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Public Law 95-203 
95th Congress 

An Act 
To require studies concerning carcinogenic and other toxic hubstances in  food, 239 1977 

the regulation of such food, the impurities in and toxicits of saccharin, and [S. 17501 
the health benefits. if any, resulting fronl the use of nonnutriti~e sweeteners; 
to prohibit for 18 months the Secretary of Health, Education, and Welfare from 
taking certain action restricting the continurd use of saccharin as a food. drug, 
and cosmetic; to require certain labels and notices for foods containing saccha- 
rin ; and for other purposes. 

Be it enacted by the Sevate and House of 12eprcsentati,t.~s of the 
United States of Anxrica in Co,zgrrss (1s.~tmb7ed. Saccharin Study 

SI.:C~IOX 1. This Act may be cited as the "Saccharin Study and and Labeling Act. 
Labeling Act". 21 USC 301 note. 

SEC. 2. ( a )  ( 1 )  The Secretary of Health, Education. and Welfare Study. 
(hereinafter in this Act referred to as the "Secretary") shall arrange, 21 USC34.3 note. 
in accor,lance with subsection ( b ) ,  for the conduct of a study, based 
on available information, of- 

(A)  current  technical capabilities to predict the direct or 
secondary carcinogenicity or other tosicity in humans of sub- 
stances which are adtled to, beconie a part of, or naturally occur 
in, food and which 1ia.ve been found to cause cancer in animals; 

(13) the direct and indirect health benefits and risks to indi- 
viduals from foods ~vliich contain carcinogenic or other toxic 
substances ; 

(C)  the existine means of eval~lating the risks to liealth from 
the carcinogenicity or other toxicity of such substances, tlie exist- 
ing means of evaluating the he:lltll l~enefits of foods containing 
such substances, and the existing statutory a ~ ~ t h o r i t y  for, and 
appropriateness of, weighing s~ich risks against such benefits; 

(D) instances in which requirenients to restrict or prohibit the 
use of such substances do not accord with the relationship between 
such 1.i3ks and benefits ; and 

(E)  tlie rrlationship bet~r-een existing Federal foot1 regulatory 
pdicy and existing Federal regulatory policy applicable to car- 
cinogenic and other toxic substances used as other than foods. 

(2) The Secretary shall arrange, in accordance with subsection (b), 
for the cond~~ct  of a study to detrrniine, to the extent feasible- 

(A)  the chemical identity of any iliipurities contained in com- 
mercially used saccharin, 

(B) the toxicity or potential toxicity of any such impurities, 
including their carcinogenicity or potential carcinogenicity in 
humans, and 

(C) the health benefits, if any, to humans resulting from the 
use of nonnutritive sweeteners in general and saccharin in 
par-ticular. 

(b) (1) The Secretary shall first request the National *4cademy of Nahonal 
Sciences (hereinafter in this section referred to as the i'L4cademy"), Academy of 
acting through appropriate units, to conduct the studies, required by Sciences, conduct 
subsection ( a ) ,  under an arrangement whereby the actual expenses of Studies. 
incurred by the Academy directly related to the conduct of such studies 
will be paid by the Secretary. I f  the Academy agrees to such request, Agreement. 
t,he Secretary shall enter into such an agreement x i th  the Academy. 
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(2) I f  the Academy declines the Secretary's request to conduct any 
such study under such an  arrangement, then the Secretary shall enter 
into a siniilar arrangement with another appropriate public or  non- 
profit private entity to conduct such study. 

( 3 )  Ally arrangement entered into under paragraph (1) or  ('2) of 
this subsection for the conduct of a study sliall require tha t  such study 
11e co~~~ple te t l  ant1 rc3ports thereon be submitted within such period as 
tllt~ Secretary nlay require to ~neet  the requirements of subsection (c ) .  

( ( - )  (1) IYitlii~i 12 rrro~iths of the date of the enactment of this Act 
tlie Secretary shall report to the Committee on Human Resources of 
t l ~ e  Senate and the Co~nnlittee on Interstate and Foreign Coninierce of 
tlie House of Representatives ( A )  the results of the study conducted 
1)ursunnt to subs~ction ( a )  (2) (including supporting data and other 
materials provicled by tllr entity which conducted tlie study),  and 
( B )  any actioll proposed to be taken on the basis of the results of the 
studg. 

(2)  \Vitl~in 1.5 I I I O J I ~ ~ S  of the date of the enactment of this , k t  the 
Scc~.etnry sllnll rcpor: to tlie Con~ri~it tee 011 IIuman Resources of the 
Srnate and the Conimittee on Interstate arlrl Foreign Commerce of 
the House of Representatives (-1) the results of tlie studies (includ- 
ing supporting data and other 11iate1-ials provided by the entity allicll 
c~onducted the stud?) conrlucted pursuant to subsection ( a )  (1).  (B) 
the rt~c~o~~~ti~eiiclations, if any, of such entity for legislative and 
:~ t l~~~i~ i i s t r a t i \ . r .  action. an(1 ( C )  such recommendations for legislative 
action as the Secretary deems necessary. 

"Saccharin." ( d )  F o r  p~uposes  of tliis section and section 3, the term "saccha- 
1.i11" inclutles c:~lriunl saccharin. sodiuni saccliarin, and a ~ i ~ ~ u o n i u r n  
s:~rel~at~in.  

21 USC348note. SEC. 3. I luring th r  18-lnontli period beginning on the date of the 
enactment of this Act, the Secretary- 

(1) niay not anlend or revolre the interim food additive regula- 
tion of the Food and Drug  Administration of the Department of 
Health. Eciucatibn. and MTelfare applicable to saccharin and pub- 
lislircl on 3Iarc.h 1.5. 1977 (section 180.37 of part 180, subchapter R, 
t-hapter 1. title 21. Code of Federal Regulations (42 Fed. Reg. 
14688) ), or  

(2) may. except as provided in section 4 and the amendments 
made by such section, not take any other action under the Federal 
Food, Drug. and Cosnietic Act to prohibit or  restrict tlie sale or  
distribution of saccharin. any food permitted by such interim 
food atlclitive regnlation to contain saccharin, o r  any drug o r  
cosmetic containing saccharin, 

solely on tlie 1)asis of the carcinogenic or  other toxic effect of saccharin 
as determined by any study made available to the Secretary before 
the date of tlie enactnient of this Act \vllicli involved liunian studies or  
animal testing, or  both. 

SIY. 4. ( a )  (1)  Section 403 of the Federal Food. Drug, and Cosmetic 
.ict is amended by adding a t  the end thereof tlie follo\ving new 
paragraph : 

"(0)  ( I )  I f  it contains saccl~arin, unless, except a s  provided in sub- 
paragraph ( 2 ) ,  its label ant1 labelir~g bear the following statement: 
.VSE O F  THTS I'RODUC'T MAY BE H,4ZA4RT>OUS T O  OOUlE 
H E A L T H .  THIS I'RODUCT C O S T A I S S  SAC('HAR1N W H I C H  
HA1S 13I<E?rT D E T E R M I X E D  T O  CA4TSE CANCER I N  TJABORA- 
TORY AKIMALS'. Such statement sliall be located in a conspicuous 
place on such label and labeling a s  prosinlate as possible to the name 
of such food and shall appear In conspicuous and legible type in con- 
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trast by typography, layout, and color with other printed niatter 011 

such label and labeling. 
"(2) The Secretary may by regulation review and revise or remove Regulation. 

the requirement of subparagraph (1) if the Secretary determines such 
action is necessary to reflect the current state of knowledge concern- 
ing saccharin.". 

(2) The amendment made by paragraph (1) shall apply only with Effective date. 
respect to food introduced or delivered for introduction in interstate 2 1  USC343 note. 
commerce on and after the 90th day after the date of the enactment 
of this Act. 

(3) The Secretary sllall report to the Comniittee on Human Report to 
Resources of the Senate and the Committee on Interstate and Foreign congressional 
Commerce of the House of Representatives any action taken under comminees. 
section 403(0) (2) of the Federal Food, Drug, and Cosmetic Act. 21 343 

(b) (1) Section 403 of the Federal Food, Drug, and Cosmetic Act 
is amended by adding after paragraph (0) the following new ::IiShments, 
p7;agrapll: notice, display. 

(p) (1) If i t  contains saccharin and is offered for sale, but not for 21 uSC 343. 
immediate consumption, at  a retail establishment, unless such retail 
establishment displays prominently, where such food is held for sale, 
notice (provided by the manufacturer of such food pursuant to sub- 
paragraph (2 ) )  for consumers respecting the information required 
by paragraph (0) to be on food labels and labeling. 

"(2) Each manufacturer of food which contains saccharin and 
which is offered for sale by retail establishments but not for immedi- 
ate consumption shall, in accordance with regulations promulgated 
by the Secretary pursuant to subparagraph (4), take such action as 
may be necessary to provide such retail establishments with the notice 
reyuired by subparagraph (1). 

"(3) The Secretary nlay by regulation review and revise or remove Notice 
the requirement of subparagraph (1) if he determines such action is requirement, 
necessary to reflect the current state of knowledge concerning review* revision 
s~rchsrin.  or removal. - - - - - - - - - - - . 

''(4) The Secretary sllall by regulation prescribe the form, text, and 
manner of display of the notice required by subparagraph (1) and 
such other matters as may be requlred for the implementation of the 
requirements of that subparagraph and subparagraph (2 ) .  Regula- Hearing. 
tions of the Secretary under this subparagraph shall be promulgated 
after an oral hearing but without regard to the National Environmen- 
tal Policv Act of 1969 and chapter 5 of title 5 .  United States Code. 4 2  USC 4321 1n any action brought for judiGal review of any such regulation, the 
reviewing court may not postpone the effective date of such 
regulation.". 

(2) The amendnlent made by paragraph (1) shall apply with 
respect to food which is sold in retail establishments on or after the 
90th day after the effective date of the regulations of the Secretary of 
Health, Education, and Welfare under paragraph (p)  (4) of the 
Federal Food, Drug, and Cosmetic Act. 

(3) Section 201 of the Federal Food, Drug, and Cosmetic Act is 
amended by adding at  the end thereof the following: 

" (z)  The term 'saccharin' includes calcium saccharin, sodium sac- 
charin, and ammonium saccharin.". 

(c) The Secretary may by regulation r uire vending machines 7 through which food contaming saccharin is so d to bear a statement of 
the risks to health which may be presented by the use of saccharin. A 
regulation under this subsection shall require such statement to be 
located in a conspicuous place on such vending machine and as proxi- 

note. 
5 USC 500 et seq. 
Judicial review. 
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2 1  USC 343 note. 
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mate as possible to the name of each food containing saccharin which 
is sold through such machine. Any food containing saccharin which is 
sold in a vending machine ~vliich does not meet any applicable require- 
ment pro~iiulgated 111ider this subsection sliall, for purl)oses of the Fed- 

2 1  USC 301. eral Food, Drug, and Cosmetic Act, be considered a misbranded food. 
Information, (d) The Secretary shall (1) prepare infolvlation ~sespecting the 
availability and nature of the controversy surrounding the use of food contaming 
distribution. saccharin, and (2)  provide for the distr~bution of >uch informat~on 

for  display by retail establisl~ments where sucll food is sold but not for 
immediate consumption. The Secretary may review and revise such 
information if he determines such action is necessary to reflect the cur- 
rent state of k~lotvledge concerning the risks to health presented by the 
use of saccharin. 

SEC. 5. (a) Section 204(d) of the Sational Research Act (Public 
4 2  USC 2891-1 Law 93-368) is amended by striking out "36-month period" each place 
note. it appears and inserting in lieu thereof "$2-month period". 
4 2  USC218 note. (b )  Section 211 (b) of such Act is amended by striking out "Janu- 

ary 1,1978" and inserting in lieu thereof "Xo~,ember 1, 1978". 

Approved November 23, 1977. 
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