 
generally recognized as safe and effective and therefore require pre
market approval. Beginning October 8, 1976, intraocular lenses will 
require either an approved new drug application or a Notice of Claimed 
Investigational Exemption for a New Drug. The FDA provided the 
180-day period prior to enforcement of its policy so that manufacturers, 
distributors and investigators of intraocular lenses may have time ito 
achieve compliance.

Developed as an alternative to eyeglasses and available for experi
mental use since 1949, intraocular lenses are intended to replace sur
gically the lenses of the human eye. The use of intraocular lenses de
clined following a report in 1953 that the employment of such lenses 
is inferior to conventional surgery in treating cataracts. A question 
was raised in 1969 over the safety and effectiveness of intraocular lenses 
in the treatm ent of aphakia (absence of the natural lens of the eye), 
and since then there have been indications that the use of intraocular 
lenses may give rise to a number of complications.

Interested persons have until June 7, 1976 to submit written com
ments on the implementation of the new drug requirements for intra
ocular lenses and specifically on the development of guidelines for 
the testing and clinical investigation of such lenses.

CCH F ood D rus Cosmetic L aw Reporter, fl 41,606
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Food Law—International
By JULIUS G. ZIMMERMAN

Mr. Zimmerman, an Attorney in New York City, Is Editor of 
Foreign Law of the Food Drug Cosmetic Law Journal.

TH IS  IS T H E  T H IR D  T IM E  th a t I have had the  privilege of 
rep o rtin g  to  the  Food, D rug  and Cosm etic L aw  Section of the  
N ew  Y ork S ta te  B ar A ssociation on the  progress of foreign food 

law s and the  in terna tional situation  in th is field. M y first tw o reports  
were m ade in 1959 and 1969 with each report covering the  preceding 
decade.1 N ow  ano ther seven years have passed and we can look 
back on a q u a rte r of a cen tury  which v irtua lly  w itnessed th e  develop
m ent of m odern food law. In my last report, I described th e  o u ts tan d 
ing characteristic  of the period as an “explosion of food law ” which 
had its  beg inn ing  a t  about m id-cen tury  after the  end of the  Second 
W orld  W ar, a w ar th a t had sparked an alm ost incredible develop
m ent of science and technology on a w orldw ide scale. In  fact, the 
pace of th is technological developm ent seem s to be accelerating , as 
does th e  grow th of food law. A num ber of reasons explain th is t r e n d :

(1) the  population  explosion of th e  post-w ar e r a ;
(2) th e  developm ent of m odern tran sp o rta tio n  ;
(3) the development of the news media facilities which transmit 

in form ation to  all p a rts  of the  w orld w ith in m inutes ;
(4) the electronic collection and processing of data by com puter;
(5) th e  developm ent of m odern packaging m ethods for foods;

and
(6) the growing interest and awareness of consumers in the field 

of nu trition  and the  concept of a balanced diet. * 1959
1 Zimmerman, J. G., “Progress of Food Law Developments in the P as t 

Foreign Food Law,” 14 F ood D ru 'i Decade,” 24 F ood Drug Cosmetic L aw 
Cosmetic L aw J ournal 189 ¡(March J ournal 184 (April 1969).
1959) ; Zimmerman, J. G., “International
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In  recent years, th ree  additional reasons reinforced th is tren d :
(1) an ever-growing- num ber of new sovereign n a tio n s ;
(2) the  ever-w idening scope of legislation affecting fo o d ;

and
(3) the  piecem eal m ethod of leg isla ting  w hich prevails in

m any countries.
(1) Growing Number of Sovereign Nations: In  1945, w hen the 

charte r of the  U nited  N ations w as signed in San Francisco on June 
26, th ere  w ere 51 orig inal m em ber nations— including the U nited 
S ta tes—w hich ratified the charter. By D ecem ber of 1975, th a t num 
ber had increased to  143. T hus, th e  m em bership of the  U nited  N a
tions alm ost trip led  du ring  the past 30 years. T his was due prim arily  
to the  transfo rm atio n  of form er colonies ¡into independent countries. 
All these new  countries are issu ing  new  legislation of th e ir ow n in 
an increasing num ber of languages, which com plicates the  stu dy  of 
food law  on a w orldw ide basis.

(2) Widening Scope of Legislation: T he scope of legislation affect
ing food and food law  has also w idened considerably in recent years 
by the g row ing  dem ands for th e  additional pro tection  of the  health  
and pocketbook of the consum er, the protection  of env ironm ent, etc. 
M uch of th is concern goes beyond the boundaries of “food law ” in 
the  s tric t m eaning of th e  term .

(3) Piecemeal Method of Legislating: Because m uch of recent legis
lation has been prom pted by political a n d /o r  econom ic pressures in 
a fast-chang ing  w orld, we notice in m any countries a p roliferation  of 
law s and regulations which overlap both in substance and in the 
assignm ent of adm in istra tive  ju risd ictions. H ow ever, du ring  th e  past 
15 years, a few countries have in troduced com prehensive legislative 
reform s in the  field of food law, nam ely Ita ly  (1962), Belgium  (1964), 
Sw eden (1971), D enm ark (1973), the  F ederal R epublic of G erm any 
(1974) and A ustria  (1975).

A ny com parative study  of food law  on a w orldw ide scale depends 
on the  availab ility  of at least the  tex t m aterial of law s and regu la
tions which deal with the production, manufacture, processing, packaging, 
labeling and d istribu tion  of food in its various stages from  raw  
m ateria ls to  the packaged item  offered to  the  consum er. H ere  in the 
U nited  S tates, we are fo rtun ate  in hav ing  a  very  w ell-developed and 
up-to-date system  of governm ent and p rivate  publications. T his makes 
it easy for the  scholar— as well as for in terested  m em bers of the 
public— to ob tain  or to peruse the  orig inal legislative tex ts, court
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decisions, com m entaries, etc. which form  the body of the food, d rug  
and cosm etic law  (both  federal and s ta te ) in force in the U nited 
S tates. N um erous professional jo urnals supplem ent th is inform ation, 
as do the various annual Sym posia, such as the  E ducational C onfer
ence sponsored by the  Food and D rug  L aw  In s titu te  (FD L T ) in 
cooperation w ith  the  Food and D rug  A dm inistra tion . The proceed
ings are published in the F ood D rug Cosmetic L aw J ournal, which, 
incidentally, published 129 articles about foreign and in ternational 
food law  du ring  the  past 22 years. I ts  entire  M ay 1973 issue was de
voted to  papers p resented  at the  in ternational Conference held in 
B udapest, H u ng ary  on N ovem ber 3 and 4, 1972 under the  sponsor
ship of the  F D L I.

Rely on Translations
A very good docum entation  about food and drug  law can be 

found also in Canada, the U n ited  K ingdom  and o ther developed coun
tries. But, because so m any different languages are used in th is field, 
one has to  rely  on tran sla tio n s  into E nglish  a n d /o r  F rench, th e  m ost 
com m only know n and used languages in the field of foreign and in ter
national food and drug  law. Such transla tio ns are frequently  very 
difficult to obtain. T here are few inform ation centers or law libraries 
which have a com plete collection of national Official Gazettes, not to 
speak of specialized m aterial dealing  w ith  food law  and related  m at
ters. H igh ly  specialized in th is  field are the  W orld  H ealth  O rgan iza
tion (W H O ) in Geneva and the Food and A gricu ltu ra l O rganization  
of the  U nited  N ations (F A O ) in Rome, particu larly  the Legislation 
B ranch of the FA O . Flowever, th e ir  publications, which deal w ith 
food law  proper and  w hich are available to  the  general public, are 
frequently  only digests (W H O  In terna tional D igest of H ealth  L egis
lation, a qu arterly ) or excerpts (F A O  Food and A g ricu ltu ra l L egis
lation— sem i-annual) and are not m eant to be a com plete and up-to- 
date record of food legislation. T hey  are, how ever, available in an 
E nglish edition.

T he FA O  is also publish ing  a series of legislative studies (not 
available for purchase) which includes such titles as No. 4 “ Legal 
System s for E nv ironm ent P ro tec tion  (Japan , Sweden, U n ited  S ta tes) 
by P. H. Sand (1972), and No. 7 “An O utline of Food L aw — S tru c
ture, P rinciples, M ain P ro v ision s” by A lain G érard (1975).

G érard ’s stu dy  contains an appendix  w ith a bibliography on food 
law listing  w orks in E nglish , F rench and G erm an, as follow s:

(1) w orks on food law  in general ;
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(2) the w ork of in ternational o rgan izations— selected periodi
cal publications, reports  and m iscellaneous docum ents ;

(3) specialized food law  jo urnals ;
(4) m onographs, selected books, studies and articles—

(A ) in ternational law  and com parative law ;
(B ) national law  (B elgium , Canada, F rance, the Federal 

R epublic of G erm any, India, Ita ly , Japan , Sweden, T unisia, 
T urkey , the  U nited  K ingdom  and the  U nited S ta tes).

Comprehensive Study of Comparative Food Law
A t th is point, special m ention m ust be m ade of the  first com pre

hensive stu dy  of com parative food law  ever m ade, under the  jo in t 
au thorsh ip  of the  late P ro fesso r E. J. B igwood and Dr. A lain G érard 
(B russels U n iversity  Food Law  Research C entre). I t was published 
in four volum es (1967— 1971) under the  title  “F undam ental Principles 
and O bjectives of a C om parative Food L aw ” by S. K arger in Basel. 
T his study  covers the  food law s of 13 W est E uropean countries, 
C anada and the U nited  States.

T he Food L aw  R esearch C entre in B russels has ju s t com pleted 
ano ther very  im portan t com parative s tu d y  which is being published 
in loose-leaf form  by E lsev ier Scientific P ub lish ing  Com pany in A m 
sterdam  and N ew  York. I t is entitled  “Food A dditives T ab les” and 
provides a com parative survey of the  legal regula tions govern ing  
food additives in the  20 m ost im p ortan t countries exporting  and im 
p o rtin g  food p rod ucts  : 16 W est E uropean  countries (A ustria , Belgium, 
D enm ark , F in land, F rance, the  F ederal Republic of G erm any, Ire 
land, Ita ly , L uxem burg, the  N etherlands, N orw ay, P ortu gal, Spain, 
Sweden, Sw itzerland , the  U nited  K ingdom ) and Canada, Israel, J a 
pan and the U nited  S tates. T his w ork will consist of one volum e of 
about 800 pages to  be published in four p arts  and to be com pleted by 
the end of 1976. A fter com pletion, the  w ork will be kep t up-to-date  by 
publication of annual supplem ents.

T he g row ing  in terest in  the  stu dy  of com parative food law  in 
E urope illustra tes the  fact th a t, in sp ite of all the  efforts by govern
m ents and  in ternational o rgan izations to  “harm onize” th e  food laws 
of the  individual countries, m any differences still continue to  exist, 
w hich is a g rea t obstacle to  in terna tional trade in food, a m ost un 
desirable s ituation  in a w orld w here no single cou n try  is com pletely 
self-sufficient w ith respect to  its available food supplies. T here  are 
few fields of law  w ith  a g rea te r d iversity  of national legislation th an
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food law. T his is due to differences in the constitu tional, adm in istra 
tive and general legal background and the  degree of industria liza tion  
and technological developm ent w hich, in tu rn , depends on w hether 
a coun try  is p rim arily  a producer and exporter of ag ricu ltu ra l raw  
m ateria ls or engages in the m anufacture, p rocessing and packaging  
of food products, or both. A higher in du stria liza tio n  requires a m ore 
sophisticated  law.

Combination of Food and Drug Law
One of the m ost s trik ing  differences in the national food law s 

is the  scope of w hat p roducts are being  regulated  under th is topic. In  
the U nited  S tates, th e  basic F ederal Food, D ru g  and Cosm etic A ct 
regu la tes food, drugs, devices and cosm etics. T he com bination of 
food and d rug  law  in the  basic legislation is also the trad itio n  in 
m any countries of the  B ritish  Com m onw ealth , b u t no t on the  E u ro 
pean continent.

The F ederal R epublic of G erm any, for instance, p rom ulgated , on 
A u gust 20, 1974, a com prehensive law  in tended to  com pletely reform  
the existing  Food L aw  A ct of Jan u ary  17, 1936 as am ended. T his 
new  law, w hich cam e in to force on Jan u a ry  1, 1975, authorized the  
M inister of Y outh, F am ily  and  H ealth , an cooperation w ith the 
M inister of N u trition  and A gricu ltu re, and the M inister of Econom y 
to im plem ent th e  law  by regulations and to invalidate all obsolete 
and conflicting provisions w hich still m ay be on the  s ta tu te  books. 
T he new  A ct is entitled  “ L aw  on the Traffic w ith  Foods, Tobacco 
P roducts, Cosm etics and o ther ob jects of daily u se” and covers specifi
cally foods (w hether raw  or processed) w ith their edible w rappings, 
additives, tobacco products in tended for sm oking, chew ing and snu f
fing, cosm etics, and ob jects and w rapp ings which come into contact 
w ith  foods, cosm etics, tobacco products or the hum an body, no t ju s t 
casually, such as clo th ing, bed linen, bracelets, fram es for eyeglasses, 
toys, cleaning products for household use and insecticides. T his list 
does not include any item s which m ay fall under the  separate  Germ an 
D ru g  Act.

Legal Terminology
A nother sector w ith g reat d iversity  is legal term inology. T hus 

the  term  “ food add itive’’ or its equ ivalent in  foreign languages is in 
universal use b u t the definition differs in m any countries. T he Ger
m an Food L aw  A ct of 1974 abolished the concept of “foreign sub
s tan ces” of th e  1936 A ct and in troduced a new  concept of “food add i
tives” in A rticle 1, Section 2 w hich reads as follows :
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"Additives, in the meaning of this law, are substances which are intended to 
be added to foods to influence their condition or to endow them with certain 
characteristics or effects; not included in this definition are substances of natural 
origin or substances which are chemically identical with natural substances and 
are generally considered by the public as being used primarily because of their 
nutritional, olfactory or taste value, or as luxury items. Not included are drink
ing and table water.”

T his definition differs from  the  official definition of “food addi
tive” for the purpose of the  “ Codex A lim entarius” which reads as 
fo llo w s:
"Food additive means any substance not normally consumed as a food by itself 
and not normally used as a typical ingredient of the food, whether or not it has 
nutritive value, the intentional addition of which to food for a technological 
(including organoleptic) purpose in the manufacture, processing, preparation, 
treatment, packing, packaging, transport or holding of such food results, or 
may be reasonably expected to result, (directly or indirectly) in it or its by
products becoming a component of or otherwise affecting the characteristics 
of such foods. The term  does not include 'contaminants’ or substances added 
to food for maintaining or improving nutritional qualities.”2

Both definitions differ from  the definition in Section 201 (s) of 
the F ederal Food, D ru g  and Cosm etic Act. One has to keep th is 
problem  of definition in m ind w hen m aking a com parative stu dy  of 
“add itive” regulations. V irtu a lly  all countries have now adopted the 
principle of “positive lis ts” which m eans th a t only the  use of additives 
which have been specifically au thorized  by regulation  is perm itted.

Progress of International Harmonization
E ver since the  creation of the  U nited  N ations and  its specialized 

agencies FA O  and W H O , concerted efforts have been m ade on re
gional and w orldw ide levels to  b rin g  about a harm onization  of food 
laws. I gave a historical overview  of th is developm ent in m y tw o 
previous reports  to th is  Section and in a special report to the In ter- 
A m erican B ar A ssociation (TABA) in Q uito, Ecuador, in 1972.3 The 
progress of harm onization in the E uropean Econom ic C om m unity 
(E E C ) is recorded in the loose-leaf repo rter service of Com m erce 
C learing H ouse. Inc. and published in the E nglish language.4

2 Procedural Manual of the Codex 
Alimentarius Commission, p. 26 (4th 
Ed.)3 Zimmerman, J. G., “Harmoniza
tion of Food Laws and Food Stan
dards in Latin America,” 27 F ood D rug 
Cosmetic L aw J ournal 645 (Oct.
1972). See also Riedel. Enrique E.,

“Food Regulation in Latin America,” 
28 F ood D rug Cosmetic L aw J ournal 
585 (Sept. 1973).

4 See also Gérard, Alain, “Food 
Law in the Common Market,” 27 F ood 
Drug Cosmetic L aw J ournal 483 (Aug. 
1972).
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T he task  of developing w orldw ide food stan dards is now p ri
m arily  concentrated  in the Jo in t F A O /W H O  Codex A lim entarius 
Com m ission, the organization  and function of which is described in 
a P rocedural M anual (fourth  edition) published by the Comm ission. 
A t the tim e of its first session in 1963, it had som e 30 m em bers, m ost
ly developed countries. By 1976, its m em bership had increased to  114 
countries of which num ber m ore th an  tw o-th ird s are developing coun
tries. A ltogether the  Com m ission has had ten sessions, the last one 
in Ju ly  of 1974. The eleventh session is scheduled for M arch of 1976. 
D etailed reports  of each session are published w ith  a sum m ary  of the 
activities of its various com m ittees. A m ong its subsid iary  bodies are 
six W orldw ide Codex G eneral Subject C om m ittees, eleven W o rld 
wide Codex Com m odity Com m ittees and th ree  geographically  lim ited 
C oordinating  Com m ittees for E urope, A frica and L atin  Am erica. An 
additional Com m ittee for Asia is in the  process of being form ed. These 
coord inating  com m ittees explore the need for and the  p rac tica lity  of 
regional harm onization  on a continental scale.

T he procedure for the elaboration  of w orldw ide and regional 
Codex standards provides for eleven steps in accordance w ith the  
P rocedural M anual. Step nine is the  recommended standard which is 
sent to  all m em ber sta tes and associate m em bers of FA O  and W H O  
for acceptance in accordance w ith the acceptance procedure laid down 
under the G eneral P rincip les of the Codex A lim entarius which p ro 
vides for th ree  op tions: (1) full accep tance; (2) ta rg e t accep tance; 
and (3) acceptance w ith specified deviations.

International Standards
A ccording to  a report prepared by G. E. K erm ode, Chief of the 

F A O /W H O  Food S tandards P rogram m e for th e  E uropean Food Law  
A ssociation (E F L A ) Conference in P arm a (Sep tem ber of 1975), so 
far 70 in terna tional stan dards have been finalized and adopted by the 
Com m ission and have been or will be sent to governm ents for ac
ceptance. An additional 40 in ternational stan dards for milk and milk 
products have been elaborated and adopted by the  jo in t F A O /W H O  
Com m ittee of G overnm ent E xperts  on the Code of Princip les con
cerning M ilk and M ilk P roducts, a subsid iary  body of the Com m is
sion, and sen t to  governm ents for acceptance. A cceptances have been 
and continue to be forthcom ing. I refer for details to the  Session Re
po rts  of the  Codex A lim entarius Com m ission and to the  D ecem ber 
1975 “ L ist of S tandards. Codes of P ractice  and o ther D ocum ents al
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ready  adopted  by the  Codex A lim entarius Com m ission and those 
under E lab o ra tio n .”5

A nother very  valuable source of inform ation abou t regional de
velopm ents are th e  professional associations. In  the  w estern  hem is
phere, th ere  is th e  IA B A  w hich m eets every tw o years. I t  last m et 
in C artagena, Colombia, in Septem ber of 1975. Since 1957, it has had a 
special section (now  a separate  Com m ittee X IX ) for food and drug  
law.

I w ould like now to p resen t a special report about E F L A , a new 
professional association whose first in ternational Conference was held 
in P arm a, I ta ly  on Septem ber 28 and 29. 1975.

The European Food Law Association
T he E F L A  w as created on M ay 4, 1973 in B russels as an in te r

national nonprofit association w ith  a scientific purpose under Belgian 
law. I ts  C onstitu tion  w as adopted by its first General A ssem bly and 
approved by B elgian Royal D ecree of O ctober 8, 1973 which gave it 
the s ta tu s of legal entity . I ts  F rench language nam e is “A ssociation 
E uropéenne pour le droit de l’A lim en ta tion” (A E D A ).

T he objectives of E F L A  are described in A rticle 2-1 as follow s:
“to contribute in Europe, by all appropriate means: (a) to a better knowledge 
of food law considered as a specialized sector of the general law; (b) to the 
development of food law and to its international harmonization with due regard 
to its interdisciplinary character and to its particular role in the field of con
sumer protection.”

I t  is to serve as :
(1) a perm anen t s tru c tu re  for cooperation in considering cur

rent food law  problem s ;
(2) a perm anen t s tru c tu re  for inform ation and consultation  

by the  sp read ing  of in form ation in the field of food law, the pub
lication of review s, m onographs or scientific papers, the  o rgan i
zation  of conferences and sem inars, and finally cooperation, as a 
consultative in ternational association, with organizations and ad
m in istra tions endow ed w ith  political responsibility  ;

(3) th e  fram ew ork for responding  to  requests to  address in
te rna tional organ izations, or governm ents, w ith  recom m endations 
th a t could influence the  evolution or harm onization  of food law.
T he E F L A  is m eant to be an independent (not a p ressure g roup), 

scientific (nonprofit) and consultative ( it has no responsib ility  or pow er 
in the political or econom ic fields) organ ization . W hile it is p rim arily

'  Document CX /G EN  75/1.
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concerned with the  evolution of food law  in E urope, it welcom es co
operation  w ith any person or in stitu tion , public or private, national o r 
in ternational, even if established outside E urope, th a t pursues sim ilar 
aims.

T he F irs t In terna tion al Congress of E F L A  took place in Parm a, 
Italy  on Septem ber 26 and 27, 1975. It was attended  by m ore than  
100 members of E F L A  and numerous guests from nine W est European 
countries, Poland and the U nited S tates, including high governm ent 
officials concerned w ith health  and food legislation and rep resen ta
tives of national and  in ternational associations and organ izations such 
as FA O , W H O , E E C . B E N E L U X  and Council of Europe.

T he m orning session of Septem ber 26, chaired by Dr. D. M. 
Caponera, Chief of the  Legislation Section of FA O , was devoted to  
general addresses by Dr. R. Piccinino, the P residen t of the A ssocia
tion, who stressed the  necessity  of harm onizing the food laws, and 
P rofessor M. J. L. Dols, V ice-P residen t of E F L A  who read a m es
sage from Professor E. J. Bigwood who regre tted  not being p resen t 
on account of illness. Also read were several o ther m essages of g ree t
ings from  W^HO, E E C , Council of E urope, the FDLT in W ash ing ton  
(M r. D aniel F. O ’Keefe, J r.)  and officials of th e  Ita lian  Government and 
the C ity of P arm a, notably the  C ham ber of Com m erce which had 
con tribu ted  g reatly  to the  organization  of th is Conference.

Consumer Protection and Food Labeling
F ollow ing these in trodu cto ry  rem arks, Dr. D. E ckert, M inisterial 

D irigen t of the  F ederal M in istry  of Y outh, F am ily  and H ealth  in 
Bonn, reported  about “New D evelopm ents in E uropean Food L egisla
tion .” Such developm ents proceeded at an accelerated pace du ring  the 
past 15 years, resu lting  in com prehensive new  food acts in I ta ly  
(1962), Belgium  (1964). Sweden (1971), D enm ark (1973), th e  F ederal 
Republic of G erm any (1974) and A ustria  (1975) with the em phasis 
on consum er protection  and food labeling. Com prehensive new label
ing regulations were issued in the  U nited  K ingdom  (1970), Sweden 
(1971), F rance (1972), A u stria  (1973) and N orw ay (1975). A very 
im portan t D irective on Food L abeling  is now  being prepared in EEC. 
T he m ain topics under discussion a re : (1) the  com plete list of in
g red ien ts; (2) the date m ark ing ; (3) nu tritional labeling ; and (4) 
claims.

T he afternoon session of Septem ber 26, chaired by P rofessor M. 
J. L. Dols, form er P residen t of the F A O /W H O  Codex A lim entarius 
Com m ission, was devoted to  the  topic of “D raftin g  and A cceptance
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of In te rna tion a l Food S tan dards.” P ro fessor A lain G érard, Secretary- 
G eneral of E F L A , presen ted  a detailed paper on  th e  “Jurid ical and 
In s titu tio n a l A sp ects” of th is  procedure which d iscussed: (1) the 
gen era l theory  of d raftin g  and acceptance of in ternational food s ta n 
d a rd s; (2) the  role of th e  in ternational o rgan izations in the  field of 
s tandard iza tion  of food products, nam ely :

Inter-governmental organizations
Jo in t F A O /W H O  Codex A lim entarius C om m ission;
Econom ic Com m ission for E urope (E C E /U N ) ;
O rgan ization  for Econom ic Co-operation and D evelopm ent 

(O E C D ) ;
Council of E urope ;
E uropean  Econom ic C om m unity ;
B E N E L U X  Econom ic U n ion ;
In te rn a tio n a l Olive Oil Council (C O I F rench) ;
In te rna tion a l V ine and W ine Office ( IW O ) (O IV  F r.) ;
Non-governmental organisations
In te rna tion a l O rgan ization  for S tandard ization  (IS O ) ;
In te rna tion a l D airy  Federation  ( ID F )  (F IL  F r.) ;
In te rna tion a l O rgan ization  of Consum ers U nions (IO C U ).

The second day, Septem ber 27, w as devoted to  th e  subject of 
“ R ecep tion” o r incorporation of in terna tional food stan dards w ith in 
the national law s of the individual countries. The m orn ing  session 
w as chaired by R. A. Dehove, m em ber of the  Council of E F L A  and 
form er D irec to r of the C entral L abo ra to ry  of the M inistry  of A gricul
tu re  of F rance in Paris. T he first paper w as a report by R obert Del- 
ville, D irec to r of E uropean A ffairs of Coca-Cola E urope, on the  “Legal 
and In s titu tio n a l A spects” of such R eception. T he procedure differs 
depending on the  organ ization  which elaborated  the in ternational 
standard , such as the  Jo in t F A O /W H O  Codex A lim entarius Com 
m ission, E E C . B E N E L U X  Econom ic U nion or ISO . Mr. Delville 
review ed specifically the  procedure in the U nited  K ingdom , France, 
G erm any and B E N E L U X , bu t concluded th a t the  acceptance of 
in ternational stan dards m ust overcom e m any difficulties based on 
political or econom ic considerations and the different h istorical back
grounds which account for th e  pecu liarities of the individual national 
laws. T he second speaker w as P rofessor R. M onacelli of the Superior 
In s titu te  of H ea lth  in  Rome, and Secretary  G eneral of the  Ita lian
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Society of Food Science, who spoke about “ The Scientific, T echno
logical and Social A spects’’ of Reception.

Afternoon Session
T he afternoon session, chaired by Dr. R. Piccinino, had several 

special problem s on the agen da: (1) a paper on “ Canned P ro d u c ts’' 
by G. Jum el, D irector G eneral of the  N ational C ham ber of the  C an
n ing  In d u s try  in P a ris ; (2) a paper about “ M eat and M eat Products” 
by Dr. H. Schulze, lec turer at the V eterinarian  F acu lty  of the U n iv er
sity  of M u n ich ; and (3) a paper on “ The A ppellations of O rig in” by 
G. P. M ora, P residen t of the  C onsortium  of P arm ig iano  and Reggiano 
Cheeses in Parm a.

In  addition to  the papers m entioned on the agenda and read d u r
ing the Conference, the partic ipan ts received a num ber of papers which 
had been prepared specially for th is  Conference :

(1) “T he E laboration  of In te rna tion a l Food S tandards by the 
F A O /W H O  Codex A lim entarius Com m ission” by G. O. Kermode, 
Chief, F A O /W H O  Food S tandards P ro g ram m e;

(2) "The Harmonization of National Legislations in the E E C ” 
by E. G aerner. P rincipal A dm inistra tor, Com m ission of A gricul
tu re  of E E C  in B russels ;

(3) “T he E laboration  of In te rna tion a l Food S tandards w ith in 
the Fram ework of the Partial Agreement of the  Council of Europe” 
by Dr. O. M esser, D eputy  D irector of Econom ic and Social Af
fairs ; and

(4) “A ctiv ities of the U nited  N ations Econom ic Commission 
for Europe in the Field of Agricultural and Food Trade Standards,” 
an ex tract from  a docum ent published by E C E /U N 6;

(5) individual reports  about R eception in A ustria, Belgium , 
the  N etherlands. L uxem burg, F rance, G erm any, Italy , D enm ark, 
F in land, Ireland , N orw ay, Spain, Sweden, S w itzerland and  the 
U nited  K ingdom .
All the papers p resented  a t the P arm a Conference w ere in F rench 

o r E nglish . Some w ere read in Ita lian  bu t sim ultaneous transla tio ns 
into French and E nglish were provided du ring  the sessions.

T en ta tiv e  plans were m ade for som e regional m eetings in 1976 
and a full scale Conference in 1977.

6 A G R I/W P. 1/3.
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A P P E N D IX  
Food Law— International

Selected B ibliography of P ub lications in the  E nglish  L anguage— 
Articles published in the F ood Drug Cosmetic L aw J ournal*

Supplement
(101) In te rn a tio n a l A spects of Food 

and D ru g  L egislation  (Selected 
B ibliography)

by Ju lius G. Z im m erm an
(102) Control of Television Advertis

ing  in G reat B ritain
by P e te r  W oodhouse

(103) The C hanging Com plexion of 
the  Food In d u stry  in the  Com
m on M arket

by Paul P. A shley
(104) R eaching the Comm on M arket 

Consum er
by Ju lius Green

(105) Food Law in the Common M ar
ket

by A lain G érard
(106) H arm onization  of Food L aw s 

and Food S tandards in L atin  
A m erica

by Ju lius G. Z im m erm an
(107) A Food Lawyer’s Report on the

E ig h th  Session of the Codex 
A lim entarius Com m ission—
C ritique and T arg e ts  for the 
F u tu re

by L aw rence I. W ood and
Stephen A. W eitzm an

Ju ly  1971 303-322

August 1971 328-333

Ju ly  1972 460-464

August 1972 468-482

August 1972 483-501

October 1972 645-650

October 1972 651-656
* IFor items 1—100, see Zimmerman, Dru • Cosmetic L aw J ournal 303 (July 

Julius G., “International Aspects of 1971).
Food and Drug Legislation,” 26 F ood
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(108) A cceptance and E nforcem ent of 
Codex S tandards

by  L. M. Beacham December 1972 761-765
(109) A G eneral Look a t Codex Ali- 

m entarius
by E ddie F. K im brell December 1972 766-769

(110) C urrent Codex Alimentarius Ac
tivities

by L. M. Beacham J anuary 1973 79-86
Papers presented at the Budapest FOLI Conference

(111) C onsum er In te res ts  
by  E irlys R oberts M ay 1973 301-307

(112) T he G overnm ent’s A gency R e
sponse to C onsum erism  

by V irgil O. W odicka M ay 1973 308-316
(113) In d u s try ’s Concern in M eeting 

C onsum er Needs 
by T. S. T hom pson M ay 1973 317-325

(114) Codex Alimentarius Commission 
by R ichard W ildner M ay 1973 326-330

(115) International Standards and Food 
Law

by A ndras Miklovicz M ay 1973 331-339
(116) A dap ting  to  Inno va tion : New 

Foods and L egislation  
by G. F. Schubiger M ay 1973 340-344

(117) Food A dditives: Systems of Reg
ulations

by E rn st G. Rapp M ay 1973 345-350
(118) A Food Law  for the F u tu re  

by R obert Delville M ay 1973 351-358
(119) P erspectives of a M odern Food 

Law
by E. J. Bigwood M ay 1973 359-364

(120) T he Council of E urope’s W ork  
in the  F ields of Consum er P ro 
tection  and Food Law  

by O. M esser M ay 1973 365-368
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(121) Com m ents M ade on P apers D e
livered at the  B udapest Food 
In d u stry  Sym posium  on In te r
national Food R egulations

by M ichael F. M arkel |une 1973

(122) Establishment in Brussels of the 
European Food Law Association

(123) Food Regulation in Latin America
by  E nrique E. Bledel

(124) E E C  D evelopm ents A ffecting 
Products— Registration and L i
ab ility  (P h arm aceu ticals)

by Jeffrey  W . B artle tt
(125) Safety, Efficacy and Quality Re

view in th e  U nited  K ingdom  
(M edicines)

by J. V. R. M arrio tt
(126) The Canadian Approach to Food 

and  D rug  R egulations
by A. B. M orrison

(127) Canadian R egulation of Food, 
D rugs, Cosm etics and Devices 
—an O verview

by R obert E. C urran
(128) Current Topics in Canadian Food 

R egu la to ry  Affairs
by D. G. Chapm an

(129) C om m ents and V iew s from  the  
P erspective of a Canadian Food 
L aw yer

by Jam es A. Robb

Ju ly  1973 

September 1973

August 1975

August 1975 

November 1975

November 1975 

November 1975

November 1975

401-406

493-494

585-595

483^494

495-502

632-643

644-653

654-658

659-664 
[ T h e  E n d ]
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Nutrition Regulations 
in Product Development

By HOWARD E. BAUMAN

Dr. Bauman Is Vice-President of Science and Technology in the 
Pillsbury Company.

TH IS  IS B A SIC A L LY  A R E V IE W  of the  h igh ligh ts of a num ber 
of nu trition al regula tions of the Food and D rug  A dm inistra tion  
(F D A ), and som e of the effects th a t they  will have on label copy.
W e, basically, s ta r t w ith Section 1.17 which is entitled, “Food, 

N u tritional L abeling .” I t  m ust be rem em bered th a t nu tritional label
ing  is s tric tly  a vo lu n tary  labeling situation  w herein the com pany has 
a choice of p u ttin g  nu tritional inform ation about the food product on 
the  label. H ow ever, if th is is done, the  in form ation given m ust con
form  to th e  requirem ents of Section 1.17. F o r instance, if vitam ins, 
m inerals or p rotein  are added to  a p roduct or any nu trition  claim or 
nu trition  in form ation (o ther than  sodium  con ten t) is on the  label or 
in the adv ertis in g  for the  food products, the  label m ust conform  to 
Section 1.17. T here  are som e exceptions. F o r instance :

(1) in fan t, baby and jun io r-type  foods are covered by Section 
125.5 and d ie tary  supplem ents ;

(2) an y  food represen ted  for use as the sole item  of th e  diet 
is covered by P a rt 125 ;

(3) foods th a t are used only under m edical supervision are 
no t co v ered ;

(4) iodized salt is covered by a separate  section ;
(5) a n u trien t th a t is included in a food solely for tech 

nological purposes (such as the  addition of ascorbic acid to  cured 
m eats to assist in  the  prevention  of the  form ation of n itrosam ines) 
w ould not tr ig g e r nu trien t labeling ;
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(6) a standard ized  food th a t contains an added n u trien t such 
as enriched flour is an ex cep tio n ;

(7) food products that are shipped in bulk for use in the manu
facture of o ther foods are not covered ;

(8) a food product that contains added vitamins, minerals and 
so forth  for which a nu tritional claim is made on the  label b u t 
the  product is supplied only for in stitu tional food service use 
(T h is p a rt does require, how ever, th a t the  m anufactu rer or dis
tr ib u to r  m ust provide the nu trition  inform ation d irectly  to  the 
in stitu tion s on a curren t basis) ;

(9) a decision about fresh fru its  and fresh vegetables is still 
pending.
If a m anufactu rer does no t fit all the exceptions w hen it m akes a 

nu trition  claim, it will have to  com ply w ith Section 1.17, which very  
explicitly tells w hat m ust be on th e  label and w here on the label it 
m ust be. F irs t of all, all the  n u trien t quantities, including vitam ins, 
m inerals, calories, protein, carbohydrate  and fat, m ust be declared in 
relation  to the  average or usual serving. If  the food custom arily  is not 
consum ed d irectly  in relation  to  an average or usual portion , ano ther 
colum n of figures m ay be used to  declare the n u trien t quan tities in 
rela tion  to  the average o r usual am ount th a t is consum ed on a daily 
basis. H ow ever, th e  sam e form at m ust be used in both cases.

Definitions
T here  is a definition of the  term  “serv ing ,” as well as of the  term  

“po rtion ,” which prim arily  s ta tes  th a t the expression shall be in terms 
of th e  convenient un it of food or m easure th a t can readily  be under
stood by pu rchasers of the food. P erm ission is given to use m etric 
m easurem ents, such as five m illiliters or X num ber of gram s, etc. T he 
declaration of the n u trien t quan tities m ust be on the basis of the  food 
as packaged bu t it is possible to  add ano ther colum n of figures to  
declare the  n u trien t quan tities on the basis of the  food as consum ed 
after cooking or after whatever other preparation there may be. This 
would allow the use of an additional column in cases when eggs or milk 
are added to the product and the finished product nutrient content repre
sents the com bination of the  base product plus the  added products.

The regulations very carefully define how the information is to  be 
specified on the  label. T hey sta te  how  to determ ine calories, protein,
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carboh yd ra te  and fat content. T hey  explicitly s ta te  how those deter
m inations m ust be calculated for the  label. T hey also allow the  fa tty  
acid com position to be declared. T his inform ation, which is defined 
in Section 1.18C, m ust be placed on the  label im m ediately follow ing 
the s ta tem en t of fat content. A ny additional in form ation abou t fat 
con ten t should also im m ediately follow the  s ta tem en t on fat con ten t 
and fa tty  acids. If  sodium  is declared, it m ust follow the  s ta tem en t on 
fat content.

Section 1.17 covers the details of percentage of United States rec
om m ended daily allow ances (U . S. R D A s). T hese percentages differ 
from  the  R D A s put out by the Food and N u trition  Board in th a t these 
are averages covering a range of ages and are on the  high side of 
the  requirem ents of these age ranges. The section does s ta te  th a t the 
necessary items must be expressed in percentage of U. S. RDA. However, 
if any of the e ight required n u trien ts  are below tw o percen t of the 
U. S. RD A , it is perm issib le to use an asterisk  and to place a s ta te 
m ent a t the bo ttom  of the  tab les say ing  “contains less than  2%  of the 
U. S. R D A s (then  list them ) n u trien ts .”

T he n u trien ts  m ust be listed on the  inform ation panel in the  order 
published in the regulation.

Protein Efficiency Ratio
Section 1.17 defines the U. S. RD A of protein in relation to protein 

efficiency ratio  (P E R ). T he section sta tes  th a t protein  w ith a P E R  
less th an  20 percent of the  P E R  of casein cannot be used in term s of 
percentage of the  U. S. RD A  protein.

In  addition to the listing  of the m andatory  eight nu trien ts  th a t 
are required , once nu trition al inform ation is triggered , the  lis tin g  of a 
large num ber of o th e r n u trien ts  (provided they  are over tw o percent 
of the  U. S. R D A ) is allowed.

Section 1.17 covers claim s of w hether or not a food is a significant 
source of a nu trien t. If the n u trien t is p resen t in a food at a level 
equal to  or in excess of ten  percent of the U. S. R D A  in a serving, 
th is claim  can be made. H ow ever, a claim th a t a food is nu tritionally  
superior to  ano ther food cannot be m ade unless the  food contains at 
least ten percen t m ore of the U. S. RD A  claim ed n u trien t per serving.

T his section fu rth e r describes how to handle products w ith sepa
ra te ly  packaged ingred ien ts or to  which o ther ingredients are added 
by the  user. I t  does give som e options of how  to label.
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T he regulations describe w hat m ust be done in the  w ay of sam 
pling  and test procedures to ensure compliance with Section 1.17. They 
tell how th is m ust be done, in addition to  describ ing w hen a food with 
a label declaration of a vitam in, m ineral or protein  shall be deem ed to  
be m isbranded.

Substantial Part of Label
Section 1.17 is p robably  the  m ost critical of all the regulations in 

th a t it affects a substan tia l part of the  label. I t  is im portan t to under
stand  th a t com plying w ith one section or one portion  of a section m ay 
tr ig g e r the  necessity  of com plying w ith ano th er portion of th is  section. 
O r it m ay trig g e r com pliance w ith an en tirely  different section. For 
instance, if fa tty  acids are m entioned on the label, th a t m ention au to 
m atically  tr ig g ers  com pliance w ith  Section 1.18, which is entitled  
“ L abeling  of Foods in  R elation to  F at, F a tty  Acid and  Cholesterol 
C onten t.” Section 1.18 basically says th a t such a m ention is allowed. 
H ow ever, any claim th a t the food is of value in p reven ting  or tre a tin g  
heart or a r te ry  disease is not allow ed because th is  is m islead ing to  the  
consum er. If fa tty  acids and cholesterol are going to be m entioned, 
the  section sta tes exactly  how it m ust be done. T he section also de
scribes the m inim al fat con ten t of the food on a dry w eigh t basis or 
in an average serving that is necessary for the labeling to be acceptable.

If a cholesterol s ta tem en t is on the  inform ation panel, the  regu la
tions allow  the  use of a phrase, pu t on the principal display panel of 
the label, s ta tin g  w here the cholesterol (fa t)  in form ation appears. The 
regulations also lim it the type size th a t is perm issible in th is area.

A nother part, th a t leads in to ano th er area, is P a r t 100, w hich 
contains the nu tritional quality  guidelines for foods. I t  deals primarily 
with frozen heat-and-serve dinners. A nyone who w ishes to  sell a frozen 
product as a com plete d inner m ust com ply w ith the  following. T he 
product should contain at least the follow ing th ree  com ponents :

(1) one o r m ore sources of p rotein  (a list of a varie ty  of 
sources th a t can be used for the protein  is included) ;

(2) one or m ore vegetab les or vegetable m ix tures o ther than 
po tatoes, rice or a cereal-based p ro d u c t;

(3) the  th ird  item  m ust be po tatoes, rice or a cereal-based 
product o ther than  bread or rolls (T he  regulations do allow  the 
op tion of using  ano ther vegetab le or vegetable m ix tu re).
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Minimal Level of Nutrients
T hen comes the hooker— the th ree  or m ore com ponents th a t are 

used in the d inner (th is  w ould include any sauces, gravies or bread ing  
and so forth ) m ust contain not less than  the m inim al level of nu trien ts  
described w ith in  th is  part. T he regulations specify the  m inim um  
am ounts of p rotein  and various vitam ins for each 100 kilocalories of 
the  to ta l com ponents.

T he regulations allow  for the  addition of nu trien ts, provided the 
n u trien t level of w hatever is added does not exceed 150 percent of the 
m inim al level th a t is prescribed. T hey  also specify that, when it is 
technologically practical, iodized salt shall be used, or iodine shall be 
p resen t at a level which is equ ivalent to th a t which would be p resen t 
if iodized salt w ere used in m anufacture of the product. The regu la
tions provide th a t, when it is technologically feasible, the product 
com ponents and ingredients should be selected to  have a one-to-one 
ratio  of calcium -to-phosphorus. H ow ever, it is recognized th a t these 
cannot be m andatory.

A nother hooker is that, if the product includes servings of foods 
which are no t prescribed by P arag rap h  A (soup, bread, rolls, bever
ages or desserts), th e  nu trien t con tribu tion  of those foods cannot be 
used in determ in ing  com pliance w ith the nu trien t levels of P a rt 100. 
O nly the  com bination of the th ree m andatory  com ponents may be 
used. T he regulations also s ta te  th a t, for purposes of labeling, an 
average serv ing  shall be one frozen heat-and-serve dinner.

In order to prevent horsepower races, negative labeling is required.
For instance, “T he add ition  o f ---------  ( to w hatever product it m ay be)
has been determ ined by the U. S. G overnm ent to be unnecessary and 
inappropria te  and does not increase the  d ie tary  value of the food.” I 
doubt th a t anyone would care to pu t th a t s ta tem en t on his or her 
product. If nu trien ts  are added to b ring  levels up to com pliance with 
the nutritional guidelines, no claim or statement can be made on the label 
about it. It can be declared only in the  ingred ien t statem ent.

Nutritional Labeling
N utritional labeling, if one operates under the nu tritional quality  

guidelines, is no t necessary. I t is only necessary to  s ta te  on the  label 
th a t the product provides nu trien ts  in am ounts appropria te  for the 
class of food as determ ined by the U nited S ta tes G overnm ent. So,
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basically, if one wishes to  call a p roduct a dinner, it is necessary to 
com ply w ith the regulations. O therw ise, a term  other than  “d inner” 
w ould have to  be used.

T he com pliance w ith the  nu trien t levels are the  sam e as in Sec
tion 1.17 in th a t the  sam e sam pling procedures are necessary.

One of the problem s th a t th is creates in producing  a p roduct of 
th is type is th a t it is no t only necessary to determ ine the  losses of the  
nu trien ts  th a t m ay occur in the cooking of the  product prio r to  freez
ing. bu t it is necessary also to determ ine the  nu trien t con ten t of the 
raw  m ateria ls being used. F urtherm ore, a producer m ust determ ine 
w hat the loss of nu trien ts  m ay be in frozen sto rage and, also, w hat 
loss m ay occur in the products a fter th ey  are heated in the  home. I t 
is necessarv. I believe, to include a s ta tem en t on the product th a t th is 
is the nutrient content provided the directions for reheating are followed.

The frozen heat-and-serve dinner regulation  also locks into P a rt 
102, in th a t foods described as the  m ain dish or dinner m ust be common 
or usual nam es. T hus, if one does not comply, there is ano ther regu
lation form w ith which to  deal.

Dietary Supplements
P a rt 80 is an in terestin g  regulation  on d ie tary  supplem ents of 

vitam ins and m inerals ; it covers definition, iden tity  and label s ta te 
m ents. T his is the regulation th a t has been stayed by a court order 
and the  one about which C ongress is cu rren tly  w ritin g  a law  to allow 
vitam in supplem ents. To a large degree, it undercu ts a g reat deal of 
au tho rity  on the part of the  F D A  in dealing w ith v itam ins and mineral 
supplements in mixtures. It shows very definitely, I believe, the  effects 
th a t a concerted am ount of p ressure can accom plish in Congress by  a 
relativelv  small m inority  of the people. I will not discuss the details 
of P a rt 80 since it will undoubtedly  be changed considerably once the 
law  has been passed by Congress. I t appears fairly definite that it will.

T he final regulation  th a t 1 will cover is th a t governing label 
sta tem en ts concern ing d ietary  properties of food th a t pu rp o rts  to  be 
or is represen ted  for special d ie tary  purposes. T his regulation, found 
in P a rt 125, defines special d ie tary  use and covers such areas as special 
types of diets for allergies, lactation, pregnancy, convalescents, diabetes, 
overw eight, etc. Tt also m entions foods th a t could be used or can be 
used as sole item  of diet. E ssentially , any type of food for which a
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d ie tary  claim  is m ade is covered. A m anufactu rer m ust s ta te  in a 
conspicuous m anner on th e  principal display panel w hat th e  food is 
to be used for. I t  m ust also cover very  th orou gh ly  th e  exclusion of 
claims th a t th is  food can preven t diseases, and o ther types of claim s 
th a t are generally  used by health  food or organ ic food people re la ting  
to  depletion of soil, or loss of n u trien ts  in cooking, tran sp o rta tio n  and 
so forth.

P a rt 125 also describes label s ta tem en ts  w hich relate  to in fan t 
food and how  th e  s ta tem en ts  m ust be m ade. I t  also covers label s ta te 
m ents re la ting  to  certain  food used in control of body w eigh t or 
d ie tary  m anagem ent of disease, in add ition  to  label sta tem en ts  re la ting  
to  hypoallergenic food and food as a m eans of reg u la tin g  in take of 
sodium. T he in struc tions in th is  regula tion  are quite explicit, and it 
behooves one to becom e very  fam iliar w ith them  because, in som e 
cases, th ey  are exceptions to o ther p arts  w ith which one m ay be m ore 
fam iliar.
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APPENDIX
Formula and Label Compliance—

A Checklist
D eveloping a new product in to d ay ’s environm ent of concerns 

about safety and com pliance w ith regulations is no easy task. The 
follow ing checklist was pu t to g e th er to po in t ou t those elem ents which 
are critical in th is process.

T his checklist is in tended prim arily  to cover p roduct form ula and 
labels. A key elem ent in using  th is checklist is to docum ent the 
inform ation as m uch as possible. T his includes w ritten  specifications, 
correspondence, analytical data, ingredient com position, food gu ar
antees, con tracts, nu trition  data, safety studies and quality  assurance 
procedures.

Formula Requirements
1. Ingredients

fa) V erify th a t the ingredients are approved for use by the  FD A  
and the U nited  S ta tes D epartm ent of A gricu ltu re  (U S D A ) in 
the particu lar p rod uct a t the particu la r level.

(b) V erify the ab ility  of suppliers to  com ply w ith F D A  regulations 
and o ther requirem ents.

(c) E stab lish  appropriate  specifications and test procedures for 
each ingredient.

(d) V erify nom enclature to be used in the  ingredient item ization.
(e) Check to see if descrip tive in form ation is needed, for exam ple, 

preservative, etc.
(f) V erifv th a t all com ponents of an ingredient are know n and 

cleared.
(g ) V erify  th a t th e  processes, if any. used in the  processing of in

gred ien ts are generally  recognized as safe.
(h) V erify  th a t flavors are artificial or natural.
(i) V erifv th a t spices are used as such or used as a color.
( j) V erify  nu tritional analysis, if necessary.

2. Packaging
(a) V erifv approval of all packaging  m aterial by the FD A  and the 

U SD A . particu larly  on food contact m aterials.
(b ) D eterm ine environm ental im pact, if necessary.
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(c) V erify  com patability  of package w ith  s ta te  law s and reg u la 
tions.

3. Product
(a) C onduct hazard  analysis to  determ ine if a hazard  m ay exist 

and establish app ropria te  controls, for exam ple, sto rage w arn 
ings, recipe, etc.

(b) D eterm ine if nu tritional claim s will be used or if any o ther 
factors (such as add ing n u trien ts  th a t w ould trig g e r nu tritional 
labeling) are present. If  so :
(1) D eterm ine n u trien t con ten t—of fresh product, of p roduct 

at end of shelf life, and of p roduct a fter preparation  in the  
hom e including any added ingredients.

(2) Set up program statistically designed to monitor the product.
(3) If nu tritional claim s are  to be m ade, ensure verification of 

the claim s w ith data in files before m arketing.
(4) Fill out information panel and verify correctness of the data.

(c) E stab lish  quality  assurance procedures.

Label Requirements
1. Verify correctness of label

(a) N am e of product.
(b) V ign ette— does it depict w h at the  package contains an d /o r  

the end p roduct?
(c) If com ponents m ust be added, is th is  inform ation prom inently  

displayed ?
(d) Is type size correct ?
(e) Is net weight in proper place with sufficient color differential ?
(f) Is  the inform ation panel w here it belongs and is all the neces

sary  inform ation on it?
(g) Is the in gred ien t item ization correct in placem ent, order of p re

dom inance and the  righ t nom enclature?
(h) Is nu trition  in form ation in correct form at and verified?
(i) V erify  recipes and o ther instructions.
(j) If  w arn ing  sta tem en ts  (for exam ple, refrigerate  a fter opening)

are necessary, are they in place and prominent ? [The End]
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Regulatory Survival Kit
By I. H. GOLDENFIELD

Mr. Goldenfield Is Regulatory Manager of Quality Assurance for 
Hunt-Wesson Foods, Inc.

TH E  R IS K  T O  T H E  C O N T IN U E D  V IA B IL IT Y  of existing  
products, or to the w illingness of m anagem ent to Invest in new 
o r modified products, is a function of surv iv ing  the  regu la to ry  ob

stacle course. T he basic position of th is p resentation  is th a t creative 
m ark etin g  and technical team s can m ain tain , conceive, develop and 
in troduce food products th a t will not experience regu la to ry  problems, 
if the  creative team  know s the regu la to ry  lim itations in advance. In 
m any com panies, the regu la to ry  review  function is not a clearly 
defined organ izational en tity , and its role very  seldom s ta rts  at the 
concept stage of p roduct developm ent.

T he purpose of th is  discussion is to  suggest a m ethod or system  
of ensu ring  th a t regu la to ry  review  and critique becom e an in tegral 
p a r t of the food product protocol, which s ta rts  a t the concept of the 
product and continues th ro ug hou t the life of the  product. T he key 
elem ents of the regu la to ry  problem  prevention system  are organ iza
tion and com m unication. A regu la to ry  affairs com m ittee should be 
created to  w ork w ith  not only the  m arketing , research and develop
m ent and legal departm ents, bu t w ith o ther staff areas th a t could 
affect the regu la to ry  s ta tu s  of a product.

In this short presen ta tion . I will try  to suggest how the survival 
kit m ight w ork using  a hypothetical example. E ach com pany m ust 
develop and im plem ent its own specialized system . T he basic system  
presented  stresses o rgan ization , p re-planning and ongoing communica
tion as the keys to the reduced risk th a t th is approach to product 
developm ent offers.
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I have provided a regu la to ry  checklist (C hart I) th a t roughly  
sim ulates the  life cycle of a food product. A t each stage of the  product 
life cycle, continuous regu la to ry  review  betw een the  regu la to ry  review 
team  and the o ther in terfacing  departm ents is required.

In  order to  dem onstra te  how the  survival kit w orks, let us use 
an example.

CH A RT I 
Concept Stage

(1) Product positioning: W hat kind of product to m eet an expected 
consum er response?

(2) Advertising strategy: W h at is the  advertising  m essage needed to 
sell the  p roduct?

Development Stage
(1) Introduction: T he m arketing  team  is th e  conductor, bu t th e  de

velopm ent follows tw o p a th s :
(a) M ark e tin g /A d v ertis in g ;
(b) Technical.

(2) Marketing responsibility:
(a) P ro du ct n a m e ;
(b) L abels and labeling;
(c) A dvertising ;
(d) P ro du ct quality.

(3) Research responsibility:
(a) Product form ulation;
(b) P rocessing  param eters;
(c) Claims docum en tation ;
(d) Ing red ien t dec lara tion ;
(e) T echnical verification of all copy;
(f)  P ro to typ e  or protocept developm ent.

Ongoing Consumer Product
(1) Operations responsibility:

(a) Good m anufac tu ring  p ra c tic e ;
(b) E m ergency perm it con tro l;
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(c) Recall p rocedures;
(d) Q uality  verification.

(2) Marketing responsibility :
(a) L abel and labeling changes ;
(b) A dvertising  changes.

(3) Research responsibility:
(a) Cost reduction  ;
(b) P ro d u c t im provem ent.
L et us assum e th a t the hypothetical product has been explored 

at the  m anagem ent level to  the po in t w here com pany developm ent 
effort is authorized.

M arketing  has decided on a p roduct generally  in the  category  
of a “m ain dish souffle.” At this point, the product could be a dairy, 
egg  o r fruit-flavored p rod uct whose form could be a d ry  mix, a 
frozen or a canned com plete dish. I t  also has not been decided w hat 
type of nam e to  use to go w ith “souffle” :

(1) C heddar Cheese Souffle;
(2) Cheese & Deviled E g g  Souffle ; or
(3) F ru it & Cheese Souffle.

W ith  th is background , let us partia lly  follow the “ Checklist for 
Com pliance.” B ear in m ind th a t the  system  will w ork if constan t 
com m unication betw een o ther staff areas is m aintained. An appro
pria te  vehicle could be a regu la to ry  affairs com m ittee. In  each case, 
final review  by th e  legal dep artm en t is required before corporate deci
sions are finalized.

Pre-Development Stage
Marketing Responsibility: M arketing  has decided, based on its 

m arket research data, to  develop a line of souffle p roducts con tain ing 
cheese a n d /o r  eggs, w ith or w ith ou t fruits, nu ts a n d /o r  flavors. T he 
preferred prototype name for this class of foods :

...........................................................Souffle
T he blank is to be filled in w ith the  specific nam e of the  product, 

such as :
(1) C innam on and E g g  Souffle;
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(2) P arm esan  Cheese Souffle; or
(3) N ut and F ru it E g g  Souffle.

M arketing  has decided th a t these new products will be positioned 
as the  m ain part of a lunch or d inner meal, w ith the prim ary ad 
stra teg y  to  be : “A  N u tritiou s Com plete D ish .” The products should 
be basically “heat-and-serve” or “add one com ponent,” such as the egg.

Compliance Assessment
Existing Standards: T his class of products is not a standardized 

food bu t the egg, cheese and possibly o ther com ponents could be 
standardized, requ iring  lim ited la titude  in form ulation w ithou t affect
ing the  product name.

Common or Usual Name: A petition to the Food and D ru g  Ad
m in istra tion  (F D A ) for a com m on or usual nam e regulation  could 
be utilized to define a class of products, such as souffles, th a t could 
force any po ten tial com petition to m odify th e ir product to meet the 
proposed new regulation. T his procedure could, in effect, give the 
product a short lead tim e in the m arketplace.

Restrictive Labeling Guidelines:
(A ) Egg to be Added: If the product is designed to be m ade by 

adding eggs du ring  hom e preparation , the  product would be classified 
under P a rt 102.12, titled  “Food Packaged for U se in the P reparation  
of ‘Main D ishes’ or ‘D inners.’ ” T his regulation  would require the 
nam e of the product to include th ree item s as an in tegral pa rt of the  
nam e every place on the label th a t the nam e is used :

(1) Nam e of product to be prepared— “Far a Cheese So.uffle”;
(2) Comm on or usual nam e of com ponents in the package

in descending order— “Souffle Base, Seasoning M ix”;
(3) Ingred ien ts to  be added to m ake prepared product—

“Add 3 Eggs.”
( B ) Canned Product— Ready to Eat: The ex isting  regulations con

tro llin g  th is p roduct at p resen t do not have special restrictions. T he 
FD A  proposal of June 14, 1975 included a proposed regulation  for 
“ M ain D ish P ro d u c ts” under P a rt 102.20 which would require re
strictive labeling sim ilar to  the  “add eg g ” exam ple.
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(C) Frozen Product— Ready to Eat: P a rt 102 has a specific section 
(102.11) titled  “Frozen ‘H ea t and S erve’ D inner” requiring  special 
labeling sim ilar to  those exam ples noted above. T his regulation , which 
is m ore restrictive, requires th a t the class of food “d inn er” be reserved 
for a product hav ing at least th ree  com ponents. T his restriction , in 
effect, w'ould require the product to  fall into the  category  of the 
proposed regulation  for “ M ain Dish P ro d u c ts .”

T he exam ple of how a survival kit could w ork is only in tended 
to dem onstra te  the  concept. T he use of th is  system  not only has 
the  po ten tial for reducing regu la to ry  risk, bu t has the added ad
van tage of b rin g in g  facts to  the  product developm ent system  to perm it 
b e tte r m anagem ent decision m aking. [The End]

SPECIAL STUDIES MAY BE REQUIRED 
FOR INHALATION ANESTHETIC DRUGS

A  proposal has been issued by the Food and Drug Administration 
(F D A )  to require manufacturers of halogenated inhalation anesthetic 
drugs to conduct animal studies and submit reports to determine the 
carcinogenic and teratogenic potential of the drugs. Holders of ap
proved new drug applications and future applicants would be required 
to conduct these studies. The F D A  said that tests of nitrous oxide 
would also be required of the inhalation anesthetic drug sponsors since 
the approved labeling for these anesthetics recommends or suggests that 
they be used in combination with nitrous oxide.

The F D A 's  proposal was spurred by the concern of its Respiratory 
and Anesthetic Drugs Advisory Committee which concluded, nearly 
one year ago, that there is evidence indicating that halogenated inha
lation anesthetic drugs may have carcinogenic and mutagenic potential. 
The Agency is not proposing to require mutagenicity studies because of 
an apparent lack of appropriate methods; however, the Commissioner 
of Food and Drugs is currently reviewing developing mutagenicity test 
procedures.

The design of test procedures used for the carcinogenicity and 
teratogenicity tests, according to the Advisory Committee, will be a 
crucial factor in providing interpretable data on the comparative risk 
of each product. The F D A  proposes to hold a workshop to ensure that 
the studies are properly designed. Representatives from the National 
Cancer Institute, the National Institute for Occupational Safety and 
Health, anesthesiologists, the new drug application holders, and other 
interested persons would be invited to participate in the workshop.

Comments on the proposal may be filed until June 7, 1976.
CCH F ood Drug Cosmetic L aw R eporter, 45,344
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AMERICA’S FIRST FOOD AND DRUG LAWS— POSTSCRIPT
T he follow ing tw o facsim iles are offered as a postscrip t to W al

lace F. Jan ssen ’s article  “A m erica’s F irs t Food and D ru g  L aw s,” 
which appeared in the November, 1975 issue of the F ood D rug  C os
m etic  L aw  J o u r n a l . T he p rin ts are from  the  orig inals in the L ib rary  
of Congress.

T he first is a facsim ile of the  M assachusetts 1785 “A ct A gainst 
Selling U nw holesom e P rovisions,” which is generally  regarded as 
the  first com prehensive food adu ltera tion  law passed in the  U nited  
S tates. A han dw ritten  m anuscrip t copy of the law, signed by Sam uel 
Adam s, is in the  C om m onw ealth L ib rary  in Boston.

An A& againft felling unwholefome Proviiions.
p f / H E R E / I S  fame evilly difpofed perfons, from motives of avarice and f h  

thy lucre, have been induced to fell difeafed, corrupted, contagious or un
its!) olefine provisions, to the great nuifance of public health and peace :

Be it therefore cradled by the Senate and Iioufe of Rcprefentatives, in Ge
neral Court ajfembled, and by the authority of the fame, That if any perfon 
ihall fell any fuch difeafed, corrupted, contagious or unwholefome pfo- 
vifions, whether for meat or drink, knowing the fame without making 
it known to the buyer, and being thereof convicted before the Juftices 
of the General SeiTions of the Peace, in the county where fuch offence 
ihall be committed, or the Juftices of the Supreme Judicial Court, he 
ihall be punifhed by fine, imprifonment, Handing in the pillory, and 
binding to the good behaviour, or one or more of thefe puniihments, 
to  be indicted according to the degree and aggravation of the offence.

[This ad paffed March 8, 1785.]
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T he second facsim ile is of the  1649 M assachusetts “A ct R espect
ing  C hirurgions, M idw ives and P hysic ians,’’ passed also by New 
Y ork in 1684.

FORasmucb a;  the Lava of God allcnes r.o man to impair e the Life, cr Limbs of any Fcrfm, hut in a judicial way;
I t  is  th e r e fo r e  O r d e r e d , T h a t n o p e r f o n  or p e r fo n s  w h a tfo e v e r ,  im p lo y -  

e d  a t a n y  t im e  a b o u t  th e  b o d y e s  o f  m e n ,  w o m e n  or ch ild ren , for  p r e f t r -  
v a t io n  o f  l ife  o r  h e a lth y  as C h ir u r g io n s , M id w iv e s ,  P h y fit ia n s  o r  o th e r s  s  
p r e fu m e  to  e x c e r c i f e ,  or p u t fo rth  a n y  a f t  co n tr a ry  to  th e  k n o w n  a p p r o v e d  
R u le s  o f  A r t,in  ea ch  M y fte r y  an d  o c c u p a t io n , n o r  e x c e r c ife  a n y  f o r c e ,v io le n c e  
ox c r u e lty  u p o n , or to w a r d s  th e  b o d y  o f  a n y , w h e th e r  y o u n g  or o ld ,  ( n o  n o t  
in  th e  m o ft  d if f ic u lt  an d  d e fp e r a te  c a f e s )  w ith o u t  th e  a d v ic e  a n d  c o n fe n t  o f  
fu ch  a s  a re  s k il lfu ll  in  th e  fa m e  A r t ,  ( i f  fuch  m a y  b e  h a d ! c r  a t le a f!  o f  fo m e  o f  
th e  w if e ! !  a n d  g r a v e ft  th e n  p r e fe n t , an d  co n fer .t o f  th e  p a t ie n t  o r  p a t ie n ts  
i f  th e y  b e  Mentis compotes, m u c h  le fs  c o n tr a r y  to  fu ch  a d v ic e  an d  c o n f c n t ;  
u p o n  fu ch  f e v e r e  p u n ifn a ie n t  a s  th e  n a tu r e  o f  th e  fa c t  m a y  d e fe r v e , w h ic h  
l a w  In e v e r th e le fs , i s  not in te n d e d  t o  d ife o u r a g e  a n y  fro m  a ll  la w fu l!  u fe  
o f  th e ir  s k i ' ! ,  b u t ra th er  t o  in c o u r a g e  a n d  d ir e d l th em  in th e  r ig h t  u fe  
t h e r e o f ,  a n d  in h ib it  a n d  r e f t /e in e  th e  p r e fu m p tu o u s  arro g a n cy  o f  fu ch  a s  
th r o u g h  p r e fid e n c e  o f  th e ir  o w n  s k i! ! ,  o r  a n y  o th er  fir.ifter r e fp e & s , d a re  
b o ld ly  a t te m p t  to  e x c e r c ife  a n y  v io le n c e  u p o n  o r  to w a r d s  th e  b o d y e s  o f  
y o u n g  o r  o ld ,  o n e  o t  o th e r , to  th e  p r e ju d ic e  o r  h a z a r d  o f  th e  l ife  o r  i im b e  
o f  m a n , w o m a n  or ch ild , 0 ¡649 ^
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PBBs— NEW THREAT TO HEALTH?
The accidental inclusion of between 500 to 1,000 pounds of hexa- 

brominated biphenyl in animal feed resulted in the destruction of ap
proximately 19,000 head of cattle, 4,000 hogs, one and one-half million 
chickens and 'over five million eggs, Food and Drug Administration 
(FDA) Commissioner Alexander Schmidt told the Senate Subcommittees 
on Health and Administrative Practice and Procedure on April 8. The 
incident took place in the Michigan area in 1973, Schmidt said, and by 
the end of 1975, lawsuits for damages arising from the incident totaled 
over half a billion dollars. Although a study by the Michigan Depart
ment of Public Health revealed no disease, symptom or laboratory find
ing that occurred among persons exposed to contaminated meat and 
dairy products, there might be long-term effects, Schmidt stated.

CCH F ood D r u i Cosmetic L aw R eporter, 41,612

BAN ON CHLOROFORM IN FOOD PACKAGING, DRUGS 
AND COSMETICS PROPOSED

The elimination of chloroform as an ingredient in human drugs, 
cosmetics and food packaging has been proposed by the Food and Drug 
Administration (FD A) in light of new evidence indicating that the sub
stance causes cancer in test animals. Chloroform has long been used in 
small amounts in cough medicines, toothpastes and liniments, and as 
a solvent in making adhesives and resins in food packaging. The FDA 
cautioned that the animal experiments by no means prove that chloro
form induces cancer in humans since the amount fed to the test animals 
greatly exceeds the amount to which any person could be exposed with 
present products. I t was noted, however, that the benefits of chloro
form are minimal and do not warrant any risk, however small. FDA 
Commissioner Alexander Schmidt encouraged industry to replace chloroform- 
containing products as soon as possible and advised that the FDA will 
not regard any removal from the market as a recall requiring the manu
facturers to notify the FDA of such action.

The proposed ban on chloroform is based on a report presented to 
the FDA on March 1 by the National Cancer Institute. The report con
cluded that chloroform induces liver cancer in mice and renal tumors in 
male rats. Once adopted, new FDA regulations would prohibit the in
troduction into interstate commerce of any human drug or cosmetic 
containing chloroform after July 8, 1976. The proposal to prohibit the 
use of chloroform in food packaging would take effect after the same 
date. The closing date for comments on the proposals is May 10, 1976.

CCH F ood D rug Cosmetic L aw Reporter, f  45,346, 45,347
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