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REPORTS
TO THE READER

“Special Problems in Advertising” is 
Elaine S. Reiss’ analysis of the legal cli
mate surrounding advertisements, especi
ally in light of recent consumerist action 
concerning the effect of advertising on 
children. Ms. Reiss, Vice-President and 
Manager of the Legal Department of 
Ogilvy and Mather Inc., discusses the 
Federal Trade Commission’s proposed 
trade regulation rule on food advertising, 
in addition to reviewing recent Commis
sion cases regarding alleged deception in 
nutrition advertisements. The article, 
which begins on page 252, was 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 January 29, 1976 in New 
York.

In an article beginning on page 264, 
Gary A. Sunshine presents a historical 
overview of the regulation of food addi
tives. Starting with the Pure Food and 
Drug Act of 1906, he traces the develop
ment and the refinement of the term 
“food additive” and describes the resultant 
licensing-type regulatory scheme. Mr. 
Sunshine also touches on areas of interest 
and importance in the determination of 
methods to assure the safety of the food 
supply. “Regulatory Aspects of Food 
Additives—Yesterday, Today and Tomor
row” was written by the Director of the 
Regulatory Law Department of ICI 
United States, Inc. It was delivered at the 
Chemical Marketing Research Asso

ciation meeting in Hamilton, Bermuda on 
February 17, 1976.

Martin I. Blake, head of the Depart
ment of Pharmacy at the University of 
Illinois, examines the methods and the 
necessity of establishing and maintaining 
specifications and standards for drugs 
used in the United States. Dr. Blake 
explains current compendial specifications 
and the structure involved in establish
ing those standards. Based on his lecture 
presented at Ayerst Laboratories on Feb
ruary 12, 1976, the article is titled “The 
Role of the Compendia in Establishing 
Drug Standards” and begins on page 276.

In a paper first presented at the 
FAO/'DANIDA workshop on Fish 
Handling, Plant Sanitation, Quality Con
trol and Fish Inspection, which was held 
in Bangkok, Thailand beginning on Oc
tober 20, 1975, J. R. Brooker explains the 
labeling, sanitary and additive require
ments of the United States for fish and 
fishery products imported into the 
country. Appended to the article are 
an import procedure flow chart and a bib
liography of pertinent regulatory sources. 
Mr. Brooker is Senior Staff Specialist 
of the Fishery Products Inspection and 
Safety Division of the National Ma
rine Fisheries Service in the United 
States Department of Commerce. “How 
to Export Fishery Products to the United 
States” begins on page 289.
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Rod-Dng'Cosmetu: law

Special Problems in Advertising
By ELAINE S. REISS

Ms. Reiss Is Vice-President and Manager of the Legal Department 
of Ogilvy and Mather Inc.

MY D IS C U S S IO N  W IL L  F O C U S  on the  legal clim ate, in terms 
of m ark etin g  food products to a particu la r segm ent of our so

ciety— children. T he ch ild ren’s issue, as raised  by consum erists and 
the  governm ent, is divided in to tw o m ain concerns: (1) a child’s 
nu trition , health  and s a fe ty ; and (2) a concern about dealing w ith 
children in an unfair m anner.

In  1970, headlines appeared in national new spapers w hen R obert 
Choate criticized th e  nu tritional con ten t of d ry  b reakfast cereals. In 
1972, he testified before the Senate C om m ittee on N u trition  of H um an 
N eeds on the  consum erists’ concern about b reakfast nu trition . T he 
link betw een nu trition  and children was, and still is, m agic in w hat I 
call the  consum erist years.

Choate w as one of m any of th e  consum erists to  find a w ay to gain 
headlines, to use th a t p ressure—the pressure of the  public press—to  
exert th e ir will th ro ug h  governm ent to  a lte r those business practices 
which they abhor. Industry is very much aw are of th e ir success in the  
food and d rug  area. T he sam e p ressures th a t w ere being exerted  on 
th e  Food and D ru g  A dm inistra tion  (F D A ) w ere exerted on the Fed
eral T rad e  Com m ission (F T C ).

In  A pril of 1972, in response to som e of th a t pressure, th e  F T C  
issued its so-called cereal com plaint. T he com plain t alleged, in part, 
th a t cereal com panies engaged in unfair m ethods of com petition by 
rep resen ting  in th e ir  advertisem ents th a t ready-to -eat cereals, w ith ou t
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other foods, enable children to perform  the physical activities repre
sented or im plied in th e ir advertisem ents.

T he F T C  alleged th a t these cereals do not enable children to  per
form the physical activity represented or implied in these advertisements. 
T his allegation , in an anti-com petitive com plain t based on advertising  
im plications, w as novel and continues to be novel. T hese  allegations 
were concerned with the protection of a particular class of consumers— 
children. T he m atte r of the cereal com plain t is still in the  early  stages 
of litigation.

Ready-to-Eat Cereals
T he a ttack  on the  ready-to -eat cereals w as coupled, by consum er- 

ists, w ith  an  a ttack  on the  high ly sugared cereal. Mr. C hoate’s Council 
on C hildren’s M edia and M arketing  used the  public forum  to argue 
th a t the  frequent use of the  sugared cereals caused tooth  decay and 
m any o ther health  problem s th a t children have. M ore recently , the  
C enter for Science in the  P ublic  In te res t petitioned th e  F D A  to set 
stan dards for the am ount of sugar perm issib le in packaged b reakfast 
cereals. A ction for C hildren’s T elevision (A C T ), th e  B oston-based 
consum erist group, raised th e  concern about the am ount of sug ar in 
food advertised  to  children. In  A pril of 1972, A C T  petitioned the F T C  
to elim inate the advertising  of all edibles to  children. A C T  sta ted ,
“A child watching- a television program for children sees ads for sugared cereals, 
snack foods, candies and other sugared drinks in an unceasing number and learns 
nothing of the essentials of a balanced diet. On a typical Saturday morning a 
child will see no ad for fruit, vegetables, cheese, eggs or other valuable nutri
tional foods, but instead will be cajoled into buying new sugar cereal with a toy 
premium or to put syrup in his milk to make it fun.”
T he p ressure  w as on the F T C  to take som e action. T hese sam e pres
sures w ere felt by th e  se lf-regu la to ry  bodies, th e  N ational Association 
of B roadcasters (N A B ) and the N ational Advertising Review Board 
(N A R B ).

Self-regulation of advertising  by these bodies m ust be coped with 
in the  developm ent of a m ark etin g  plan for a food product, bo th  a  
food product d irected to children and a food product directed to  th e  
general consum er.

T he F T C  began proceeding on several different fron ts to  deal 
w ith the  pressures th a t the consum erists w ere p lacing on them .

One, as the cereal case illustrated, was the traditional case approach. 
T here  w ere o ther cases th a t w ere based on concerns about the n u tri
tion of children. One of these w as the H I-C  case. T he Com m ission,
SPECIAL PROBLEMS IN  ADVERTISING PAGE 253



in its  com plaint, had alleged th a t the  advertisem ent for H I-C  com 
pared H I-C  w ith  citrus juices, particu larly  w ith orange juice, and 
im plied H I-C ’s superiority . T he advertising  w as deceptive, th e  Com 
m ission said, because H I-C  was not of a m ore nu tritious value than  
orange juice.

Advertising Representations
The adm inistra tive  law judge did not support the  com plaint coun

sel’s findings and found, indeed, th a t consum ers w ould no t be likely to 
understand  the  advertisem ent to  im ply the  drink was m ade from  fresh 
fruit juice and was equal to, or better than, fresh fruit juice. On appeal, 
the Com m ission agreed and found th a t the  advertising  representations 
th a t were m ade were no t reasonably  likely to com m unicate th a t H I-C  
was m ore n u tritiou s th an  fru it juices.

In  ano th er ju ice drink case, R JR  foods entered in to a consent 
order w ith  th e  F T C  for its p roduct, H aw aiian  Punch. H aw aiian  Punch 
agreed to  disclose in all of its fu tu re  advertising  the percen tage of 
fruit ju ices contained in the product. R JR  not only agreed to m ake 
the corrective advertising  disclosure, which it is presen tly  doing, bu t 
agreed th a t it w ould continue to m ake th a t disclosure un til it had a 
market survey which found th a t consum ers understood the disclosure. 
T he survey had to  indicate th a t at least 95 percen t or more of the 
curren t pu rchasers of H aw aiian  P unch  product th ink  th a t Hawaiian 
Punch contains no more than 20 percent natural fruit j nice.

C onsum erists w ere concerned about children d rink ing  sw eetened 
ju ice-type drinks th a t w ere not juice. H ence, the  F T C ’s concern in 
these  cases w as w ith  the products th a t w ere m arketed to children. 
Given the  ju ice drink cases, one would assum e th a t a claim like “m ilk 
has som eth ing for everybody’’ or “everybody needs m ilk” w ould be 
applauded by the  consum erists and the FT C . W hile th is is no t really 
a child-directed case, the F T C  th is year attacked  the C alifornia Milk 
A dvisory Board C elebrity Cam paign, which used these slogans. T his 
fu rth er illustra tes the  problem  of advertising  nu trition . Because the  
Board is a s ta te  entity , the  F T C  was precluded from  in terfering .

Alleged Deceptive Advertising
A nother case of particu la r in terest to th is  discussion is IT T  Con

tinen ta l B ak ing  Com pany. T he alleged deceptive advertising  w as for 
tw o products, W onder B read and H ostess Snack Cakes. In  the  H ostess
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Snack Cakes' advertisem ent, the  com pany announced th a t it had 
fortified the product w ith nu trien ts. Yet. the F T C  com plained. The 
com plaint alleged th a t the advertisem ents w ere deceptive because 
they indicated th a t H ostess Snack Cakes offered good nu trition  for 
children as food. T he F T C , on appeal, did not accept com plaint coun
sel's a rgum en t th a t the advertising  constitu ted  either an expressed 
or im plied deception, say ing  th a t children could eat H ostess Snack 
Cakes to  the exclusion of o ther foods and still get good nu trition . Nor 
did the  Com m ission accept the  argum ent th a t the claim for good 
nu trition  is m isleading because the  advertisem ents failed to  disclose 
the fact th a t H ostess Snack Cakes contained large am ounts of sugar. 
T he villain sug ar reappears.

T he Com m ission found th a t the “good nu trition " say ing  was 
qualified in the  advertisem ents them selves. A dditionally, the  Com
m ission held th a t it was com m on know ledge th a t snack cakes, whether 
hom em ade or com m ercially m anufactured , contain large am ounts 
of sugar. T he Com m ission m entioned, as an additional fact in dis
m issing the com plaint against IT T  and Ted Bates, th a t the adver
tisem en ts were used as part of a short m arket in troduction  and 
announcing  fortification w here none had existed before. I t rem ains 
to be seen w hether or not th a t elem ent of announcing  a product 
im provem ent will be a contro lling  factor in the snack category  as 
the  only circum stance under which th a t type of product can claim 
good nu trition .

Nutritional Value
T he W onder B read portion of the action w as not dism issed. T he 

decision issued by the FT C , w hich is now  being appealed to  the 
federal court, deals w ith the elem ents I set forth earlie r: (1) decep
tiveness as to  the  nu tritional value of the p ro d u c t; and (2) unfairness. 
T he Com m ission held th a t the advertisem ents represen ted  W onder 
B read as hav ing ex trao rd ina ry  properties to produce growth in children. 
I t  also held th a t the  bread is not an ex trao rd ina ry  food for p roducing 
growth in children and the ad was thus false representation. The Com
m ission relied on both its expertise  and also on several m arket re 
search studies th a t indicated consum er perception of the  product 
and its advertising . I t  utilized m arketing  surveys, in which con
sum ers had ra ted  the product as being  a good source of nu trition , 
as evidence of the  in ten t of W onder B read to  continue to  m arket 
th is p roduct on a nu tritional platform . The staff alleged th a t false
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po rtray al of W onder B read as an ex trao rd inary  and necessary grow th  
food unfairly  exploited ch ild ren’s asp ira tions and paren ta l concerns 
about ch ild ren’s health , g row th  and developm ent. The Com m ission 
found th a t, in th is p a rticu la r case, the unfairness issue appeared to  
be inseparable from  the  falseness of the  claim. Therefore, it did not 
find that the deceptive claim also constituted unfair acts under Section 5.

H ow ever, the  Com m ission did recognize th a t unfairness m ight, 
indeed, be a separate  cause of action. The C hairm an of th e  FT C , 
Lew is E ngm an, dissented. H e s ta te d :
“The record confirms what our accumulated knowledge and experience tells us. 
Mainly, children of tender years, especially children under six years of age, are 
highly vulnerable to the type of subtle psychological claims promising rapid 
growth contained in the Wonder Bread advertisement. Recent empirical studies 
appear to confirm the conclusion that children under six years of age may tend 
toward a confused perception about whether something they see on television is 
absolutely true or not. In these circumstances, I am persuaded that the chal
lenged advertisement, in addition to being deceptive, also constitutes an unfair 
practice within the meaning of Section 5 because it capitalizes on children’s 
anxiety about growth and exploits their difficulty or inability to differentiate be
tween reality and fantasy.

“In my opinion, the unfairness doctrine endorsed by the court in FTC v. 
S& H  is peculiarly appropriate in the circumstances of this case. I am not sug
gesting here either that Section 5 condemned every psychological advertisement 
directed to children as inherently suspect, but the advertiser who chooses a 
child audience as a target group for a selling message is subject not only to the 
standards of truthful advertising, but is also bound to deal in complete fairness 
with his young viewers. Advertising directed to or seen by children, which is 
calculated to or, in effect, does exploit their known anxieties or capitalize upon 
their propensity to confuse reality and fantasy, is unfair within the meaning of 
Section S of the Federal Trade Commission Act.”

Capacity to Influence Children

M ore recently , G eneral Foods C orporation signed a consent 
o rder th a t se ttled  a proposed Com m ission com plain t challenging 
four television com m ercials of Grape N uts as unfairly deceptive be
cause of th e ir  capacity  to  influence children to engage in harm ful 
activity . T he harm ful ac tiv ity  ob jected to  by the  F T C  is eating 
w ild plants. T he com m ercials in question show ed natu ra l foods ad
vocate, E uell Gibbons, picking and  eating , or po in ting  to, a certain  
w ild p lan t and s ta tin g  th a t th e  particu la r p lant, or p a rts  of it, are 
edible or good tasting .
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Specific allegations in th e  F T C ’s proposed com plain t concluded 
th a t the  advertisem ents have the  capacity  to  influence children to 
eat p lan ts or p lan t p a rts  w hich th ey  find g row ing  or in natural 
surroundings. I include th is  because, w hile E n g m an ’s opinion on 
W onder B read was a dissent, I th in k  th a t th is  s ta tem en t m ay well 
becom e a s ta tem en t of the position of the  FT C . I believe th a t the  
G eneral Foods case is th e  first consent order to en ter th is area of 
unfairness.

A dditionally , th e  proposed com plain t included a s ta tem en t th a t  
these ads have the  capacity  to un dercu t a com m only recognized safety 
principle, nam ely, th a t children should no t eat any  p lan t found g row 
ing o r in na tu ra l surroundings except under adu lt superv ision; th a t 
th e  com m ercials had th e  capacity  to  m isrepresen t to  children th a t 
th ey  can eat p lan ts th ey  find g row ing  in na tu ra l surroundings w ith 
ou t risk  o r harm .

T he consent o rder applicable to all G eneral Foods products 
proh ib its rep resen ta tions th a t a p lan t is edible in its raw  sta te  w here 
the  visual im pression is conveyed th a t the  p lan t w as no t grow n for 
hum an consum ption, or w here raw  p lan ts being consum ed are specifi
cally described as w ild plants.

Reasonable Inquiry
Also, G eneral Foods is barred  from  sponsoring  advertising  th a t 

has th e  capacity  to influence the  consum ption of any non-com m only 
recognized p rod uct w here it is reasonably  foreseeable th ro ug h  rea 
sonable inqu iry  th a t such a represen ta tion  has the  capacity  to  influence 
behavior w hich can resu lt in physical harm .

A t the  ou tse t of th is  paper, I indicated  th a t I w as going to  review  
how th e  F T C  reacted  to  consum erist p ressure  in several ways. I have 
review ed only a few of th e  F T C  cases th a t were peculiarly  child- 
re la ted  w ith a focus on both the nu trition -h ealth -safe ty  elem ent and 
th e  unfairness element. The Com m ission, however, did no t operate on ly  
in the  trad itional case area.

In  a  speech delivered by  F T C  C hairm an E ngm an to  young  
law yers several m onths before his published dissent in th e  W o n d er 
B read case, th e  C hairm an called for action on the  vo lu n ta ry  code 
in the  child ren’s advertising  area. H e called for cooperation by  bo th  
in du stry  and the consum ers or consum er advocates. In  announcing  
the Com m ission’s involvem ent in th is p ro ject to  develop a vo lun tary  
code, he specifically m entioned eight po in ts w hich should be ad
dressed. Several of p a rticu la r in terest to  us a r e :
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(1) advertisem ents w hich encourage the purchase of food 
item s, especially those involving soft drinks, candies and  snacks, 
w ithou t, a t the  sam e tim e, exp lain ing how the  product fits into 
a well balanced nu trition al p ro g ra m ;

(2) th e  use of prem ium s and contests to create an artificial 
dem and for a specific p ro d u c t;

(3) th e  exposure of children to advertisem ents for p roducts 
w hich prom ise to  affect th e  u ser’s mood or w ell-being;

(4) the use of program  characters, either alive or anim ated, 
to  sell p roducts to  c h ild ren ;

(5) the  use of m aterial w hich can reasonably  be expected 
to  frigh ten  children or to  prom ote anxiety, or which po rtray s 
or appeals to violent or dangerous behavior, or which p o rtray s 
children in unsafe acts.
W h a t relevance do these po in ts have to  our discussion? D u ring  

the  ten  m onths th a t the pro ject continued, the consum erist p a r
tic ipan ts subm itted  th e ir  code. In d u s try  represen ta tives did not 
accept it. Indu stry , in answ er to  the  F T C ’s pressure, did evolve an 
expanded role in th e  area of child-directed advertising  for its self- 
regu la to ry  body, the  N A R B . I t  established the  N A D  panel of experts. 
T he ho t issues th ro u g h o u t the  entire  project w ere n u tritio n —m ore 
specifically, sugar— and prem ium  advertising . T hese are issues th a t 
are no t resolved yet.

Trade Regulation Rule
D u ring  th is project, the F T C  continued the  p reparation  of a 

trade  regulation  rule on food advertising  which w as finally published 
in N ovem ber of 1974. T he F T C  staff elim inated the  discussion of 
nu trition  from  the child ren’s pro ject because of the im pending trade  
regulation  rule on food advertising.

Flowever, there were certain provisions in the consum er’s code 
th a t w ere of interest. T he consum er’s code provided th a t commercials 
d irecting  them selves to  child ren : (1) could no t advertise  any  edible 
p roduct or beverage con tain ing  sug ar over 15 percent by w et w eigh t 
or 35 percen t by dry  w e ig h t; (2) could not identify  or im ply food 
or o ther charac teriz ing  ingredients or flavor w ithou t disclosing its 
na tu ra l or artificial n a tu re  as proposed in 21 C F R  1.12 under the  
Federal Food, Drug and Cosmetic Act ; and (3) could not, directly or by
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implication, represent that any edible p roduct or nu trien t by itself 
produces, hastens or enhances vigor, stam ina, streng th  or energy, etc.

O f g rea te r in terest w as a proposal th a t no fam ily com m ercial 
could advertise  any  edible p roduct or beverage contain ing sugar over 
15 percent by  w et w eigh t or 35 percent by dry w eight w ithou t an 
audio o r video w arn ing  th a t ea ting  the  p rod uct betw een m eals m ay 
be harm ful to  a child’s teeth. I have m entioned these because, al
though  nobody has adopted them , th is is w here governm ent is being 
pressured  by constituen ts to do som ething.

Sugar Problem
T he F T C , in issu ing th e  trad e  regula tion  rule on food adv ertis

ing, did not touch on the  sug ar problem  bu t shifted the concern 
back to the  F D A  for its findings on sugar. T he consum erists were 
publicly disappointed . S ugar rem ained an  issue and rem ains, they  
contend, a concern for the  consum er. O ne m ust assum e th a t con tinued 
research in the area, such as the  stu dy  th a t w as published in the 
Jou rn a l of the  A m erican D ental A ssociation in A pril of 1974 w hich 
indicated th a t there is no association th a t can be found betw een 
den tal caries incidence and the  consum ption of ready-to -eat cereals, 
is the only w ay to  sa tisfy  th is  concern by  th e  consum erists.

Briefly sta ted , the  food rule, as p resen tly  proposed by th e  F T C , 
requires a firm er disclosure of n u trien t content w hen the advertising  
m akes a nu tritional claim  either d irectly  or by im plication. O ther 
elem ents of w hat was contained in C hairm an E n g m an ’s speech and 
w hat w as contained in the  consum er’s code have been adopted by 
th e  se lf-regu la to ry  bodies, the NA B and th e  N A R B  and, therefore, 
govern the advertising  of food products as if th ey  had been adopted 
by the  FTC .

H ow ever, th e  NA B vo lu n ta ry  com pliance w ith m any of these 
provisions by  the  consum er’s and the  in d u stry ’s new  self-regu lato ry  
mechanism was not enough for the FTC. Having hosted these meetings 
and hav ing  gone ou t publicly and sta ted  th a t it w as ho stin g  the  
meetings for a voluntary children’s code, the F T C  wanted to  have 
some p a rt of the  consum er’s code adopted.

In  Ju ly  of 1974, th e  Com m ission issued for public com m ent a 
guide on th e  adv ertis in g  of prem ium s. T his guide required th a t all 
prem ium  advertising  directed to  children be elim inated. T he guide 
was based on a concern th a t the  technique w as unfair to children. 
E lim ination  of the technique would have an effect on adv ertis in g  cer
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ta in  food products th a t are now directed to children. T he definition, 
as contained in th e  proposed guide as o rig inally  published, w ould 
even proscribe colorful packaging  as well as the premiums contained 
w ith in  th e  package. T he prem ium  device is used com m only in cereals, 
snack products and in some food products from  the fast food chains. 
A research stu dy  published early  th is year conducted by researchers 
at G eorge W ash ing ton  and K en t U niversities, indicated th a t th e  con
cerns of the  F T C  over a child’s ability  to cope w ith th is type of 
advertising  technique was m isplaced. T he F T C  issued th is research 
for com m ent, and in du stry  was again given the opportun ity  to com 
m ent on the  proposed guide on prem ium  advertising.

Premium Advertising
A t th is po in t in tim e, there  is no indication w hether or no t the  

Com m ission will continue to proceed w ith  its ban on prem ium  ad
vertis ing  as a tool in food advertising  directed to  children. T he con- 
sum erists still w an t its elim ination as a m ark etin g  tool, bu t the 
research w ould appear to  have slowed F T C  action. O bjective facts 
can m odify regula tions based on false assum ptions.

T he proposed trade regula tion  rule on food advertising  has, of 
course, a g rea te r im pact on advertising  than  just those ads directed 
to children. Children are one of th e  special classes th a t the F T C  is 
concerned about p rotecting , and has used as a basis for issu ing th is 
proposed trade regulation  rule. T he po ten tial th re a t to m arketing  
of a new food product th a t w an ts to talk  about nu trition  is apparen t 
on its face. A dditionally , while the  Com m ission indicates th a t, a t 
th is  point, the  rule will only apply  when a nu tritional claim is made, 
the  food rule as a precedent could apply to  all fu tu re  food claim s 
th a t are made.

T he F T C , in issu ing the food rule, did not issue the  staff s ta te 
m ent. T he staff s ta tem en t contains a proposal for at least requ iring  
disclosure th a t the food does not contain any n u trien t in excess of 
ten percent, or does not contain any n u trien t th a t is valuable. T he 
F T C  has indicated th a t the staff sta tem en t is not issued, nor has 
the Com m ission endorsed it.

You are all aw are of the  im possibility of b rin g in g  to  m arket 
a new food product w ithout an effective adv ertis in g  program  to 
support it. As p resen tly  proposed, the  rule requires n u trien t dis
closure. T he rule assum es th a t the  consum er know s w hat n u trien ts  
are, how they  function and th e  daily am ount necessary. T here  is
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a requirem ent of affirm ative disclosure of the percen tage of U nited  
S ta tes recom m ended daily allow ance (U . S. R D A ), delivered by a 
s ta ted  serv ing  of the  food.

FDA Labeling Rule
N u trien ts  th a t can be disclosed are lim ited to  those th a t are 

contained in th e  F D A  labeling rule. As I understand  it, these are 
no t all the  n u trien ts  th a t are necessary  for a healthy  diet.

T hese required  disclosures w ould m ake food advertising  th a t 
is a ttem p tin g  to  give th e  consum er nu trien t in form ation m onotonous 
and full of d reary  repetition , an endless read ing  of lists of serv ing  
am ounts, calorie am ounts and n u trien t am ounts. T he repetition  of 
essentially dull m aterial cannot be expected to  enlighten , or even 
to  be rem em bered by, a consum er. C om m ercials which are m ostly  dry 
factual talk , accom panied by a television p ictu re of the  sam e w ords 
in prin t, are no toriously  low in m em orability . R eciting  the  inform ation 
in a television com m ercial m ight well be counterproductive. T he 
advertising  m ight create the im pression th a t there  is no longer any  
need to read the label, since the consum er vaguely recalls som eth ing 
about n u trien t inform ation from the advertising.

In  all fairness, som e of th e  F T C  proposed food rules do not 
require disclosure. T he food being  advertised  has to qualify in o rder 
to use certain  descrip tive w ords about the food, such as the  claim 
“th is is nourish ing .” W hile th is seem s reasonable, it appears th a t 
certain  foods w hich you and I view  as nourish ing  do not qualify 
under the  rule. F o r exam ple, m ost fruit ju ices (including orange 
ju ice), whole w heat bread and vegetab les such as asparagus, b roc
coli, cauliflower, corn, green beans, lim a beans, peas and carro ts 
can no longer be called nu tritious, no urish ing  or wholesom e. W h y  
not ? Because the  rule requires th a t, in o rder to  use these w ords in 
advertising , the food m ust contain at least four n u trien ts  including 
protein, p resen t in an am ount at least ten  percent of the  U. S. RD A  
per 100 calories.

I am bew ildered since, as an a tto rney . T have not seen any basis 
for the contention th a t these  w ords are p resen tly  being  used in a 
m islead ing m anner to consum ers. As a consum er, I find th is  new  
regulation  equally m isleading. W h y  aren ’t green beans wholesom e 
and n u tritio u s?  D oesn’t a well balanced diet need vegetab les? H ow  
is the consum er go ing to benefit from  th is restric tio n?  On w hat basis 
was th is  lim itation  determ ined? Is it a scientifically correct basis?
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I do not know the answ ers, nor has the F T C  provided any answ ers. 
H ow ever, it has provided a hearing  for the fu tu re  w herein, I assum e, 
these are go ing to  be som e of the  m any issues th a t will be raised.

So-Called Emphatic Claim
T he proposed rule govern ing  the so-called em phatic claim re

quires th a t a n u trien t be presen t in a t least 35 percent of the  U. S. 
R D A  in order to  qualify  to  be called an “excellent source of,’’ “high 
in ” or “rich in” th a t nu trien t. A gain, th is  rule is reasonable enough 
on its face— until it is applied. T his regulation  w ould p roh ib it referring  
to m ilk as high in protein  or an excellent source of calcium. I suggest 
th a t th is is equally  m islead ing and of no benefit to  the consum er.

W h at is th e  nu tritional basis of the  35 percen t lim itation ? T he 
F T C  has provided us w ith a rule w ith no explanation. T he  listing  
of nu trien ts  is based on the  needs of a 22 year old w hite  male. M any 
adu lts need only tw o-th ird s to  th ree-fourth s of the suggested  amounts. 
Children m ay need one-half. Y et, consum ers will believe th a t the  
goal of 100 percent or m ore of the U. S. R D A  should secure adequate, 
if no t good, n u trien t habits. As an exam ple, wom en and children 
should get 100 percen t of the iron allow ance, although  older boys 
and m en require about 55 percent. S im ilarly, children and teenagers 
need m ore calcium  than  adu lts because th e ir bones are still developing.

Some experts say they  should aim for 120 percent of the  U. S. 
RD A , although  80 percent suffices for adults. H ow  will the  disclo
sures, as p resen tly  contem plated, lead to a b e tte r  un derstan d in g  of 
the consum er’s d ie tary  needs? F or these  reasons, I therefore believe 
th a t th is rule, which is concerned about our nu trition  and p a rticu 
larly  about the  nu trition  of our children, does not, in its p resen t 
form, really  aid children.

Extensive Hearing Process
Since the trad e  regula tion  rule will undergo an extensive hearing  

process, th is is ano th er area w here know ledge can aid the regula to ry  
process. T he Com m ission itself has said in th e  IT T  C ontinen tal case,
“The instant case, the W onder Bread case, involved the nutritional claim with 
respect to a food product. An absolute claim for good nutrition may well be 
objectionable for the reason that the advertisement missed things that should 
be said. On the other hand, it would be unrealistic to impose upon the adver
tiser the heavy burden of nutritional education, especially with respect to radio 
and TV commercials which, in many cases, are shorter than 30 seconds and seldom as long as 60 seconds.”
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W e should no t a ttem p t to estab lish  an overly restric ted  standard  
of general application in th is regard . To do so w ould be tan tam ou n t 
to a de facto ban on all nu tritional adv ertis in g  th rough  the  radio and 
T V  media. In  the final anaylsis, the question  of w hether an advertise
ment requires affirmative disclosure w ould depend on the  na tu re  and 
the  ex ten t of nu tritional claim s m ade in the advertisem ent. W hy, 
therefore, is the  Com m ission now proposing  affirmative n u trien t dis
closure in all com m ercials?

T he bulk of m y p resen ta tion  has been spent d iscussing children. 
I have not discussed th e  socially d isadvantaged or the  elderly. W hy? 
M y personal view  is th a t w hat has occurred in the last five years 
in te rm s of w hat I view  as a child pro tection  regulation  is m erely 
a precedent as to  w h at we m ay expect in the fu ture for o ther seg
ments of society. Concern for children cannot really be separated from the 
concern for the socially deprived child, the poor child. Once we have pro
tected the child, then  we can be concerned about p ro tec tin g  o ther 
segm ents of our society who need care, such as the elderly. I cannot 
now point to any specific legislation in the food area, o ther than  
the trade regulation rule on food advertising which is concerned also 
about the  nu trition  of the  elderly and the  poor, to support m v thesis. 
B ut it is th ere  in th e  trade regulation  rule on food advertising.

All of our m ethods of selling are regula ted  m ore closely today  
by the  various bodies and changes in m ark etin g  which have obviously 
occurred in reaction  to th is regulation . A dvertising  continues and, 
short of ban n ing  it, w hich none of the  regu la to ry  bodies have done 
in the  food area, will continue. W hile it m ay be m ore difficult in the  
future to produce advertising under these rules, it is m y belief, as an 
adv ertis in g  person, th a t advertising  will continue to  rem ain a m ajo r 
factor in the  m arketing  of food products. [T h e  E nd]
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Regulatory Aspects 
of Food Additives— 

Yesterday, Today and Tomorrow
By GARY A. SUNSHINE

Mr. Sunshine Is Director of the Regulatory Law Department of 
ICI United States Inc.

IT  W O U L D  B E  P R E S U M P T U O U S  O F  M E  to a ttem p t to  p resen t 
a thorough  and scholarly  dissertation of this subject. Moreover, it 

w ould probably  be im possible. W h a t I will a ttem p t to do is to  m en
tion  a few of the  key aspects of food additive regula tions past and 
present. T hen  I will ven tu re  a few th o u g h ts  abou t th e  future. The 
opinions th a t I share w ith you are m y ow n and should no t be taken 
as rep resen ta tive  of in du stry  or even of m y com pany.

Yesterday
M ost discussions of regulation  th a t include any historical per

spective a t all usually  begin w ith  a recita tion  of exam ples of codes 
of food law s observed by  one or ano ther obscure ancient civilization. 
T he discussion generally  m oves forw ard to  the neo-ancients and 
even tually  cites E ng lish  law s of the  m iddle ages regard ing  such 
th ings as the  seizure of harm ful foods. W hile  exam ining such per
spectives is in teresting , it is no t pa rticu la rly  helpful in understand ing  
the U nited  S ta tes reg u la to ry  system  of yesterday  or today. T h ere 
fore, I have chosen to  define “yesterd ay” as th e  period betw een 1906 
and 1957, and “ to d ay ” as 1958 th ro ug h  th is day. By default, “ tom or
row ” begins on the  day a fte r today  and goes forw ard.

1906 Act: T he year 1906 w as chosen as the  daw n of yesterday  
because it  w as in th a t year th a t the  first m ajo r food legislation at 
the  federal level w as enacted  in th is country . T he new  law con
cen tra ted  on safety, w holesom eness and labeling  of foods in o rder to
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perm it consum ers to m ake in telligen t choices. I t  did no t a ttem p t to  
m andate w hat people w ould eat.

"Added,”: U n der the  P u re  Food and D ru g  A cts,1 as th e  1906 Act 
was called, th e  doing of various acts w as considered to  resu lt in the 
adu ltera tion  or the m isbrand ing  of food. A m ong the  proh ib itions th a t 
w ould re su lt in adu ltera tion  w as one against the addition to  foods of 
poisonous or deleterious substances which m ight render the food 
in ju rious to  health .2 T his provision w as s tric tly  construed. In  a 1916 
case,3 th e  governm ent alleged th a t Coca-Cola was adu ltera ted  on the 
ground that it contained an added poisonous or deleterious ingredient— 
caffeine— which m igh t render the  product in jurious to  health . T he 
Suprem e C ourt ru led  th a t any constituen t of a fabricated product is 
an “added” ingred ien t even though  th a t con stituen t m ay be p a r t of 
a set form ula. T his case said th a t “added” m eant ju s t that.

"Injurious to Health”: A no ther significant case under the 1906 A ct 
involved sacks of flour th a t w ere alleged to be adu ltera ted  because 
they  w ere allow ed to come in contact w ith n itrogen peroxide gas 
du ring  processing, th u s  adding poisonous n itrogen com pounds which 
m igh t render the flour in jurious to hea lth .4 In  th is case, the Suprem e 
C ourt held th a t th e  language of the  s ta tu te  does not flatly p roh ib it 
th e  presence of added poisonous or deleterious substances. T he p roh i
bition  is no t based on the na tu re  of th e  poison alone b u t rela tes to  the  
tox ic ity  of the food. T here  m ust be enough of the substance p resen t 
so th a t it m ay render the  product in ju rious to  health.

T hese tw o cases illu stra te  how  substances th a t we today  call 
food additives w ere regu la ted  under the 1906 law. T he ingred ien t had 
to  be added ra th e r than  one th a t was n a tu ra lly  occurring  in th e  food 
and. secondly, it had to  have the  po ten tial for being poisonous in the  
q u an tity  p resen t in th e  food.

1938 Act: In  1938, a new  food and d ru g  law  w as enacted .5 T his 
one was know n as the  F ederal Food, D rug  and Cosm etic A ct and 
rem ains as the  basic law  today. T he new A ct said th a t a food shall 
be deem ed to  be adu ltera ted  “if it bears or contains any added 
poisonous or added deleterious substance . . . which is unsafe w ith in 
the  m ean ing”6 of the s ta tu te . T he  s ta tu te  also provides th a t the  added

1 Food and D rue Act, Ch. 3915, 34 
Stat. 768 (June 30, 1906).2 Id,, Sec. 402(a).3 United States v. Coca-Cola Companx
of Atlanta, 21 U. S. 265 (1916).

4 United States v. Lexington Mill & 
Elevator Co.. 232 U. S. 399 (1914).

6 Federal Food, D rue and Cosmetic 
Act (1938), 52 Stat. 1040, 21 U. S. C. 
Secs. 301—392.

“ 21 U. S. C. Sec. 342(a)(2).
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substance shall be deem ed to  be “unsafe” unless it is “required  in 
th e  p rod uction”7 of the food or “ cannot be avoided by good m anu
fac tu rin g  practice (G M P ),”8 in which case the  Food and D ru g  A d
m in istra tion  (F D A ) shall prom ulgate  regulations lim iting  the amounts 
th a t m ay be p resen t in the  food.9 In  com paring th e  new law w ith  the  
old, we still have the  requirem ent th a t a substance m ust be “added” 
bu t we now have a new s tan dard  in place of the “ m ay render it in
ju rious to h ea lth ” test. T he new test seem s to  m ake sense. If the  
substance is poisonous, it is poisonous and, therefore, unsafe unless, 
of course, the  in g red ien t’s presence is required  in th e  food, in which 
case it is no longer unsafe.

Poisonous Per Se: T he new  tes t w as applied in a 1945 case.10 In 
th is case, it was alleged th a t fluorine was added to beer in som e un 
know n quantity . T he go vernm en t’s position was th a t the  product 
was adu ltera ted  because it contained an added poisonous or de le teri
ous substance which w as unsafe. T he courts  ruled in favor of the 
governm ent on th e  basis th a t th e  s ta tu to ry  te s t had been m et. The 
q u an tity  of fluorine added w as im m aterial. Also, it was im m aterial 
w hether or no t the  finished product was h a rm fu l; only the  added 
ingredient had to be poisonous. T he te s t set down here cam e to  be 
know n as the  “poisonous per se” test. T he m ere presence of a poison 
was enough. T he te s t did appear to  be reasonable and C ongress 
provided an exception for those cases w here the ingredients w ere 
required or could not be avoided by  GM P. H ow ever, the  fact of the 
m a tte r is th a t no regulation  w as ever issued exem pting  an added 
substance as being required  by G M P or unavoidable. T he  ne t effect 
of th is  form  of regula tion  w as an inh ib ito ry  one on the  grow th of 
food technology. E xperim en tation  in the  developm ent of new  foods 
was restricted.

Policing System: U nder the  basic regu la to ry  scheme, which we 
have been exam ining, the  use of food additives is governed by w hat 
is com m only know n as a “policing” type of system . Food fabricators 
were free to  produce foods incorporating any ingredients th a t th ey  
chose. A t the  sam e tim e, it was the  F D A ’s ob ligation to  police the  
in du stry  to identify  v io lators th a t w ere using  ingredients which w ere 
poisonous o r deleterious. To illu stra te  th is  type of s ta tu te  w ith another

721 U. S. C. Sec. 346. (DC Mass., May 22, 1945). See Klein-
8 Id. feld and Dunn, “Federal Food, Drug
9 Id. and Cosmetic Act, 1938-1949,” pages
10 United States v. Commonwealth 310—315 (1949).

Braving Corporation and Leo Kaufman,
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exam ple a little  closer to hom e— a proh ib ition  against reckless driv
ing  relies upon com pliance by m ost m em bers of the public and the 
policing of violators. T his is a classic policing type of s ta tu te .

T his sum m arizes yeste rd ay ’s schem e for th e  regulation  of food 
additives. I t w as a fairly sim ple system  offering indu stry  the op
p o rtu n ity  of self-determ ination  regard in g  the addition of additives 
but, as in the  case of any policing type of system , action w as a t the 
m anu fac tu re r’s peril. T he use of new  additives was governed by the 
poisonous per se doctrine. A n additive th a t produced adverse effects 
in labora to ry  anim als in any  am ount could be deem ed to be poisonous 
regardless of the  lack of any evidence of po ten tia l for harm  in man.

Food Additives Amendment (Today)
In  1958, the Food A dditives A m endm ent11 was enacted. I t  m ade 

tw o m ajor changes in  the regu la to ry  scheme. T he first w as to  convert 
the po licing-type of approach to  a licensing-type approach. In  th e  
la tte r  type of law, the  act (add ing  an additive to  food) cannot be 
perform ed unless government permission is obtained first. An exam ple 
of a licensing-type law  is th e  proh ib ition against op era tin g  a m otor 
vehicle w ith ou t a d riv er’s license. T he  m ere act of driv ing the car 
is a violation regard less of the  abilities of th e  violator.

T he second m ajor change was the  recognition of the concept well 
know n in science th a t, for every chem ical, there is some finite level at 
o r below which it can be present in food without pre jud ic ing  safety. 
In  o ther w ords, every th ing  is safe at som e level. T he Food A dditives 
Amendment provided th a t, w ith certain  exceptions, the  proposed use 
of an additive w ould be perm itted  as long as it could be show n to 
be safe.

Food Additive Definition: Now th a t we understand  the  philosophi
cal basis of the regu la to ry  approach, let us tu rn  to the  question of 
w h at are food additives. T he A ct defines them  a s :
“any substance the intended use of which results or may reasonably be ex
pected to result, directly or indirectly, in its becoming a component or other
wise affecting the characteristics of any food . . ., if such substance is not gen
erally recognized, among experts qualified by scientific training and experience 
to evaluate its safety, as having been adequately shown through scientific pro
cedures . . .  to be safe under the conditions of its intended use. . . .”12
T he definition goes on to  exem pt certain  classes of ingred ien ts and 
“any substance used in accordance with a sanction or approval granted 
p rio r to  the  enac tm en t” of the law.

11 P. L. 85-929, 72 Stat. 1784 (Sept. 12 21 U. S. C. Sec. 321(s).
6, 1958).
REGULATORY ASPECTS OF FOOD ADDITIVES PAGE 267



Scope of Definition: To restate the first half of the  definition, a 
substance is a food additive if “the  in tended use . . . resu lts  o r m ay 
reasonably  be expected to resu lt, d irectly  or indirectly , in its becom 
ing a com ponent or o therw ise affecting the  characteristics of any 
food. . . .” 13 A ny substance in ten tionally  added to  food is a direct 
food additive. H ow ever, th e  first half of the  definition m akes it clear 
th a t a food additive does no t have to  actually  becom e a com ponent 
of the  food. T here  m erely has to  be a reasonable expecta tion  th a t it 
could becom e a com ponent of the  food. If th is te s t is followed, food 
packaging m ateria ls are food additives. Item s such as cellophane, food 
w rap, P V C  duct w ork, lin ings used in drum s, beer spigots— in short, 
ju s t abou t any th ing  th a t con tacts food in m anufacturing , packing, 
processing, p reparing, trea ting , packaging, tran sp o rtin g  or ho ld ing 
food— m ay be food additives. T hese types of add itives are called 
indirect food additives. In  the  norm al course of events, they  are in 
tended to  come in con tact w ith  food bu t are no t in tended to  becom e 
com ponents of food. N evertheless, th ere  often is a possib ility  th a t 
there m ay be som e m igration  of m ateria ls from  food contact su r
faces into the  food itself.

Generally Recognised as Safe (G RAS) Defined: N ow  let us tu rn  
to  the  second half of the  definition. T he first pa rt related  to asso
c ia ting  the substance to food, d irectly  o r indirectly. T his p a r t relates 
to  safety. I t  provides th a t a substance m eeting  the first half of the 
definition will be deemed to  be a food additive if it “ is no t generally 
recognized, am ong experts qualified by scientific tra in ing  and ex
perience to  evaluate its safety, as hav ing  been adequately show n 
th ro ug h  scientific procedures . . .  to  be safe under the conditions of 
its intended use.”14 T h a t is a lo t of w ords to say a substance will 
be a food additive unless it is generally recognized as safe for its 
in tended use. T his definition has been fu rth er shortened to generally  
recognized as safe or GRAS. In th e  rest of th is discussion, whenever 
I use the  term  “G R A S,” I m ean th a t 34-word phrase in the sta tu te .

Prior Sanctions: One of the  im p ortan t exem ptions from the defini
tion is the  one th a t exem pts substances used in accordance w ith 
sanctions g ran ted  prior to the  enactm ent of the  Food A dditives 
A m endm ent. T his relates to  inform al approvals g ran ted  by the  FD A  
or by the U nited  S ta tes D epartm ent of A gricu ltu re  under the  M eat 
Inspection  A ct before the  Food A dditives A m endm ent was enacted. 
You will recall from  our earlier discussion th a t, under the  old law,

13 Id. TrU. '
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m anufacturers were free to  use food additives w ithou t FD A  approval 
b u t a t th e ir ow n peril. O bviously, responsible m em bers of th e  in
du stry  did no t w an t to take a chance on using any questionable 
ingredients. A ccordingly, s tan dard  practice w as to  ob tain  a le tter 
from  th e  F D A  agreeing  th a t the food w ould no t be rendered in ju rious 
to health  by the  addition of the additive. T hese le tte rs  becam e known 
as “p rio r sanctions.” T hey w ere inform al and private. Since th ey  
w ere w ritten  over a period of .about 20 years, the  F D A  lost track  
of m any of them  and w as generally  dissatisfied w ith the  situation . 
To lim it the application of the  sanctions, the  FD A  construed  them  
narrow ly. B ecause of this, as the  years passed and m anu fac tu re rs’ 
processes m oved stepw ise aw ay from  where they had been a t the 
tim e th a t the  p rio r sanctions w ere g ran ted , few of the  sanctions were 
actually  relied upon by food fabricators. Several years ago, in an 
effort to get a handle on th is  situation , the F D A  published a notice 
in the  Federal Register15 revoking all p rio r sanction le tte rs  th a t had 
been issued. T he F D A  tried  to  d istinguish  betw een th e  le tte rs  and 
the sanctions, s ta tin g  th a t the le tte rs  w ere ou t of date and needed to 
be updated  and th a t the revocation of the le tte r did not per se mean 
th a t the  sanction was revoked. T he F D A  w anted people to  send in 
the letters and let the  A gency review them  and issue new  letters. 
T his is a ra th er sub tle  distinction on th e  p a rt of the  FD A . I t  w ould 
seem logical th a t, if Congress said a substance was not a food addi
tive if a particu lar act had occurred prio r to the  enactm ent of the  
Food A dditives A m endm ent, no th ing  could be done 15 years la te r 
to change the  previously occu rring  exem pting act.

G RAS Status: W hen we considered the  definition of GRAS, we 
said th a t any substance th a t w as considered G RAS in a particu la r 
application w as legally not a food additive. T he S ta tu te  does not 
provide any m echanism  for form al determ inations. In  fact, even 
though  the  F D A  now says it will m ake th a t determ ination ,16 in
d u stry  m ay still be free to  reach its own determ ination. B ut, again, 
in du stry  m akes th is determ ination  at its peril and if the  F D A  dis
agrees w ith  the conclusions reached, it m ay prosecute to  ob tain  a 
judicial determ ination . F u rth erm ore , from a practical po in t of view, 
it is difficult, if not im possible, for the m anufactu rer of a food addi
tive to convince a food fabricato r to  use its additive in foods on 
the  basis th a t the additive m anufactu rer has independently  decided 
th a t th e  product is GRAS. The food fabricator w an ts som e assurance 
th a t  its finished food, including the  additive, will no t be illegal. T he

15 35 F. R. 5810. 16 21 CFR 121.3.
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b est assurance is a regulation  or a le tte r from  the FD A  say ing  th a t  
th e  product is safe for such use.

G RAS List: A t the tim e of the enactm ent of the Food A dditives 
A m endm ent, th ere  w ere m any food additives th a t had been review ed 
by  the  FD A  and used over a period of years. T he F D A  recognized 
th a t it w as im p ortan t to  ge t th ro ug h  the  transitio n  period and p u t 
the  Food A dditives A m endm ent into operation  w ith as little  dis
rup tion  as possible. A ccordingly, the A gency, in consultation  w ith 
various scientific groups, published a list of several hundred sub
stances th a t it felt w ere GRAS in certain  circum stances. T hese in 
cluded d irect and indirect additives, som e for general use and som e 
for very  specific uses. The F D A  then  tu rned  its a tten tion  to  o ther 
problem s w ith  regard  to  the im plem entation  of the  new law. As a 
resu lt, the  G R A S-listed products w ere left alone for the  nex t ten  
years. In  the late  1960s, as th e  consum er m ovem ent began to  gain 
im petus and all of the  o ther know n food additives had m ore or less 
been dealt w ith, a tten tion  again focused on the GRAS list. C areful 
exam ination of p roducts included on th a t  lis t revealed th a t, a lthough  
th e  products had been judged  to be safe in 1960 based on experience 
and available data, long-term  feeding tests  in anim als and other 
m ore sophisticated  types of tests  that had come into vogue never 
had been conducted on m any of these  products. In the P res id en t’s 
C onsum er P ro tec tion  M essage of 1969,17 the  P residen t directed the  
F D A  to re-evaluate for safe ty  all item s included on the GRAS list. 
T his was appropria te  since the  concept of GRAS is a dynam ic one. 
I t  is a determ ination  th a t the  product is generally  recognized as safe 
a t a pa rticu la r po in t in time. A t ano ther tim e, new inform ation or 
o ther considerations m ay be raised th a t w ould resu lt in reach ing  a 
conclusion different from  th a t reached on an earlier occasion. T he 
review  process is m oving a long and th e  end m ay be in sight. The 
F D A  has predicted  th a t th e  evaluation of the  439 substances which 
appeared on the  published GRAS list will be com pleted by  O ctober 
of th is  year.18 T hen , it will be up to th e  A gency to take th e  evalua
tions and publish app ropria te  proposals for com m ent.

Unsafe Food Additives: W e have now form ed a definition for the  
term  food additive. T hose substances to  be included and those to be

17 Weekly Compilation of Presidential 
Documents, Vol. 5, No. 44, pages 1516- 
1524 (Nov. 3. 1969).

18 Statement by Richard J. Ronk, 
Diredtor of the Division of Food and 
Color Additives in the Bureau of

Foods of the FDA at the Food and 
Drug Law Institute—the FD A  Con
ference, Washington, D. C. (Dec. 2—3, 
1976). ‘(See Food Chemical News, page 
6 (Dec. 15, 1976).)
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excluded have been identified. W here  do we go from  here? The 
A ct says th a t a food additive shall be deem ed to be unsafe unless it 
is used in conform ity w ith  a regula tion  which provides for its safe 
use.19 A nother section provides th a t a food shall be deem ed to  be 
adu ltera ted  if it bears or con tains a food additive which is unsafe.20 
W h a t th is  m eans in o rd inary  E nglish  is th a t if th e  substance comes 
w ith in  the  definition of a food additive, its use m u st be sanctioned 
by a specific regulation  o r the food will be deem ed to  be adu ltera ted , 
which is a violation of th e  law.

Pood Additive Petitions: If a m anufactu rer were to develop a new 
food additive or a new  use for an old food additive, in all likelihood, 
it w ould have to petition  the  F D A  to issue a regulation  sanction ing 
the proposed use of the food additive. T he petition  w ould have to 
include inform ation th a t describes the  additive, proves th a t it will 
accom plish its in tended technical effect, and  prove th a t it is safe. 
A dditionally, an  analytical m ethod m ust be supplied for policing the  
use of the additive.

As you can im agine, it takes a substan tia l am ount of w ork and 
an appreciable period of tim e to  develop all of the  in form ation re
quired for th e  filing of a petition . An additional tim e period is spent 
by  th e  F D A  in review ing the  petition.

In  the  processing of the petition , the  F D A  m ay no t issue a reg 
ula tion  if a fair evaluation of the  data  show s any one or m ore of 
th e  follow ing21:

(1) th a t the  data  fail to  estab lish th a t the proposed use 
will be s a fe ;

(2) th a t the  proposed use would prom ote deception of the 
co n su m er;

(3) th a t th e  additive does no t accom plish the in tended tech
nological e ffec t;

(4) th a t the  cum ulative effect of the additive in all food 
uses for w hich it m ay be approved is beyond a safe lim it;

(5) th a t th e  additive induces cancer w hen ingested  by m an 
or anim al.
Delaney Clause: No discussion of the Food A dditives A m endm ent 

w ould be com plete w ith ou t som e reference to th e  cancer clause 
proviso usually  referred  to  as th e  D elaney Clause.22 T he clause p ro 
vides “ th a t no additive shall be deem ed to  be safe if it is found to

16 21 U. S. C. Sec. 348(a)(i). 
20 21 U. ’S. C. Sec. 342(a).

21 21 U. S. C. Sec. 348(c).
2 2 21 U. S. C. Sec. 348(c)(3)(A).
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induce cancer w hen ingested by m an or anim als, or if it is found, 
a fte r te sts  w hich are appropria te  for the  evaluation of th e  safe ty  
of food additives, to induce cancer in m an or anim als. . . . ” W hile 
the Food A dditives A m endm ent sough t to change th e  regu la to ry  
schem e and m ove aw ay from  one based on proof of abso lu te safety, 
cancer, because of its em otional na tu re , w as reserved as an area 
w here abso lu te safe ty  w ould still be dem anded.

As in terp re ted  by the FD A , th is provision perm its no la titude 
for scientific ju dg m en t as to  the  safe ty  of any  substance which has 
been found to induce cancer in any anim al, a t any dose, ingested 
for any period of tim e, and regard less of how  extensive hum an 
experience m ay be in support of the  safe ty  of the  use of the additive. 
G reat con troversy  preceded the  enactm ent of th is  proviso and con
tinues even today. F rom  tim e to tim e, m odification is proposed by 
one group or another. T hese m ovem ents seldom  m ake significant 
progress. As long as there  are som e scien tists w ho believe th a t no 
one has data  w hich can serve as a basis for deciding a safe level 
for a carcinogen, the  law  will not be changed. O nly on the  day  
w hen the  scientific com m unity can agree th a t no hazard  is p resented  
to m an by the use in food of an additive which w hen fed to  some 
test animals in large amounts has produced cancer, will the law be changed.

Tomorrow
I believe th a t we have now estab lished a brief overview  of the 

regu la to ry  schem e presen tly  being followed in  the area of food ad
ditives. W h a t of to m orrow ?

Consumerists: W hen considering the  fu tu re  of food additive reg 
ulation, the  first aspect th a t comes to  m ind is the consum er m ovem ent.

It is only in recent years th a t loud voices claim ing to  represen t 
the consum er are finally being heard. M any people question whether 
or not the  professional consum erists speak w ith the  true  voice of 
the  consum er. If an additive producer m akes a rep resen ta tion  to the 
FD A , it is dem anded th a t the  represen ta tion  be based on data which 
are m ade available to th e  governm ent and w hich are subjected to  
close scru tiny . No such dem ands are m ade on professional con
sum erists. I believe th a t, in tim e to  come, the  governm ent will m ake 
such dem ands. T oday, professional consum erism  is  still in its infancy. 
N evertheless, w hat it lacks in sophistication , it m ore th an  m akes 
up in em otionalism  and  sensationalism . I t  is difficult to argue w ith 
som eone w ho dem ands the  u ltim ate  in p rotection  and refuses to
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assum e any risk. T he governm ent as the regu la to r m ust weigh the 
dem and for perfection against the consum ers’ w illingness to sacrifice 
the p articu lar benefit in question. R easonable assurances of safety 
can be given by the  scien tists w ithou t achieving perfection.

In  years to  come, I expect th a t we will see vast im provem ents 
in the  professional consum erists ' sector of our society. T he sam e 
techniques th a t are cu rren tly  being used by M adison A venue to 
fu rth er the  in terests  of producers m ust surely be adaptab le to the 
determ ination  of basic questions w ith regard  to  consum er a ttitu des 
to support the  position of the  consum erists. I only hope th a t th is 
developm ent occurs in the p rivate  sector of our econom y and not as 
ano th er agency of the  federal estab lishm ent. I t seem s pointless to  me 
for the sam e governm ent to  fund a regu la to ry  agency th a t a ttem p ts 
to go forw ard w ith  affirm ative regulatory programs and also fund 
a second agency whose ob jective is to  take the regu la to ry  agency to  
court w henever it believes th a t the  in terests  of the consum er are 
n o t being served appropriately. Is not the regu la to ry  agency respon
sible for the  protection  of the  consum er’s in te rests?

I hope also th a t the voice of the  consum erist will be kep t in 
perspective. But. a t the  sam e tim e, the voice of th e  scien tist should 
no t be perm itted  to  reign suprem e.

T he C itizens Com m ission on Science, L aw  and the  Food Supply, 
in considering the  determ ination  of acceptable risk w ith regard  to  
food and food additives, concluded th a t, on the sub ject of governm ent 
regu la tio n : “ F orm ation of policy decisions should rest upon the  
assum ption th a t questions of policy are not solely scientific questions 
but are matters which also must involve societies value ju d g m en t.”2® 
T his is im p ortan t to  bear in m ind because the  scien tists obviously 
do no t have all of the  answ ers. And, even if the  scien tists did have 
all of the  answ ers, th a t does not m ean th a t a fu tu re  society m ight 
not elect to  assum e certain  risks for the benefits to  be derived. As 
the report po in ts out, policy decisions m ust reflect a w eigh ing of 
the  concerns of consum ers, producers, scien tists and the  general 
public. No one voice m ust be allow ed to  get undue consideration.

A nother area for fu tu re  concern is the  regulation  of GRAS 
substances. W hile  the  law  still m akes a distinction  betw een those 
p roducts th a t are food additives and those th a t are GRAS, the 
d istinction is becom ing m ore and m ore illusory as tim e goes by. The 23

23 Citizens Commission on Science, The Determination of Acceptable Risk 
Law and the Food Supply, “A Report With Regard to Food Additives” (March 
On Current Ethical Considerations In 25. 1974).
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s ta tu te  contem plated  th a t food additives w ould be perm itted  for use 
under specific regula tions w hereas GRAS substances w ould not 
require any regulations. W e have moved to  th e  po in t w here GRAS 
substances are now  being covered in regula tions frequently  m ore 
detailed th an  had previously existed for food additive uses. W hen 
one considers the  p a tte rn  being followed w ith  regard  to GRAS sub
stances, coupled w ith the  F D A ’s a ttem p t to  revoke the  old prio r 
sanction le tters, it is apparen t that, at least in the view of the Agency, 
the concept of GRAS and the  concept of prio r sanction bo th  have 
outlived th e ir  usefulness. Philosophically, it is difficult no t to  agree 
th a t th ere  should be one single system  for the  regulation  of food 
additives. N evertheless, it is the  job of the  C ongress, not the FD A , 
to  change th a t system .

New Regulations: P e te r B arton H u tt, the F D A ’s G eneral Counsel 
in 1972, set forth  an extrem ely  liberal philosophy of regu la tion .24 
Fie also sta ted  th a t, “I am not at all certain  th a t the  Food and D rug  
A dm inistra tion  has yet begun to explore the  full reaches of existing  
s ta tu to ry  au th o rity .”25 W hile Mr. H u tt has since left the A gency, 
w hat we can learn from his pronouncem ents is th a t the regulation  
of tom orrow  will depend only on the  lim its of the  im agination of 
to m orrow ’s regulato rs. T here will be changes in the s ta tu te  which 
will add new requirem ents and g ran t the  A gency additional au thority . 
But, in spite of th a t, the  g rea test changes will occur th ro ug h  the 
im plem entation  of new  program s. R egu la to ry  schem es will be devised 
to accom plish goals believed by the  regu la to rs  to be w orthw hile.

Some of these new regu la to ry  program s will focus on the phys
ical and chem ical aspects of food additives. In  the  past 18 years, 
we have focused on the  safe ty  te s tin g  of additives, much of it re tro 
spective. W e are g e ttin g  reasonably  well caught up in th a t task. 
T om orrow , we will have to be able to  assure not only ourselves and 
the  FD A , bu t the consum er as well, th a t the  additive we are using 
is identical in every w ay to  the  additive th a t was sub jected to safety 
testing . Changes in m anu fac tu ring  procedures can b rin g  about subtle 
differences in the finished products. C om prehensive and m eaningful 
specifications will be established in o rder to ensure th a t m inor 
changes anyw here in th e  production  process do no t resu lt in sig
nificant changes in the  finished product, w hether or no t such changes 
are re levan t to  safety. Increased record keep ing by producers and

24 H utt, Peter Barton, “Philosophy Cosmetic L aw J ournal 177 (March
of Regulation Under the Food, Drug 1973). 
and Cosmetic Act,” 28 F ood D rug 25 Id.
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surveillance by the  F D A  will be required  in order to effect some 
of these changes.

Conclusion
T h ro u g h o u t th is  entire  discussion, I have a ttem p ted  to  avoid 

th e  issue of economics. W e s ta rted  in 1906 w ith an uncom plicated 
regu la to ry  schem e and have progressed  from  there to to d ay ’s cum ber
some regu la to ry  requirem ents. C ertain ly  the  te s tin g  and contro l re
qu irem ents have m ultip lied the  do llar costs of food additives beyond 
th e  w ildest dream s of the  early regula to rs. Yes, we have bo ug h t 
increased consum er pro tection  for ou r dollars and som e of us are 
dem anding even m ore protection . B u t how  m uch protection  have we 
actually  bo ug h t?  A re we g e ttin g  our do llar’s w o rth?  B ecause it is our 
dollar th a t pays for all the  w ork done. I do not have an answ er. 
P erhaps a retrospective stu dy  should be done com paring th e  incidence 
of in ju ries due to  th e  ingestion of food additives over the years to  
the cost of te s tin g  additives at various po in ts in time. I t  m ight be 
in te restin g  to  know  the ex ten t to  w hich conducting  studies on animals, 
the resu lts  of w hich are not transla tab le  to  m an, p ro tec ts th e  A m er
ican consum er’s w ell-being. I com m end th a t task  to  th is  audience.

[The End]

CITRIC ACID PROPOSED AS INGREDIENT 
OF CANNED MUSHROOMS

A proposal to allow the use of organic citric acid as an aid in the 
processing of canned mushrooms when the inside of the container 
is fully enamel-lined has been issued by the Food and Drug Administra
tion. In 1952, the standard of identity for mushrooms was amended to 
delete the use of citric acid in canned mushrooms on the ground that the 
citric acid makes mushrooms appear lighter than normal because of a 
reaction between the acid and' the tinplate present in the mushroom cans. 
W ith enamel-lined cans there is no such reaction, so that the mush
rooms appear darker than those packed with citric acid in, tin cans. 
Mushrooms packed in enamel-lined cans with the addition of citric acid 
appear similar in color to mushrooms packed in plain tin cans without 
the use of citric acid. Comments on the proposal, based on a petition 
submitted by the Mushroom Processors Association, may be filed until 
July 2, 1976.

CCH F ood D rug Cosmetic L aw R eporter, 45,363
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The Role of the Compendia 
in Establishing Drug Standards

By MARTIN I. BLAKE, Ph.D.

Dr. Blake Is Head of the Department of Pharmacy at the University 
of Illinois.

I. Introduction

FO R  T H E  P A S T  150 Y E A R S  in the  U nited  S tates, d ru g  com 
pendia have been compiled for the purpose of assu ring  d rug  product 
standardization and providing specifications lim its for identity , quality , 

p u rity  and po tency of d rug  entities and dosage forms. More recently, 
the com pendia have show n a concern for the  developm ent of p ro
tocols for a ssu rin g  the  bioequivalency of d ru g  products. I t  is the 
in ten t of th is  paper to  review  the historical perspectives of d rug  
standard iza tion  in th is  country  and to consider the  cu rren t s ta te  of 
the  a r t regard in g  the  estab lishm ent of specifications and standards 
to which the d ru g  industry , the Food and D rug  A dm inistra tion  
(F D A ), and th e  com pendia can accom m odate. F inally , several m ajor 
problem  areas are referred  to, which are receiving the  a tten tion  of 
those who are involved in developing d rug  standards.
II. Historical Perspectives

A. Prior to 1800. In  the early  days of m edicine—prio r to  the 
19th century'—standard iza tion  of drugs was not of m ajor concern. 
P hysicians would give th e ir  pa tien ts  a bark  to  chew on, leaves from 
which to  m ake a tea  or a m ix ture  or concoction of generally  harm less 
and frequently  ineffectual na tu ra l products. T he patien t usually  
becam e well, not because of, bu t ra th e r in spite of, the drugs he 
was receiving. V ery  often, how ever, the  d rug  trea tm en t did relieve 
the patient of his complaint because of some active com ponent p res
en t in the na tu ra l product being adm inistered . Since the treatm ent 
did not involve a po ten t active ingred ien t or a “dangerous” drug, 
th ere  was little  po ten tial for harm  from the  drug, and the possibility
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of an iatrogenic effect w as generally  rem ote. D rug  standard iza tion  
p rio r to  1800 w as no t at all a p ressing  problem .

B. 1800— 1875. T he first a ttem p t at d rug  standard iza tion  came 
in 1820 w hen a group of physicians m et in P hiladelph ia to  develop 
the first book of standards, th e  U S P . T he purpose w as not to develop 
assays, o r lim its for im purities or con tam inants b u t ra th e r to  establish 
form ulas or recipes for the  p reparation  of dosage form s. T hese did 
not include tab le ts  and capsules. In  those days, the  com m on dosage 
form s w ere the  elixir, m ixture, tin c tu re  and the  like—oral liquid 
m edications prim arily . T he purpose of the com pendium  w as to p ro 
vide form ulas in o rder to  assure s tandard iza tion  of p roducts in term s 
of taste , appearance and approxim ate concentration  of com ponents 
so th a t a particu lar p roduct prepared in N ew  Y ork w ould be th e  sam e 
or sim ilar to the product m ade in Philadelph ia or Baltim ore. L ikew ise, 
a pa tien t tak in g  a particu la r potion w ould be assured of receiving 
the sam e product every tim e it w as prepared for him. Such form u
laries and recipe books sp rung  up th ro ug hou t the nation du ring  th is 
tim e period. T he U S P  was nevertheless referred to  as the “official” 
com pendium . In 1888, the A m erican P harm aceutical A ssociation 
(A P hA ) published the  first N ational F orm ulary  (N F ) which w as a 
collection of recipes and form ulas for “unofficial” p roducts or con
coctions. T hu s we have U S P  I prepared in 1820 and N F  1 published 
in 1888— the orig ins of the  cu rren t d rug  compendia.

C. In  the la tte r pa rt of the n ineteen th  cen tury  (1875-1900), we 
have th e  inception of the  p a ten t m edicine m arket w here aniline dyes, 
na tu ra l products, alcohol and op iates were incorporated  into nostrum s 
th a t were tou ted  to  be panaceas for v irtually  every m alady from  
hypertension  to  u rin ary  infections to im potency. T here w ere no 
governm ent regula tions at th a t tim e and com plete labeling was no t 
a requirem ent. M edicines w ere advertised  as all-purpose trea tm en ts  
and contained colored w ater and one or m ore of the  follow ing com 
ponents : a lco h o l; cocaine ; op iates ; etc. T hese did produce sym pto
m atic relief from the condition and the patien t really  did not care 
about his ailm ent because of a euphoria and feeling of w ell-being 
produced by the concoction he w as consum ing. A t th is tim e, the  
churchw om en and proh ib ition ists of the  day becam e concerned be
cause th e ir husbands and relatives w ere becom ing “h ig h ” and addicted 
to the  p a ten t m edicines th ey  were taking.

D. Since 1900. As a resu lt of th is  situation , a serious, un in ten 
tional and w idespread addiction problem  developed in th is coun try  
w hich was even m ore severe th an  our persen t day d ru g  problem .
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In  addition , th e  poor quality  and  extensive adu ltera tion  of d ru g  
products a t th is  tim e m oved the  U nited  S ta tes Congress to  pass th e  
P u re  Food and D ru g  A ct of 1906 w hich recognized the  U S P  and 
th e  N F  as “official compendia” and as legal standards for iden tity , 
s treng th , quality  and p u rity  of drugs. Also a t th is tim e, there  was 
th e  em ergence of th e  pharm aceu tical in d u stry  w hich actually  had 
its b irth  in G erm any in the late 1890’s. N ew  dosage form s such as 
tablets and capsules appeared on th e  m arket for the first tim e and, in 
general, s tandard ized  dosage form s of all types began to m ake th e ir 
appearance on th e  national and in terna tional m arket. I t  was th us 
an appropria te  tim e for legislation to be enacted in order to  im pose 
controls and legal stan dards on all types of m edicines m ade avail
able to  the  A m erican public. T he P u re  Food and D ru g  A ct in 
essence required all d rugs and d rug  products listed in th e  U S P  and 
the  N F  to conform  to the  specifications and stan dards set forth  in 
these  texts.

Proof of Safety
As a resu lt of the no to rious “sulfanilam ide e lix ir” incident which 

occurred in O ctober of 1937, it becam e necessary to  revise th e  Act. 
In th is catastrophe, som e 120 in fan ts died as a resu lt of the  in jud i
cious use of ethylene glycol (anti-freeze. P restone) as a vehicle for 
the w ater-insoluble sulfa drugs. The 1938 F ederal Food, D ru g  and 
Cosm etic A ct reaffirmed the  role of the com pendia as legal standards 
for drugs and d rug  products and, m ore im portan tly , required for the  
first tim e proof of safety before a d rug  product could be placed on the 
m arket. In  addition, it required  the  disclosure of all active ingred ien ts 
on the  con ta iner label.

In 1962, both as a resu lt of the K efauver investigations into 
d rug  indu stry  profits and the  thalidom ide incident which occurred 
in E urope, the U nited  S ta tes Congress passed the K efauver-H arris  
A m endm ents to  the  F ederal Food, D ru g  and Cosm etic Act which 
required th a t both safety and efficacy be established before a d rug  
product could becom e m arketable. T his has caused the expenditure 
of huge sum s of m oney in order for a d ru g  product to be m arketed. 
T he cost is perhaps over five m illion dollars and requires five o r 
m ore years before the product even tually  finds its w ay to  the com 
m ercial m arket. T he safety of the drug  (proof of non-hazard) m ust 
be established in three species of anim als, one being a prim ate. Toxic 
effects are noted a fte r the  adm inistra tion  of increasing doses of the 
drug . T his study  requires roughly  tw o years. T he excretion and 
m etabolism  of the drug  m ust be exam ined. T era togen ic ity  m ust be
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studied in a t least tw o species of anim als over tw o generations. 
A gain, one m ust be a prim ate. A fter such studies have been success
fully com pleted, the  com pany m ay then  apply for an investigational 
new  d rug  ( IN D ), which involves th ree phases of clinical investiga
tions. T hen , a new d ru g  application (N D A ) m ay be applied for. 
T he question now being  raised is w hether or not we have gone too 
far by im position of such extensive and rigid regulations by the  F D A  
and w hether we are now actually  experiencing a ‘“d rug  lag .” A case 
in po in t is th a t of rifam pin, the  d rug  of choice for tre a tin g  tu b ercu 
losis (T B ), w hich w as developed in E urope about ten  years ago b u t 
which w as denied access to  A m erican p ractitioners because it  had 
no t undergone the  extensive clinical te s tin g  required for the m ark et
ing of drugs in th is  country . I t  is presum ably  an ex traord inarily  
effective drug  against resis tan t TB. H ave we properly  balanced the 
benefit-to-risk ratio  in the  case of o ther d rugs w hich are available 
in o ther countries, b u t w hich are no t m ade available here because 
of overly s tric t F D A  regulations ?
III. Current Status of Drug Standardization

A. Tripartite Structure of Activities. A drug  m ay be defined as 
an agen t em ployed in the  diagnosis, m itigation , trea tm en t or p re
vention of disease in m an and in o ther anim als. Also included are 
articles (o th er th an  food) in tended to  affect the s tru c tu re  or any 
function of the body of m an or o ther anim als, articles recognized in 
the official U S P . N F , and H om eopathic P harm acopeia (H P )  or any 
supplem ent to any  of them , and articles in tended for use as a com 
ponent in any of the  articles referred to above. G enerally speaking, 
drugs are chem ical com pounds and are referred to as drug entities. 
T hey are not adm inistered  to  pa tien ts  as such, bu t ra th er are com 
bined as p a rt of a form ulation w ith one or m ore no n therapeutic  agents 
called excipients, pharm aceu tic  aids, additives or adjuncts. T he final 
product is a dosage form or drug product. Typical dosage form s are 
tab le ts , capsules, o in tm ents, suppositories, etc. T he purpose of the  
no n therapeutic  agen t is to provide the active therapeu tic  agen t in a 
form suitable for adm inistra tion  to  a patien t w ith the  assurance th a t 
the optim um  therapeu tic  effects will result. T he specific role of the 
added agen t or agen ts m ay be to  em ulsify, stabilize, suspend, p re 
serve, dilute, solubilize or flavor. If it w ere not necessary to  incorpo
ra te  the  active com ponent in som e type  of form ulation , there  would 
be no problem  in assessing “equivalency” or “nonequivalency” of 
d rug  products. In  com paring dosage form s, one m ust take into con
sideration  the na tu re  of the o ther com ponents in the  form ulation , the
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m anu factu ring  procedure used in p reparin g  the  form ulation and th e  
possib ility  of in terac tion  betw een the active con stituen t and the  o ther 
com ponents. T hese  factors, and o thers, m ay affect the  th erap eu tic  
efficacy and bioavailab ility  of dosage forms. I t  is th e  purpose of the  
com pendia to devise and to  evaluate tests  and procedures, and to  
estab lish specification lim its to assure the  identity , the  quality , the  
pu rity , th e  potency, the efficacy and th e  safe ty  of drugs and d ru g  
products regarded  as official.

T he m ark etin g  of drugs and drug  products in the  U nited  S tates 
is unique in the w orld in  th a t it involves a tr ip a rtite  s tru c tu re  of 
activ ities w hich con stitu tes  an effective system  of checks and balances 
on an important aspect of health care delivery in the  U nited S tates. 
I t is the p rim ary  responsib ility  of the pharm aceutical m anufactu rer 
to  produce commercially drug products which comply with compendial 
stan dards and to  adhere to good m anufactu ring  practice (G M P ) 
and quality  control procedures. T he FD A  is adm in istra tively  an 
agency of the  D ep artm ent of H ealth , E ducation  and W elfare ( H E W ) 
which is p a r t of the  executive branch of governm ent. T he F D A ’s 
function is th a t of a regu la to ry  and enforcem ent agency. I ts  prim e 
role is to  enforce the  stan dards and th e  specifications set forth in 
the  official com pendia. I t is no tew orthy  th a t the  com pendia are 
prepared by a com pletely p rivate  and independent organization . The 
U nited  S ta tes is essentially  the only coun try  in the w orld in which 
the  com pendia are under the  control of p rivate  groups instead of 
being an in strum en t of the governm ent. P ractically  all o ther pharm a
copeias th ro ug hou t the w orld are published by an agency of the 
central governm ent.

Role of the FDA
U n fortunate ly , over the years there  have been several exceptions 

to the  general principle espoused above, and it m ay be th a t, in th e  
future, th e  federal governm ent th rough  the F D A  will take an even 
g rea ter role in estab lish ing  d rug  standards. One such th rea t was 
apparen t w hen the A P hA  and the  U S P C  moved too slow ly in arriv 
ing  at a m erger agreem ent. O ther incursions into the realm  of the 
com pendia could conceivably occur if the com pendia are unable, for 
exam ple, to develop adequate protocols for con tro lling  bioavailability . 
Since the tu rn  of the century, the  U S P H S  has supervised production  
and has set p u rity  and po tency standards for all biologicals. T his is 
now a responsib ility  of the  FD A . T he FD A , m oreover, sets standards 
and batch certifies m ost antib io tic  p reparations. Since 1939. when
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the  pa ten ts  on insulin expired, the F D A  has batch  certified insulin 
products, a lthough  the  com pendia have been estab lish ing  the spec
ifications and the  stan dards for m ost of these products. T here 
appears to  be no sound basis for th is  dichotom y in standards re
sponsibility . In  sum , then, the  pharm aceu tical and medical professions 
th rough  private  groups prepare  and publish  the  official com pendia 
w hich contain stan dards for d rugs and d rug  products. An agency 
o f the  governm ent, th e  F D A , enforces th e  standards adopted  by the 
official compendia. The pharmaceutical industry produces drug products 
and com binations of h ighest quality  which m ust com ply w ith  com 
pendial specifications. T here  are about 1200 m ajor m anufacturers of 
prescrip tion  d rug  products in the  U nited  S tates. O f these, som e 125 
are members of the Pharmaceutical M anufacturers Association and they 
market perhaps 95 percent of all prescription drugs on the market.

As a resu lt of the  tr ip a rtite  a rrangem ent, the  public and the  
m em bers of th e  health  professions are assured th a t only safe and 
efficacious d ru g  products reach the m arket. I t  now  appears th a t w ith  
the  bu rgeon ing  of consum erist activities, a fourth  group will be 
seeking entrance in to the  d rug  m ark etin g  process, th us expand ing 
it from  a tr ip a rtite  to  a fou rpartite  arrangem ent.

B. Current Compendial Specifications. T he m ajor portion  of the 
com pendia is devoted to m onographs for drugs, dosage form s and 
non therapeu tic  agents. T he m onographs for d rug  en tities contain 
standards, specifications and o ther p e rtin en t data  concern ing the 
p articu la r entity . T hese include th e  generic nam e, s tru c tu ra l and 
chem ical form ulas and th e  chem ical nam e w here applicable, defini
tion, descrip tion, com position, te sts  for identity , lim its te sts  for im 
purities, assay  for the  active constituen t, potency requirem ent or 
p u rity  rubric, special precau tions for handling, pharm acologic cate
gory  or use, dosage and dispensing inform ation, and packaging  and 
sto rage requirem ents. O f particu lar im port are those specifications 
w hich are in tended for the  estab lishm ent of the  identity, purity, 
strength and quality of the d rug  entity .

F o r identification of the drug , there  are one or m ore sim ple te s ts  
which are no t in tended to  characterize the  com pound, b u t ra th e r to  
confirm its identity . T hese m ay include color reactions, flame tests , 
spot tests  and precip ita tion  reactions. M ore and m ore identification 
te s ts  today  are based on chrom atographic techniques, in frared  and 
u ltrav io le t absorp tion  spectral com parisons. T ests  in o ther cate
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gories w ith in  the  m onograph m ay also serve to estab lish and to  
confirm  the iden tity  of th e  d rug  entity .

Purity tests are included in the  m onograph to estab lish  lim its for 
num erous im purities w hich m ay be p resen t from  a varie ty  of sources. 
T hese m ay be of a general na tu re  (heavy m etals, halide ions) o r they  
m ay be for specific im purities (w ater, sulfate, selenium ). L im its 
te s ts  are generally  included for con tam inants w hich m ay be in te r
m ediates or by-products re su ltin g  from  the  syn thesis of the  d rug  
such as p-chloroacetanilide in phenacetin , m orphine in codeine, and 
trifluoroethanol in flurothyl. T ests  are also included for im purities 
w hich m ay resu lt from  the breakdow n of th e  m olecule, for exam ple, 
p-am inophenol in acetam inophen, m -am inophenol in p-am inosalicylic 
acid, or adrenalone in  epinephrine.

Assay Procedure
E ssen tia lly  every d rug  m onograph has an assay procedure for 

the  quan tita tive  determ ination  of the s tren g th  or the potency of the 
entity . I t  is m anifestly  essential th a t the  assay procedure be specific 
and selective in th e  presence of im purities a rising  from  the  decom po
sition of the  d rug  or possible contam inants occurring  th ro ug h  its 
p repara tion  or synthesis. Also im perative is th a t  the  assay procedure 
be stab ility-indicating .

T ests  for con tro lling  quality of the drug product m ay overlap w ith 
one or m ore of the  categories referred  to  above. N evertheless, these  
include m elting  range, boiling  range, specific ro ta tion , refractive 
index, infrared , u ltrav io le t and N M R  spectral analyses, and o ther 
tests  involving physical m easurem ents.

Monographs for Dosage Forms
M onographs for dosage form s differ som ew hat from those  for 

the  d ru g  entity . Since, generally , all ingred ien ts indicated for each 
dosage form  are listed in separate  m onographs and since adequate 
stan dards and specifications are included there, only those  tests  and 
specifications are included in the  dosage form  m onograph which 
perta in  to  the perform ance of the dosage form  and are no t o therw ise 
included in the individual d rug  m onograph. U sually , one or tw o 
identification tests  for the active constituen t are required , app ropri
a te ly  modified to  take into account possible in terference from  excipi
en ts or o ther constituen ts which m ay be p resen t in the dosage form. 
An assay is required m ore as a quality  control check on the  m anu
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fac tu ring  procedure than  for assessing the  pu rity  of the active 
constituen t. F o r exam ple, in th e  m onograph for epinephrine, there 
are lim its tests  and specifications for adrenalone and levarterenol in 
addition to  the  assay. But, in the  m onographs for E pinephrine In 
halation , E pinephrine Injection , E pinephrine Nasal Solution, etc., 
only the assay procedure is given. T he active constituen t epine
phrine m ust of course m eet all of the  specifications indicated under 
its m onograph. O therw ise, it is considered adulterated .

A tab le t dosage form m ay assay accep tably betw een 90 and 100 
percent recovery of active constituent, while the purity rubric for the drug 
substance may require a purity of better than 99 percent recovery.

T he assay procedure for the dosage form m ust be specific and 
stab ility -ind icating  for the d rug  en tity  in the  presence of con tam i
nan ts, decom position products and excipients and additives used in 
the form ulation of the dosage form. As a rule, the  com pendia specify 
a p relim inary  iso lation or extraction  procedure for separation  of the 
active constituen t from the  o ther com ponents of the dosage form.

Weight Variation
F or certain  classes of dosage form s— for exam ple, tab le ts  and 

capsules— the m onographs include a w eigh t variation  or a con ten t 
un iform ity  te s t which controls dosage form  hom ogeneity. A varie ty  
of o ther tests  are designed to control the  su itab ility  of the  dosage 
form for adm inistra tion  to  patien ts. T hese m ay include ste rility  te s t
ing, tab le t d isin tegration  tim e and dissolution ra te  test, pH , p a rti
culate m atter (ophthalmic ointm ents), acid-consuming capacity (antacid 
p repara tions) and others. Form s and sizes of dosage form s com m only 
available from  com m ercial sources are generally  included in these 
m onographs.

S tandards p erta in in g  to  packaging, sto rage and labeling are p ro 
vided. T hese are particu larly  im portan t to the  com m unity and hospital 
pharm acist.
IV. Several Problem Areas in the Developm ent of Dosage Form  

Specifications
A. Bioavailability Standards and Dissolution Testing. P erhaps the 

m ost im p ortan t problem  facing the com pendia today is the  develop
m ent of protocols and stan dards for con tro lling  the  bioavailab ility  of 
dosage form s. As noted earlier, the cu rren t editions of the official 
com pendia provide standards and specifications p erta in in g  to  the
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iden tity , the pu rity , the  quality  and the  potency of d rugs and th e ir 
dosage form s, thus assu rin g  the  assessm ent of chemical equivalency 
of d rug  products. T he Second In terim  R eport of the H E W  Task 
Force on P rescrip tion  D ru g s1 has a ttem p ted  to  resolve the  confu
sion resu lting  from  the  term  “generic equivalent” and the report has 
redefined th e  designation in te rm s of chem ical equivalents, biological 
equivalents and clinical equivalents. These definitions are summarized here :

(1) Chemical equivalents are identical dosage form s which 
contain identical active ingred ien ts in essentially  identical amounts 
and which m eet the  physical and chem ical standards in th e  
official com pendia.

(2) Biological equivalents are chem ical equ ivalents which p ro 
duce the same biological or physiological availab ility  when adminis
tered  in the sam e am ounts as m easured by blood, serum  or 
plasm a levels, or from urin ary  excretion data.

(3) Clinical equivalents are chem ical equivalents which p ro
vide essen tially  the sam e therapeu tic  effect w hen adm inistered  in 
the  sam e quantities to pa tien ts  suffering from the condition or 
disease for which the d rug  is intended.
I t  is generally  accepted by pharm aceutical and medical scien tists 

th a t com pliance w ith  com pendial stan dards assures chem ical equiva
lency and not necessarily  biological equivalency and clinical or 
therapeu tic  equivalency. W hile it has been sta ted  by some th a t the 
estab lishm ent of chem ical equivalency is presum ptive evidence of 
biological and clinical equivalency, th is  is by no m eans a generally  
accepted thesis. O thers will argue th a t ju s t because products do 
m eet the  chem ical and physical s tan dards of the com pendia, th is 
does not m ean th a t the products are necessarily  therapeutically  
equivalent. T his question has not as yet been resolved.

As m any as tw o dozen factors have been im plicated as having 
an effect on the physiological or biological availab ility  of the active 
constituen t in d rug  products, thereby  influencing the therapeutic  
activ ity  of the dosage form and rendering  unpredictable the course 
of trea tm en t of a disease and possibly con stitu ting  an incidence of 
therapeutic  nonequivalency. M any, if not m ost, of these factors are 
p resen tly  controlled by appropria te  stan dards and specifications already 
established by the  com pendia. Several are rapid ly  reach ing  the  s ta te

1 Second Interim Report and Ree- scription Drugs, H EW , Washington, 
ommendation, Task Force on Pre- D. C. (Aug. 30, 1968).
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w here adequate specifications are being developed and will be under 
effective control. E xam ples are particle  size and polym orphism , both 
of which are im p ortan t factors in contro lling  bioavailability .

Such factors as isom eric form , d isin tegration  tim e, chem ical 
form  and degree of hydration , to  m ention b u t several, are controlled 
adequately  to  th e  po in t w here m eaningful and enforceable specifi
cations have been developed for those products where a problem may 
possibly exist.

Manufacturing and Formulation Factors
M anufactu ring  and form ulation  factors represen t a m ore com 

plicated  problem  since the details concern ing these factors are in 
the realm  of “ trad e  secrets.” W h e th e r specifications for con tro lling  
form ulation factors and m anufac tu ring  processes should come under 
the purv iew  of the  com pendia is a sub ject for debate and beyond the  
scope of th is  paper. O f m ajo r concern are com pressed tab le ts  w hich 
are the m ost w idely used of all dosage form s, and which offer th e  
m ost problem s w ith  respect to bioavailab ility  of the  active com ponent. 
T his is pa rticu la rly  tru e  w here th e  d rug  has a high dose, low  solu
bility, low dissolu tion rate , is unstab le  in th e  g astro in testin a l m edia 
and is poorly absorbed. O ther classes of dosage form s, including 
solutions, suspensions, em ulsions, and capsules, may also demonstrate 
m anu fac tu ring  and form ulation factors which possibly could a lte r  th e  
bioavailab ility  of the  active th erap eu tic  agen t and con tribu te  to  the 
nonequivalency of d rug  products. I t  should be em phasized th a t 
the  com pendia provide s tan dards and te s ts  p rim arily  for finished 
d rug  products and for th e  ingred ien ts used in their preparation . P ro 
tocols and specifications for m anu fac tu ring  and form ulation  p ro 
cedures, as well as quality  control assurance, come under the  aegis 
of th e  F D A  and, to  an extent, are left to  the  in teg rity  of th e  m anu
facturer. T he F D A  feels th a t m ost, if not all, of the problem s re la ted  
to  d ru g  quality  can be solved by com pliance w ith  the  m inim um  
requirem ents of the  cu rren t G M P regu lations which w ere first 
p rom ulgated  in 1963 as one of th e  im p ortan t provisions of th e  
K efauver-H arris  D ru g  A m endm ents of 1962. P roposed revisions by  
the F D A  to  the cu rren t G M P regu lations are expected to  becom e 
effective in mid-1977. In  sum m ary, at th e  p resen t tim e th e  official 
com pendia do no t include specifications and standards for con tro lling  
factors related  to  form ulation and m anu fac tu ring  procedures.
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Drugs Taken Orally
T he  therapeu tic  ac tiv ity  of m ost drugs which are taken  orally  

depends on the  d ru g  first dissolv ing in th e  gastro in testin a l fluid to 
a sufficient extent. O nce in solution, th e  d rug  m ust then  be absorbed 
in to the  blood stream  before its in tended therapeu tic  effect can be 
realized. I t is generally  agreed th a t th e  tab le t d isin tegration  te s t is 
no t su itable as a m eaningful procedure for evalua ting  bioavailab ility  
of active constituen ts from  solid dosage form s. T he official dissolu
tion ra te  specification is an a lte rn a tiv e  in vitro procedure to the tablet 
d isin tegration  te s t for assessing bioavailability . A lthough  in vitro 
testing m ay not alw ays correlate  w ith  in vivo b ioavailab ility  resu lts, 
dissolu tion te s tin g  is a useful technique for con tro lling  form ulation  
variab les involved in the m anu fac tu ring  process. T he dissolution 
te s t w as included in 12 tab le t dosage form s and one capsule dosage 
form  in U S P  X V III  and N F  X III . T he cu rren t com pendia include 
an additional four tab le t dosage form s and tw o capsule dosage form s, 
am ong them  being D igoxin T ab lets, E rgo tam ine T a rtra te  and Caf
feine T ablets, D igitox in  T ablets, and M ethaqualone Capsules. T he 
U S P  E xecu tive C om m ittee of Revision recen tly  approved a “Policy 
S ta tem en t on D issolu tion R equirem ents” w hereby the Com m ittee 
favors the  inclusion of a dissolu tion te s t in all official oral solid 
dosage form s except w here such a te s t m ay be considered inappropri
ate. I t  is em phasized in the  S ta tem ent, how ever, th a t the tes t re 
quirements are established primarily to assure control of manufacturing 
and form ulation  fa c to rs ; and as m ore data  becom e available, u lti
m ately  b ioavailab ility  will be assured. B ut, a t th is  tim e, it is being 
advocated m ore as a quality  control m easure th an  for providing 
specifications for b ioavailab ility  assessm ent. T he la tte r  will follow 
as correlative data  betw een in vivo and in vitro behavior become avail
able.

B. Stability-Indicating Assays. A ssay procedures are an im p ortan t 
aspect of every m onograph w hether it is for a d rug  en tity  or one of 
its dosage form s. Several characteristics of a useful assay procedure 
are noted here. F irs t, the  assay  m ust be accurate. A ccuracy is de
fined sim ply as th e  ex ten t of deviation of a p articu la r m easurem ent 
from  th e  true  value. Secondly, the assay m ust be precise. Precision 
is a m easure of th e  reproducib ility  or reliab ility  of a m easurem ent. 
M ethods of analysis applied in d rug  assay  m u st assure th a t rep ro 
ducible resu lts  will be obtained in an y  lab o ra to ry  by com petent 
analysts and m ust be equally applicable to  all m anu fac tu rers’ sam ples 
of the d rug  product. T he assay procedure m ust be precise and
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capable of maximum accuracy reflective of each step  invoved in the 
assay  procedure. T hird ly , B anes2 uses the term  “ruggedness” which 
he defines as the  effect of s ligh t variations in experim ental condi
tions (tem pera tu re , hum idity , etc.) on the  resu lts  of an assay. Methods 
w hich are no t rugged  are usually  im precise and inaccurate. Accuracy, 
precision and ruggedness of an  analytical procedure are best evaluated 
by  m eans of in terlabo ra to ry  collaborative studies. F ou rth ly , a stability- 
indicating assay  is a procedure w hich is specific and is capable of de
te rm in ing  exclusively the q u an tity  of a desired active constituen t 
or in tac t d ru g  m olecule in th e  presence of predictab le con tam inants 
w hich m ay include syn thetic  by-products and in term ediates, process 
con tam inants, decom position products and, in the  case of dosage 
form s, excip ients and additives w hich m ay be p resen t as a resu lt of 
th e  m anu fac tu ring  process. P relim inary  trea tm en t of the sam ple for 
analysis u tiliz ing  conventional iso lation and extraction  techniques 
is generally  applied in o rder to  elim inate the  presence of these  po ten
tia lly  in te rfe ring  substances. The ab ility  to  isolate qu an tita tive ly  the  
active com ponent in pure form  is a significant factor in evaluating  
th e  specificity of an analytical procedure. In  rare instances, an analyti
cal procedure m ay be sufficiently specific to perm it analysis for a 
con stituen t w ith o u t requ iring  the  p re trea tm en t of the sam ple. Chafetz3 
recen tly  presented  a com prehensive review  on the  sub ject of stability- 
ind icating  assay procedures for d rugs and  d rug  products. H e defines 
such an  assay as one w hich perm its the  selective determ ination  of 
a d rug  substance in the presence of its decom position and reaction 
products. Several approaches are presen ted  for devising stab ility - 
ind icating  assay  m ethods. T hese include :

(1) th e  estim ation of the in tact d rug  m olecule by a high ly 
selective p ro ced u re ;

(2) th e  m easurem ent nonselectively of th e  to ta l d ru g  con
te n t and estim ation of th e  degradation  products ; or

(3) the  selective m easurem ent of bo th  the  in tac t d ru g  and 
its decom position products.

W hile th e  th ird  a lte rn a tiv e  m ay appear to  be the  m ost desirable, 
C hafetz suggests th a t it m ay be neither possible nor practical.

a Banes, D., “A Chemist’s Guide to 3 Chafetz, L., / .  Pharm. Sci. 60, 335 
Regulatory Drug Analysis,” Associ- (1971). 
ation of Official Analytical Chemists,
W ashington, D. C. (1974).
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C. Assays for Combination Drug Dosage Forms. In previously of
ficial com pendia, com bination d rug  dosage form s w ere restric ted  to  
such com binations as v itam in m ix tures, e lectro ly te solutions, a triple 
sulfonam ide com bination, com binations of local anesthetics w ith 
epinephrine, several oral con traceptive com binations and possibly 
one or tw o o ther com bination d ru g  dosage form s. In  the p resen t 
U S P  and N F , th e  num ber of such com binations has increased sub
stan tia lly  and will undoub tedly  expand fu rth er in subsequent revi
sions and supplem ents to th e  com pendia. M any dosage form s con
ta in in g  com plex m ix tures are on the m arket both as p rescrip tion  
item s and as over-the-coun ter products. A lthough the  m ix ture  m ay 
not be official per se, the  individual com ponents generally  are recog
nized by an official m onograph. T he  task  of design ing suitable assay 
procedures for such com plex dosage form s m ay represen t a m onu
m ental un dertak ing  since no t only are m ultip le active constituen ts 
involved, but they may be present in widely divergent concentrations 
depending on th e ir  relative potency as well as o ther factors. In  ad 
dition, the presence of add itives, excipients, etc. fu rther com plicates 
the  analytical procedure. N evertheless, th e  therapeu tic  advantage of 
such com binations takes precedence over any po ten tia l analytical 
com plications and becom es the  concern of the  analyst. T he first step 
in such an  assay is generally  a separation  procedure for qu an tita 
tively iso la ting  the active constituen ts of the m ixtures. T his is fol
lowed by  the  estim ation of each individual com ponent. C hrom ato
graphic procedures are ideally suited for the separation  step, and 
usual analy tical techniques can be applied for estim ating  the isolated 
constituen ts. O ccasionally, a d ifferen tia ting  technique can be de
veloped for determ in ing  the individual com ponents w ith ou t a p re
lim inary ex traction  procedure. An exam ple of th is  would be non- 
aqueous d ifferen tia ting  po ten tiom etry . T he developm ent of sim ple, 
yet sensitive m ethods for analyzing  com plex dosage form s is a true  
challenge of the skill and ingenuity  of the analyst. [The End]
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How to Export Fishery Products 
to the United States

By J. R. BROOKER

Mr. Brooker Is Senior Staff Specialist of the Fishery Products 
Inspection and Safety Division of the National Marine Fisheries 
Service in the United States Department of Commerce.

Introduction

Th e  r o l e  o f  i m p o r t e d  f i s h  a n d  f i s h e r y  p r o d u c t s
as they  con tribu te  to  the  U nited  S ta tes supply of edible products 

for hum an consum ption is a very  im p ortan t one. To illu stra te  the  
level of im portance, in 1974, approxim ately  4.1 billion pounds of 
edible fishery products (round  w eigh t basis) w ere im ported. T his 
constitu ted  63.2 percent of the  to ta l U nited  S ta tes supply of edible 
fishery products.

Im p orts  of fish and fishery products to the U nited S ta tes come 
from  110 to  120 different countries. The varie ty  of im ported fishery 
products are m any. T hey  range from  extrem ely  large am ounts of 
raw  m ateria ls such as fish blocks, frozen tuna and shrim p for fu rther 
processing into end products, to o ther finished packaged products of 
all types, such as canned, sm oked, cured, fresh, frozen, dried or 
o therw ise processed. T he U nited  S ta tes is extrem ely in terested  in 
m ain ta in ing  a con tinu ing  supply  of these  im p ortan t p roducts to  its 
consum ers.

Need for Import Surveillance
All governm ents today  accept the  principle th a t measures designed 

to  p ro tec t public health  and safe ty  and consum er w elfare, app ly ing 
to  bo th  dom estic p roducts and im ports, are both necessary and  de
sirable, a lthough  in ternational trad e  is alm ost certain  to  be affected 
by any regulation  of im ports.
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In  o rder to  facilita te  the grow ing volum e of in terna tional trade  
in food, including seafoods, it is im portant that health and sanitary re
qu irem ents be draw n up and adm inistered  in such a w ay th a t they  
do no t im pose unnecessary  burdens on im ports. T he U nited S ta tes 
has taken  the lead in opposing a rb itra ry  or discrim inato ry  im port 
regu la tions by any  country . T he U nited  S ta tes fully subscribes to 
and supports in practice th e  G eneral A greem ent on T ariffs and 
T rade (G A T T ) principle th a t health  and san ita ry  requirem ents no t 
be used to re stric t in terna tion al trade. T he U n ited  S ta tes has played 
a lead ing role in in ternational forum s, such as Codex A lim entarius, 
to foster uniform  in terna tion al practices to  facilitate increased trade.

T he in ten t of U nited  S ta tes inspection, san ita ry  and health  re
qu irem ents is to  ensure th a t p roducts from  abroad are free from  
dangerous diseases and pests, and th a t they  conform  to the sam e 
standards of w holesom eness, san itation  and labeling  as are required  
of dom estic products. T hese standards are often  revised to ensure 
m axim um  pro tection  to  th e  u ltim ate  consum er.
Cost of Import Rejections and H ealth and Sanitary Measures

Losses resu lting  from  rejected  im ports of all types of fish and 
fishery products am ount to m illions of dollars annually  to exporters. 
F u rth er, deten tions and rejections g rea tly  increase th e  cost of su r
veillance by the U nited  S ta tes G overnm ent. F o r exam ple, du ring  a 
31-m onth period from  Jan u a ry  1972 th rough  Ju ly  1974, U nited  S ta tes 
im port detentions of various fish and fishery products from coun
tries of S ou theast Asia am ounted  to  several m illion pounds of product 
valued at over 21 m illion dollars.

T hese detentions w ere due prim arily  to  product decom position, 
con tam ination  w ith  m icroorganism s, insects or filth, and o ther m is
cellaneous reasons. A breakdow n of the  principle reasons for re ten 
tion and the  related  value of the products follow s:

1972
Decomposition $1,026,900
Contamination

(Hygienic reasons) 424,400 
Others 577,800

1974
months only) Grand Totals 

$5,080,000
1973

$1,398,500
3,456,600
3,480,700

$2,655,400
7,043,400
1,017,500

10,924,400
5,076,000

T hese exam ples are  illustrative. Com parable losses often occur 
on im ports from  o ther areas. A substan tia l po rtion  of the  S ou theast 
A sian p rod uct detentions m entioned above could have been avoided 
if adequate inspection procedures had been available at p lan t and
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governm ental levels in the  countries of origin. D etentions and re
jections of th is  type can be reduced or elim inated by be tte r under
stan d in g  and cooperation betw een the U nited  S ta tes and the  export
ing  country  involved.

Procedures for reprocessing and /o r sterilization available at United 
S ta tes po rts  of en try  can help to  reduce som e losses. I llu stra ted  in 
the  A ppendix1 is a flow diagram of the procedural steps through which 
im ports m ay  proceed at U. S. po rts  of entry.

Current Laws and Regulations
The prim ary mandatory requirements applicable to fish and fishery 

products im ported into the  U n ited  S ta tes are those contained in the  
F ederal Food, D ru g  and Cosm etic Act, as am ended. All fish and 
fishery products im ported into the U nited  S ta tes are sub ject to  com 
pliance w ith the  requirem ents of the  A ct in the sam e m anner as are 
the  dom estically produced fish and fishery products. U nder the  Act, 
there  are regula tions perta in in g  to a varie ty  of sub ject m atte r topics, 
as fo llow s:

(1) ad u lte ra tio n ;
(2) m isbrand ing ;
(3) labeling re q u irem en ts ;
(4) definitions and stan dards of iden tity  ;
(5) to lerances for poisonous and deleterious substances ;
(6) pesticides residues on agricu ltu ra l com m odities ;
(7) food ad d itiv e s ;
(8) good m anufac tu ring  practices (G M P s) ;
(9) defect action levels.

T he significant aspects of the  regu la tions re la ting  to  these topics 
as th ey  apply  to  fish and fishery products are th e  sam e as those ap
plied to  o ther im ported food products except m eat and poultry  
products w hich are covered by o ther som ew hat sim ilar regulations 
set forth  by th e  U nited  S ta tes D ep artm ent of A griculture.

R egu la to ry  requirem ents re la tin g  to several topic areas, such as 
labeling, pesticides, food additives, G M Ps and defect action levels, 
m erit fu rth er detailed explanation.

R equired label in form ation m ust no t only be conspicuously dis
played bu t it m ust also be in te rm s th a t the o rd inary  consum er is

1 Appendix is on page 304.
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likely to read and  understand  under o rd inary  conditions of purchase 
and use.

D etails concern ing type sizes, location, etc., for required  label 
in form ation are contained in the  Food and D ru g  A dm inistra tion  
(F D A ) regulations, w hich cover the  requirem ents of both the  Federal 
Food, D ru g  and Cosm etic A ct and the  F a ir P ackag in g  and L abeling  
Act. Food labeling requirements of the regulations are summarized below.

If the  label of a food bears rep resen ta tions in a foreign language, 
the label must bear all the required sta tem en ts  in the foreign language, 
as well as in E nglish . (N o te : T he  T ariff A ct of 1930 requires all 
im ported articles to  be m arked w ith the  E nglish  nam e of the country  
of origin.)

T he follow ing sta tem en ts m ust appear on the  label in th e  E nglish  
la n g u a g e :

(1) If the food is packed, the nam e, s tree t address, city, s ta te  
and zip  code of e ither the  m anufacturer, packer or d istribu to r, and 
an accurate s ta tem en t of the  net am ount of food in the  package m ust 
be listed. T he s tree t address m ay be om itted  by a firm listed in a 
curren t city  or telephone directory. A firm whose address is outside 
th e  U nited  S ta tes m ay om it th e  zip code. T he basic un its of m easure 
are the avoirdupois pound and the  U nited  S ta tes gallon.

(A ) If th e  food is no t m anufactured  by the person or com 
pany  w hose nam e appears on the  label, the  nam e m ust be quali
fied by “manufactured for,” “distributed by” or a similar expression.

(B ) T he q u an tity  of con ten ts declaration m ust appear on the 
principal display panel of the  label in lines generally  parallel to 
the base of the package when displayed for sale. If the area of 
the  principal display panel of the package is larger than  five 
square inches, the  qu an tity  of con ten ts m ust appear w ith in the 
low er 30 percent of the  label. The declaration must be in a type 
size based upon the area of the principal display panel of the 
package and m ust be separated  from o ther p rin ted  inform ation 
on the package.

Net Weight Statement
The net w eight on packages contain ing one pound ( avo irdupois) 

or m ore bu t less than  four pounds m ust be declared first in to ta l 
avoirdupois ounces, followed by a second sta tem en t in paren thesis 
in term s of pounds and ounces, or pounds and com m on or decimal 
fractions of the pound. (Exam ple: net weight 24 ounces (1 y2 pounds)
p a g e  2 9 2 FOOD DRUG COSMETIC LAW JOURNAL----MAY, 1 9 7 6



or net w eigh t 24 ounces (1.5 po un ds).) T he con ten ts of packages 
con tain ing  less th an  one pound m ust be expressed as to ta l ounces. 
F o r exam ple, th ree-fourth s pound m ust be expressed as ne t w eigh t 
12 ounces.

N et volum e on packages con ta in ing  one p in t or m ore and less 
than  one U n ited  S tates gallon m ust be declared first in to ta l fluid 
ounces o r fractions of th e  p in t o r quart. (Exam ple,: 40 fluid ounces 
(1.25 q u arts) or 40 fluid ounces (1J4 q u a rts ).)  V olum e of packages 
con ta in ing  less th an  one p in t m u st be declared in fluid ounces.

P ackages four pounds or larger or one gallon or larger need not 
have th e ir  con ten ts expressed in te rm s of to ta l ounces. H ow ever, for 
such packages, the con ten ts m ust be sta ted  in the  la rgest un it of 
w eigh t o r m easure, w ith  any rem ainder in ounces or com m on or 
decimal fractions of the pound. In  the  case of gallons, th e  remainder 
m ust be in quarts , p in ts and fluid ounces, or decim al fractions of the  
gallon. T he m etric  system  of w eigh t or m easure m ay also be used 
to  declare th e  quan tity , in addition  to  th e  E ng lish  system . If  the  
label of any  food package also represen ts the conten ts of the  num ber 
of servings, th e  size of each serv ing  m ust be indicated.

Common or Usual Name
(2) T he com m on or usual nam e of nonstandard ized  food or, in 

th e  case of standard ized  foods, th e  com plete nam e as designated  in 
the S tandard  of Iden tity , m ust appear on the  principal display panel, 
in bold type  and in lines generally  parallel to  the  base of the  package 
as it is displayed. T he form  of p resen ta tion  of the product also m ust 
be included unless depicted by  v ign ette  o r unless the  product is 
visible th ro ug h  th e  container.

To p reven t sub stitu tion  of one kind of seafood for ano ther, it 
is essential th a t labels bear nam es w hich accurate ly  identify  th e  
products designated. L abels of seafoods m ust bear the  com m on or 
usual nam e of th e  food, if th ere  is one. W ords like “fish,” “shellfish” 
o r “m ollusc” .are no t sufficient. T he  nam e of th e  specific seafood m ust 
be used. M any fish, crustaceans and m olluscs have w ell-established 
com m on or usual nam es th ro u g h o u t th e  U nited  S tates (for exam ple, 
“pollock,” “ cod,” “sh rim p” and  “o y ste rs” ). T hese m ay n o t be re 
placed w ith o ther nam es even though  th e  o ther nam es m ay have 
lim ited local usage in som e areas. N either m ay th ey  be replaced w ith 
coined nam es, even though  th e  coined nam e m ay be considered m ore 
a ttrac tiv e  or to  have g rea te r sales appeal.
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T he fact th a t a proposed designation is used in a foreign country , 
or is the tran sla tio n  of such a nam e, does not ju stify  its use if it 
conflicts w ith th e  com m on or usual nam e in the  U nited  S ta tes or 
som e o ther species, or it o therw ise is m isleading.

(3) T he ingred ien ts in a food m ust be listed by th e ir com m on 
nam es in o rder of th e ir  predom inance by w eigh t unless the  food is 
standardized. In  th a t case, th e  label m ust include only those ingre
dients which the regulation  requires to be declared. T he w ord “ in
g red ien ts” does not refer to  the chem ical com position bu t m eans the 
individual food com ponents of a mixed food. Spices, flavors and colors 
m ay be listed as such, w ith ou t nam ing the  specific m aterial. If the 
presence of a specific expensive ingredient is prom oted, additional 
inform ation such as the  percent of the expensive ingredient m ay be 
required.

Packing Medium
F ailure to  declare the  presence of added salt or the  kinds of oil 

used as the  pack ing m edium  in canned fish has resu lted  in deten
tion of fish products. If perm itted  artificial colors or chem ical p reser
vatives are used, th e ir  presence m ust be conspicuously declared in 
the labeling. Artificial coloring is not perm itted  if it conceals dam age 
or in ferio rity  or if it m akes the product appear b e tte r or of g rea ter 
value th an  it is.

T he pack ing of canned fish and fish products w ith excessive 
am ounts of pack ing m edium  has resu lted  in detentions. W here  the 
fish are in a pack ing m edium  such as anchovies in oil, the  container 
should be as full as possible of fish w ith the m inim um  am ount of oil.

('4) The labeling of food in tended for special d ie tary  uses m ust 
bear certain prescribed additional inform ation concerning vitam in, 
m ineral and o ther d ie tary  properties which is necessary to  inform  
purchasers fully as to the food’s value for such uses. R egulations 
th a t have been issued under th is  section prescribe the specific addi
tional m andatory  label inform ation.

(5) Foods m ust bear labeling s ta tin g  the presence of anv artifi
cial flavoring, artificial coloring or chem ical preservative.

(6) Im ita tion s m ust be labeled as such.
Pesticide R esidues and T olerances for P oisonous Ing red ien ts  in Food

R aw  agricu ltu ra l products con tain ing  pesticide residues are in 
violation of the F ederal Food, D rug  and Cosm etic Act un less:
pa c . it 2 9 4 FOOD DRUG COSMETIC LAW JOURNAL----MAY, 1 9 7 6



(1) T he pesticide chem ical has been exem pted from the re
qu irem ent of a to lerance ; or

(2) A to lerance has been estab lished for the  particu lar pesti
cide on the  specific food and the  residue does not exceed the  
established tolerance.
“ R aw  agricu ltu ra l p ro d u c t’’ m eans any food in its raw  or na tu ra l 

state , includ ing  fishery products and all unprocessed fruits, vegetables 
and grains.

P ro du cts  w hich contain any  poisonous or deleterious substance 
added to  any food are in violation of the  F ederal Food, D ru g  and 
Cosm etic A ct unless :

(1) Such substance is required in the production of the food 
or cannot be avoided by G M P ;

(2) A to lerance has been established for the  particu lar poison 
in a p a rticu la r food and the residual am ount does not exceed 
the established tolerance.
T olerances for pesticidal residues and contam inants have been 

established under the  law  for various products. T olerances are es
tab lished, revoked or changed as the facts w arran t such action. F irm s 
considering offering en try  into the  U nited  S ta tes of fishery products 
which m ay contain pesticidal residues or con tam inants should w rite  
to  the U. S. F D A  for cu rren t in form ation concerning the s ta tu s  of 
tolerances for residues and /o r contaminants for the products in question.

In the regulation of pesticide residues or contaminants, the amount 
or level of a pesticide residue or con tam inant is classified as to  status, 
that is, tolerance, guideline or action level depending upon the  de
tails of a particu lar situation  at any given tim e. F u rth e r  explanation 
of the classifications follow.

T olerance :
is established by law ; 
is published in the Federal Register;
poten tia l adheren ts have an oppo rtun ity  for com m ent ; 
compliance and burden of proof rests with the manufacturer. 

Guideline :
is set w here no to lerance has been established ; 
inform al bu t enforceable adm inistra tive  action can be taken 

before regulations are established ; 
publication in the  Federal Register is optional ; 
com oliance rests  w ith the  m anufactu rer w ith the burden of 

proof on regu la to ry  agency.
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A ction level :
level at which regulatory agency would consider taking action.

F or fish and  fishery products the curren t situation  relative to  
pesticides or con tam inants follows :

Contaminant
Pesticide Product Level Status
Mercury Fish and shellfish O.S ppm Guideline
PCB Raw fish 5.0 ppm Tolerance
PCB Fishmeal and oil 2.0 ppm Tolerance
D D T Raw fish—edible portion 5.0 ppm Tolerance
Dieldrin Oil of fish 0.30 ppm Action level

T he question  of pesticide residues and contam inants in food— 
both  raw  and processed— is re la ted  to public health  m easures in de
veloping countries. I t is also related  to techniques of industria l p ro 
duction as experience du ring  the  past few years w ith  polychlorinated 
biphenyls (P C B ) indicates.

One of the  m ost effective insecticides in the eradication of m alaria 
is D D T  which leaves a po ten tia lly  harm ful residue in m eat and m eat 
by-products and o ther foods. D irect application to crops increases 
dangers of hum an and p lan t in take and w ater supply pollution. R un
off w ater carries D D T  into stream s, rivers and lakes resu lting  in 
up take by fish. H ow ever, an econom ical and effective sub stitu te  has 
no t been developed as yet, and m any countries still rely on D D T  for 
insect control program s. T he problem  of D D T  residue has assum ed 
an  in ternational dim ension since ocean fish have shown traces of 
th e  chemical.

Food Additives
“ Food additives" are substances which m ay by th e ir intended 

uses becom e com ponents of food, e ither directly or indirectly , or 
w hich m ay o therw ise affect the characteristics of the food. Such 
additives may enhance flavor, stabilize, thicken, neutralize, alter acidity 
or alkalin ity , retain  m oisture or increase volum e and sm oothness. The 
term  specifically includes any substance intended for use in producing, 
m anufacturing , packing, processing, preparing, trea ting , packaging, 
tran sp o rtin g  or ho ld ing the  food, and any source of radiation  intended 
for any such use.

B ut the  law  excludes from  the  definition of a “food add itive” : 
(1) substances generally  recognized as safe by qualified ex

perts ;
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(2) substances used in accordance w ith  previous approval
(“prio r sanction” ) under th e  F ederal Food, D ru g  and Cosmetic
A ct, and o ther la w s ;

(3) pesticide chem icals in  or on raw  ag ricu ltu ra l p roducts ;
(4) a color additive.

M anufactu rers or im porters no t certain  w hether the chem icals 
or o th e r ingredients used in th e ir  foods are sub ject to  the safety 
clearance requirem ents of th e  food additives am endm ent m ay seek 
an opinion regard in g  the  s ta tu s  of th e  m aterial in tended for use.

Food Manufacture Practices
Processed foods for export to  th e  U nited  S tates are required  to  

be m anufactured  under a system , including physical p lan ts and con
trols, equal to th a t in the  U nited  S tates.

E qu ality  involves sim ilarity  in such m atters  as legislation, p e r
sonnel, and procedures to  com bat particu la te  and bacterial con tam i
nation over a range of activities including processing, storage, handling 
and d istribu tion  as well as o ther op era tin g  practices w ith in  the  plant. 
T he U nited  S ta tes regu la tions provide for the  rejection  of articles 
of food w hich contain “filth.” T he term  can be w idely in terp re ted  to  
em brace any  substance regardless of w hether such substance can 
be detected by lab o ra to ry  procedures. T his is an area of po ten tia l 
conflict betw een the  inspector and the  p lan t technician.

M any countries are now in the  process of estab lish ing  system s 
for food m anufacture. In  view of this, it is advisable for them  to 
gear th e ir system s to  in ternational requirem ents th ro ug h  w hich ac
cess to  several m arkets could be assured. A dvisory in terna tional 
recom m endations re la tin g  to  food hygiene are now available in pub
lished form  entitled, “Recom m ended In te rna tion a l Code of P ractice— 
G eneral P rincip les of Food H ygiene.”

U n ited  S tates regulations p erta in in g  to G M Ps (san ita tio n ) are 
very  sim ilar to the  in terna tional adv isory  recom m endations.

Defect Action Levels
Food defect action levels for na tu ra l or unavoidable defects in 

food for hum an use are set in the U nited  S ta tes on the  basis of no 
hazard  to  health . A ny products th a t m ight be harm ful to  consum ers 
are acted against on the  basis of th e ir hazard  to  health , w hether or 
not th ey  exceed the action levels.
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In  addition, poor m anufac tu ring  practices by a m anufacturer will 
resu lt in regu la to ry  action, w hether the  product is above or below  
the  defect level.

T he  action levels are set because it is no t now  possible, and 
never has been possible, to  harvest and process foods, includ ing  fishery 
products, th a t are to ta lly  free of na tu ra l defects.

T he a lternative  to  estab lish ing  n a tu ra l defect levels in som e 
foods is to insist on increased u tiliza tion  of chem ical substances to  
control insects, roden ts and o ther na tu ra l con tam inants. T his a lte r
native is no t sa tisfacto ry  because of the  very  real danger of exposing 
consum ers to  po ten tia l hazards from  residues of these  chem icals, as 
opposed to  the aesthetica lly  unpleasan t, b u t harm less, na tu ra l and 
unavoidable defects.

Legal Action
T he fact th a t a defect level has been established does no t m ean 

th a t a m anufactu rer need only stay  below  th a t level. T he action 
levels do no t represen t an average of th e  defects th a t occur in any 
of the  food categories. T he averages are actually  m uch lower. The 
levels represen t the  lim it at or above which th e  F D A  will take legal 
action against the  product to  rem ove it from  the  m arket.

Tw o key  po in ts regard in g  defect action levels m erit em phasis.
(A ) Com pliance w ith defect levels will not p reven t th e  FD A  

from  ac ting  against a m anufac tu rer who does not observe curren t 
GM Ps. In san ita ry  p lan t conditions, for exam ple, are a violation of 
G M Ps and render the  food unlaw ful. This applies even though the 
defect levels m ay be below  th e  F D A ’s action level.

(B ) T he m ix ing of a food con tain ing  any am ount of defect at 
or above the curren t defect level w ith  ano ther lot of the  sam e or 
ano ther food is no t perm itted  and renders the  final food unlaw ful 
regardless of the defect level of the  finished food.

T he curren t defect action levels for fish and shellfish in th e  
U nited  S tates fo llo w :
Blue fin and o th e r fresh Fish averaging 1 lb. or less: 60 cysts per 100 

w ater herring  fish provided th a t 20% of the fish exam ined
are affected.
Fish averaging over 1 lb.: 60 cysts per 100 
lbs. of fish, provided th a t 20% of th e  fish 
exam ined are affected.
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3% by count of the  fillets exam ined con
ta in  one copepod.
(1) 5% by count of fish or fillets in sam ple 
(b u t no t less th an  5) show  class 3 decom 
position over 25% of th e ir areas ;
or
(2) 20% of the  fish or fillets in the  sam ple 
(bu t not less th an  5) show  class 2 decom 
position over 25% of th e ir areas ;
or
(3) The percentage of fish or fillets show 
ing class 2 decom position as above plus 4 
tim es the percentage of those show ing class 
3 decom position as above equals a t least 
20% ,  and there  are 5 decom posed fish or 
fillets in the sam ple.

50 cysts per 100 pounds (w hole fish or fil
le ts) provided th a t 20% of fish exam ined 
are infested.

In its enforcem ent operations in the U nited S tates, the  FD A  
gauges the levels of practical and reasonable com pliance by the  p rin 
ciples of w hat are or are not G 3IP . E nforcem ent activities are carried 
out on a selective basis. P ro du cts  which represen t a safetv or health 
hazard  to the  public a re  given first prio rity . Second p rio rity  is given 
to products which are decomposed, filthy or produced in an unsanitary 
environm ent, bu t which do not constitu te  a hazard to the  health  or 
safety of the public. T he rem ain ing  effort is devoted to  deceptive 
practices or the so-called economic class of violations.

F acto ry  inspections and laborato ry  analysis of sam ples are the 
m ajor m eans em ploved by the FD A  in conducting  its  enforcem ent 
activities. W hile the  requirem ents are the sam e both for products 
m anufactured  in the U nited  S ta tes and for those im ported, the  en
forcem ent p rocedures are different. W ith in  the  U nited  S tates, en
forcem ent is m ain tained th rough  inspections of food-producing plants,

Rose fish (red  fish and 
ocean perch)

Fresh  and frozen fish 
(definition of classes 
of decom position)

(1) no odor of decom 
position

(2) slight odor of de
com position

(3) definite odor of de
com position

Fresh and frozen fish, 
as listed : tullibees, cis
coes, inconnus, chubs 
and w hite fish

Enforcement Procedures
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th ro ug h  the  collection and analysis of sam ples collected a t various 
stages of the  production  process, and by legal actions b rou gh t against 
foods found to  be no t in com pliance.

A u th o rity  does not exist for the  FD A  to conduct food p lan t in
spections in o ther countries. T herefore, im ported foods m ust be 
exam ined w hen they are offered for en try  into the U nited  S tates. 
Foods th a t do no t com ply w ith  th e  regula tions are sub ject to  re 
exporta tion  or destruction . In  m any instances, an  im porter m ay be 
perm itted  to  try  to recondition an unacceptable sh ipm ent before a 
final decision is made. T his is no t a righ t, bu t a privilege which m ay 
be w ithdraw n in cases of repeated  o r flagrant failure to com ply w ith 
the provisions of the F ederal Food, D ru g  and Cosm etic Act.

Sanitary Control of Shellfish for Prevention and Control of D iseases
B ecause raw  shellfish, such as oysters, clam s and m ussels, m ay 

tran sm it in testinal diseases such as typhoid  fever, it is im portan t 
th a t they  be grow n in unpollu ted  w aters and produced, handled and 
d istribu ted  under san ita ry  conditions. Shellfish m ust conform  to the  
general requ irem ents of the  F ederal Food, D ru g  and Cosm etic Act 
bu t, in the im porta tion  of shellfish in to the U nited  S tates, considera
tion  m ust be given also to  the  requirem ents of th e  sta tes to which 
th e  shellfish are destined, if th ey  are  to  be accepted un der th e  re
spective s ta te  laws.

T he Public H ea lth  Service A ct of 1944 provides au thorization  
for assistance to  s ta tes and local m unicipalities in the  developm ent, 
conduct and m ain tenance of effective program s for the prevention 
and control of diseases which m ay be tran sm itted  th ro ug h  shellfish, 
th a t is, all edible species of oysters, clam s or m ussels e ither shucked 
or in the  shell, fresh o r frozen.

Shellfish are no t o rd inarily  accepted by the  sta tes  since objec
tive analysis in th e  absence of know n grow ing  w ater quality  is not 
adequate to gu aran tee  the  safe ty  of these shellfish. T h a t is, there  is 
no feasible analytical procedure for de tec ting  th e  broad spectrum  of 
po ten tia l chem ical, bacteriological or virological con tam inants com 
m on to shellfish from  estuarine  areas sub ject to  pollution. R ecog
nizing th a t estuarine  po llution is alm ost universal and th a t shellfish 
analysis is neither reliable nor indicative of an unsam pled p o rtion ’s 
quality , the  U nited  S ta tes has sough t to  assure, for over 50 years, 
safe shellfish th ro ug h  strin gen t app lication  of san ita ry  controls at 
the grow ing  area  ra th e r th an  a t the  m arket level only. G row ing area
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contro l and safety are of param ount im portance, all o ther consider
ations adjunctive.

Federal-State-Industry Program
Such controls have been applied th ro ug h  a cooperative Federal- 

S ta te -In d u s try  program  to ensure safe grow ing  w aters, p reven t h a r
vesting  from  unsafe areas and p roh ib it the sale of all shellfish not 
produced and certified under th e  auspices and the standards of th is 
program . A ccordingly, shellfish from  a no npartic ipa ting  coun try  are 
sum m arily  re jected  by the  sta tes even though  they  m ay be passed 
through customs under the Federal Food, D rug and Cosmetic Act.

F o r an im porter to gain acceptance of im ported shellfish by the 
various sta tes w ith in the  U nited  S tates, such shellfish m ust not only 
m eet the  san ita ry  requirem ents of bo th  federal and sta te  law s, bu t 
the  country-of-origin m ust be a partic ipan t in the national program . 
T his requires a shellfish tre a ty  or agreem ent betw een the  U nited  
S ta tes and the  country  desiring  to  participate.

T hree foreign countries—C anada, Jap an  and South K orea— sub
scribe to  th is program  for the  san ita ry  control of raw  shellfish. 
T hese  countries accept responsibilities sim ilar to  those of the indi
vidual sta tes  and carry  ou t sim ilar procedures for san ita ry  control 
of shellfish designated  for export to  the  U nited  S tates. G overnm ent 
agreem ents exist w herein th e  responsibilities of the cooperating  coun
tries  are described in detail. W hile  trad e  w ith  the U nited  S ta tes 
in these commodities—fresh or frozen shellfish— does not depend upon 
th e  estab lishm ent of agreem ents, it should be no ted  th a t  m any of 
th e  individual sta tes w hich them selves subscribe to the  program  
p roh ib it the sale of raw  shellfish from  noncertified sources w ith in  
th e  U nited  S ta tes or a foreign country.

C ertain shellfish, particu la rly  clam s, m ay contain a toxic sub
stance— gonyaulax  catenella— derived from  a plankton organism upon 
w hich th e  shellfish feed. Such toxic shellfish m ay cause illness or 
even death. T he sources of supply  of shellfish in tended for sh ipm ent 
to the  U nited  S ta tes should be periodically tested  for the  presence 
of gonyaulax.
D isease Control of Salmon

In  addition  to  the  m andato ry  requirem ents of the  F ederal Food, 
D ru g  and Cosm etic A ct for im porta tion  of fish and fishery products, 
th ere  are also U nited  S ta tes regu la tions w hich require th a t fish of 
th e  salm onidae fam ily be certified free from  viral hem orrhag ic sep ti
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cem ia and w hirling  disease before they  are im ported into the U nited  
S tates. T he provisions of these  regula tions require th a t all live or 
dead fish or eggs of salm onids of the fish fam ily salm onidae are 
prohibited en try  into the  U nited  S tates for any purpose unless such 
inporta tions are by d irect shipm ent accom panied by a certification 
th a t the  im portation  is free of the  protozoan myxosoma cerebral 
(w hirling  disease) and the v irus-causing  viral hem orrhagic sep ti
cemia (egtved disease).

T he certification m ust be signed in the country-of-origin by a 
designated official acceptable to the  S ecretary  of the In te rio r as being 
qualified in fish patho logy or in the U nited  S ta tes by a qualified fish 
patho log ist designated for th is purpose by the S ecretary  of the  
In terio r. T his restriction , how ever, does not apply to salm onid fish 
or eggs th a t have been processed by canning, pickling, sm oking or 
o therw ise prepared in a m anner w hereby the  spores myxosoma cere- 
bralis and the v irus-causing  viral hem orrhagic septicem ia have been 
killed. Fish so prepared are not required to be accom panied by a 
disease certificate.
Marine Mammal Protection Act

Effective D ecem ber 21, 1972. the M arine M am m al P ro tection  Act 
of 1972 im posed (sub ject to certain  lim ited exceptions) a com plete 
ban on the  im portation  into the  U nited  S ta tes of m arine m am m als 
and m arine m am m al products. T he act also proh ib its the  im portation 
of fish caught w ith techniques which resu lt in th e  incidental killing 
of m arine m am m als in excess of standards set for U nited  S tates 
fishermen. E xceptions m ay be m ade on the basis of economic hard 
ship and for scientific and display purposes in certain lim ited in
stances as m ay be specifically authorized.
Voluntary Standards Pertaining to Fish and Shellfish

U nder the provisions of the A gricu ltu ra l M arketing  Act of 1946, 
the N ational M arine F isheries Service of the  D ep artm ent of Com
m erce operates p rogram s re la ting  to the developm ent and im prove
m ent of fishery standards of quality , quantity , condition, grade and 
packaging, and issues federal regu la tions se ttin g  forth such standards. 
The stan dards are vo lun tary  and not m andatory  in the usual sense 
th a t they  w orld be applicable to im ported fish and fishery products. 
T hese vo lun tary  stan dards generally  provide for quality  g radations 
or grades th a t are estab lished and are usually  designated G rade A, 
B or C. T hese grade designations are no t required  on im ported 
products nor are they  required under the  provisions of the  F ederal
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Food, D rug  and Cosm etic Act to  be s ta ted  on the labels. H ow ever, 
if sta ted , the  im ported product then m ust com ply w ith  the  speci
fications for the declared grade. T hese quality  standards m ay be of 
im portance as they  provide technical in form ation for various quality  
levels of a product, and m ay prom ote the sale of the products to  
U n ited  S ta tes im porters.
Voluntary Inspection Programs

T he N ational M arine F isheries Service of the D epartm ent of 
Com m erce operates a vo lun tary  inspection  program  for dom estic 
fishery products on a fee-for-service basis. U nder th is  program , the 
qu ality  stan dards previously  m entioned are applied as well as basic 
sanitation requirements for processing plant equipment and the general 
handling , p rocessing and packaging  of fishery products. Inspection 
services are also available in the  U nited  S ta tes on im ported  products. 
Such inspection service is available on a lot or consignm ent basis. 
If app ropria te  quality  stan dards for the  specific foreign product are 
available, the  stan dards m ay be applied to  th e  consignm ent and an 
official certificate issued ind icating  w hether or not the consignm ent 
is in com pliance w ith applicable standards.

T hese vo lu n tary  stan dards for grades should not be confused 
w ith  standards of identity , quality  or fill of con tainer as m ay be 
estab lished by  the  FD A . U nder FD A  requirem ents, a food for which 
a s tan dard  has been prom ulgated  m ust com ply w ith the  specifications 
of the  s tan dard  in every respect.

[Appendix is on the following page.]
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B IB L IO G R A P H Y
(1) T itle  50, Code of F ederal R egulations :

(a) P a r t 13— Im p orta tion  of W ildlife or E ggs Thereof.
(b) P a r t  260— Inspection and Certification—Voluntary Regulations.
(c) P a r t  261—U. S. Standards for Grades of Frozen Fried Fish 

Sticks.
(d) P a r t  262'—U. S. Standards for Grades of Frozen Raw Breaded 

Shrim p.
(e) P a r t 263—U. S. Standards for Grades of Frozen Fish Blocks.
(f) P a r t 264— U. S. S tandards for G rades of F rozen H addock 

Fillets.
(g ) P a r t 265'—U. S. S tan dards for G rades of F rozen H alib u t 

Steaks.
(h ) P a r t 266—U. S. Standards for Grades of Frozen Raw Breaded 

F ish Portions.
(i) P a r t 267— U. S. S tandards for G rades of F rozen  Cod F illets.
( j)  P a r t  268— U. S. S tandards for G rades of F rozen  Salm on 

Steaks.
(k) P a r t 269—<U. S. S tandards for G rades of F oreign Ocean- 

P erch F ille ts  and F rozen  Pacific O cean-Perch F illets.
(l) P a r t 270—U. S. Standards for Grades of Frozen Fried Scallops.
(m ) P a r t  271—U. S. S tandards for G rades of F rozen H eadless 

D ressed W hiting .
(n ) P a r t 272— U. S. S tandards for G rades of F rozen  R aw  H ead

less Shrim p.
(o) P a r t  273—U. S'. Standards for Grades of Frozen Raw Scallops.
(p) P a r t 274— U. S. S tandards for G rades of F rozen  F lo und er 

and Sole F illets.
(q) P a r t 276—U. S. S tandards for G rades of F rozen  F ried  F ish 

P ortions.
(r) P a r t 277— U. S. Standards for Qrades of Frozen Raw Breaded 

F ish Sticks.
(s) P a r t 279—U. S. S tan dards for G rades of Frozen R aw  Fish 

P ortions.
HOW TO EXPORT FISHERY PRODUCTS PAGE 3 0 5



(2) P H S  No. 33— Revised 1965, National Shellfish Sanitation Program, 
M anual of O p e ra tio n s :
(a) P a r t  I— S anitation  of Shellfish G row ing Areas.
(b) P a r t I I— S anitation  of the  H arv estin g  and P rocessing  of

Shellfish.
(c) P a r t I I I —P ub lic  H ea lth  Service A ppraisal of S tate  Shell

fish S anita tion  P rogram s.
(3) R equirem ents of the  U. S. Federal Food, D rug  and Cosm etic Act, 

FD A  Publication  No. 2, Revised Jun e  1970, gives principal re 
qu irem ents of th a t A ct w ith em phasis on those aspects of special 
in terest to foreign m anufacturers.
(a) Federal Food, Drug and Cosmetic Act, as amended. T he law  

enforced by the FD A . T he A ct appears in the  U nited  S ta tes 
Code under T itle  21.

(b) Requirements of the United States Food, Drug and Cosmetic 
Act— (F D A ) 72-10131/Revised February 1972. A synopsis of 
the principal requirem ents of the  Food, D rug  and Cosm etic 
A ct w ith  em phasis on those aspects of special in terest to 
foreign m anufactu rers and im porters.

(c) Fair Packaging and Labeling Act. T he legal requirem ents con
tained in Public L aw  89-755 enacted by Congress on No
vem ber 3, 1966. [ T h e  E n d ]
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PUBLIC HEALTH HAZARD LEADS 
TO DIGOXIN LABELING PROPOSAL

After a two-year stay on its previous attempt ito provide labeling for 
digoxin, the Food and Drug Administration (F D A ) has proposed re
visions of the labeling regulation for oral digoxin products. Serious, even 
lethal, overdosages could result if ¡the labeling now being provided by 
the drug industry were followed literally. The labeling guidelines which 
were stayed by objections have not been followed, the F D A  stated. The  
dosage information in the labeling now in use is suitable only for the 
older, less bioavailable formulation, which the Agency has removed from 
the market.

The F D A  feels the situation presents a potential public health 
hazard and has proposed revising the labeling set out in the regulation 
to reflect the comments received in response to the publication of the 
regulation in January, 1974, the comments aired at a public meeting in 
March, 1974, and the recommendations of the FID A’s Cardiovascular and 
Renal Advisory Committee. Other issues raised by the comments on the 
regulation will be the subject of a later notice.

Dosage
The majority of the labeling changes proposed relate to “Dosage 

and Administration” and primarily relate to lowering the recommended 
dosages in a variety of circumstances. Lowered dosage recommenda
tions, in general, reflect the increased bioavailability of digoxin products. 
Lower loading dosages are recommended, more specific recommended 
dosages for children are stipulated, and several changes and additions 
stress smaller dosages in the case of renal insufficiency or impairment, 
a condition frequently found in the elderly. Two dosage regimes are 
proposed as the end-points of the spectrum of regimes that may be used 
to achieve digitalization.

Warnings
Among the other changes proposed is a revision of the “W arnings” 

section requiring a boxed warning on the dangers of using digoxin in 
the treatment of obesity. In view of the past widespread promotion and 
misuse in this area, the warning states that use of digoxin or other 
digitalis glycosides may cause potentially fatal arrhythmias or other 
adverse effects.

Comment Period
Interested persons have until May 28, 1976 to submit comments on 

the proposal. Because of the potential public health hazard, the Com
mission has advised that it does not expect to grant any extension of 
the comment period. Unless comments regarding the proposal raise 
substantial issues that cannot be immediately resolved, the F D A  intends 
to issue a final regulation within 30 days following the end of the com
ment period. Th is regulation would be effective 60 days after the date 
of its publication in the Federal Register, or approximately on or about 
August 26, 1976.

C C H  F ood Drug Cosmetic L aw R eporter, §  45,356
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COMMENT SOUGHT ON RADIATION MISHAPS 
INVOLVING FOOD AND ANIAAAL FEED

Interested persons have been invited to participate with the Food 
and Drug Administration (FD A) in the development of guidelines for 
emergency-response planning for radiological incidents involving human 
food and animal feeds by submitting relevant data, information and 
views. The FDA noted that, because a determination of the appropriate 
emergency response to a radiological incident must take into account 
such diverse factors as the health significance of any potential contam
ination, the agricultural practices of the geographical area involved, and 
the possible distribution and use pattern of potentially contaminated 
human food and animal feeds, the guidelines should be of a general 
nature and adaptable to a wide range of conditions.

The FD A  stated it is especially concerned with the following issues: 
(1) the relative feasibility of alternative protective actions; (2) the 
rationale for establishing protection action guides; (3) the suitability 
of contaminated human food or animal feeds for use in food-producing 
animals as it affects their edible by-products; (4) the level of contam
ination at which resumption of normal use of human food and animal 
feeds should be allowed; (5) the effectiveness of various protective 
actions; (6) potential adverse effects and protective actions; and (7) the 
monetary costs of protective actions.

All submissions should be filed with the FDA by' July 6, 1976.
CCH F ood D rug Cosmetic L aw R eporter, jj 41,629

REVISIONS PROPOSED IN DRUG PRODUCT 
CODE REGULATIONS

In response to a January 1975 petition front the Pharmaceutical 
Manufacturers Association, the Food and Drug Administration has 
issued a proposal to amend the regulations implementing the Drug 
Listing Act of 1972. The proposed revision would allow the reassign
ment of product codes for discontinued products, permit the deletion 
of leading zeros from the National Drug 'Code (NDC) number, and 
change the conditions that require the use of a new NDTJ number for 
a drug product that has been altered: Interested persons may submit 
comments on the proposal until June 28, 1976.

CCH F ood D rug Cosmetic L aw R eporter, f  45,355
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