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December 16, 2002 

Dockets Management Branch (HFA-305) 
Food and Drug Administration 
5630 Fishers Lane, Room 1061 
Rockville, Maryland 20852 

Re: Docket No. 94P-0036; Food Labeling: Trans Fatty Acids in 
Nutrition Labeling, Nutrient Content Claims, and Health 
Claims; Reopening of the Comment Period; 67 Fed. Reg. 
69171(Nov.15,2002) 

Dear Sir or Madam: 

The American Frozen Food Institute (AFFI) appreciates this 
opportunity to offer comments concerning the Food and Drug Administration (FDA) 
proposal to require that the statement “Intake of trans fat should be as low as 
possible” be provided each time that trans fat is listed in the Nutrition Facts box. 
AFFI supports FDA’s efforts to provide meaningful guidance to consumers 
regarding healthy dietary practices. We are concerned, however, that the proposed 
statement will not accomplish this goal. Indeed, AFFI believes that the proposed 
statement will mislead and confuse consumers because the concept that underlies 
the statement is too complex to convey effectively within the confines of nutrition 
labeling. AFFI strongly recommends that, in lieu of the proposed statement, FDA 
support educational efforts to assist consumers in fully understanding current 
dietary guidelines for tram fat consumption. 

AFFI is the national trade association representing frozen food 
manufacturers and their marketers and suppliers. AFFI’s more than 500 members 
are responsible for approximately 90 percent of the frozen food processed annually 
in the United States, valued at more than $60 billion. AFFI members are located 
throughout the country and are engaged in the manufacture, processing, 
transportation, distribution and sale of products nationally and internationally. As 
food industry leaders, AFFI members have a strong interest in nutrition labeling 
regulatory and policy issues. 
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A F F I u n d e r s ta n d s  th a t th e  a g e n c y  is p ropos ing  to  requ i re  a n  aster isk 
(or  o the r  symbo l )  in  th e  p e r c e n t da i ly  va lue  c o l u m n  fo r  t rans fa t w h e n  it is dec la red .  
Th is  aster isk o r  symbo l  w o u l d  b e  l inked  to  a  s imi lar  symbo l  a t th e  b o tto m  o f th e  
N u tri t ion Facts b o x  th a t w o u l d  b e  fo l l owed  by  th e  statement ,  “In ta k e  o f t rans fa t 
shou ld  b e  as  l ow  as  poss ib le .” A F F I fu r ther  u n d e r s ta n d s  th a t th is  in fo rmat ion  is 
i n tended  to  assist  consumers  in  us ing  th e  q u a n tita t ive t rans fa t in fo rmat ion  to  h e l p  
m a i n ta in  h e a l thy  d ie tary  pract ices.  F D A  states th a t th e  sou rce  o f th e  s ta tement  is 
th e  recent  N a tio n a l  A c a d e m y  o f Sciences/ Inst i tu te o f Med i c i ne  ( N A E Y IO M ) report ,  
D ie tary  R e fe r e n c e  In takes:  E n e r g y , C a r b o h y d r a te , F iber ,  F a t, F a tty Ac ids,  
Cholestero l ,  P rotein,  a n d  A m ino  Ac ids  (Nat iona l  A c a d e m y  P ress 2 0 0 2 )  ( the 
“m a c r o n u tr ient repor t”). 

T h e  N A W IO M  m a c r o n u tr ient repor t  r e c o m m e n d s  th a t t rans fa t 
c o n s u m p tio n  b e  m in im ized  to  th e  a m o u n t o f t rans fa t th a t is inc identa l  to  a  
n u tr i t ional ly a d e q u a te  diet.-/ T h e  N A E Y IO M  exp la ins  th a t it w o u l d  b e  unreal is t ic-  
a n d  i n d e e d , p o te n tia l ly  undes i rab le - fo r  consumers  to  a tte m p t to  ta k e  th e  ex t reme 
s teps th a t w o u l d  b e  necessa ry  to  e l im ina te  t rans fa t e n tirely: 

B e c a u s e  t rans fa tty ac ids  a re  u n a v o i d a b l e  in  
ord inary ,  n o n - v e g a n  diets, c o n s u m i n g  0 %  o f e n e r g y  
w o u l d  requ i re  s igni f icant  c h a n g e s  in  p a tte rns  o f 
d ie tary  intake.  S u c h  ad jus tments  m a y  in t roduce  
undes i rab le  e ffects (e.g., e l im ina t ion  o f 
commerc ia l l y  p r e p a r e d  fo o d s , da i ry  p r o d u c ts, a n d  
m e a ts th a t c o n ta in  t rans fa tty ac ids,  m a y  resul t  in  
i n a d e q u a te  in takes o f p ro te in  a n d  cer ta in  
m icronutr ients)  a n d  u n k n o w n  a n d  u n q u a n tifia b l e  
h e a l th  r isks. Never the less,  it is r e c o m m e n d e d  th a t 
t rans fa tty ac id  c o n s u m p tio n  b e  as  l ow  as  poss ib le  
wh i le  c o n s u m i n g  a  n u tr i t ional ly a d e q u a te  diet . - -1 

/ N A S IO M , Dietary  R e fe r e n c e  In takes:  E n e r g y , C a r b o h y d r a te , F iber ,  F a t, F a tty 
Ac ids,  Cholestero l ,  P rotein,  a n d  A m ino  Ac ids  (Nat iona l  A c a d e m y  P ress 2 0 0 2 ) , a t 8-2.  

I _ -  Id . ( emphas i s  a d d e d ) . 
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The statement proposed by FDA, “Intake of tram fat should be as low 
as possible,” takes these NAS/IOM recommendations out of context. Because it is 
theoretically “possible” to eliminate trans fat, AFFI believes that consumers will 
interpret the proposed statement to advocate an intake of zero grams of tram fat 
per day, which oversimplifies and misrepresents the advice provided in the 
macronutrient report. In response, some consumers may go to extreme lengths to 
avoid tram fat, which, as the NAS/IOM noted, could lead to adverse nutritional 
consequences. Alternatively, confusion caused by the statement may lead other 
consumers to disregard or place less emphasis upon the important information 
provided in nutrition labeling. 

The proposed statement is also of concern because it is a new element 
in the Nutrition Facts box that apparently has not been subject to any type of 
consumer testing to evaluate its effect on consumer understanding and 
comprehension. The Nutrition Labeling and Education Act of 1990 (NLEA) 
required FDA to ensure that nutrition labeling is “conveyed to the public in a 
manner which enables the public to readily observe and comprehend such 
information and to understand its relative significance in the context of a total daily 
diet.“-/ In designing the original Nutrition Facts box, FDA considered extensive 
consumer research and related data to ensure that nutrition information would 
provide meaningful guidance to consumers. 

Particularly troubling, the proposed footnote is a descriptive statement 
that constitutes a departure from the numeric reference values (e.g., %DV 
declarations) traditionally used by FDA. A descriptive reference of the type that 
FDA has proposed is unprecedented and its novelty may well lead consumers to 
believe that trans fat is to be emphasized over all other nutrients, including 
saturated fat and cholesterol. The agency is urged to refrain from adopting a 
precedent-setting labeling format of this type until (1) the Food and Nutrition Board 
issues its recommendations concerning use of the dietary reference intakes (DRIs) 
in food labeling, and (2) any proposed format is fully tested with consumers to 
ensure it does in fact enhance consumer understanding of the desired information. 

-J NLEA § %WXA). 
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A F F I a lso  r e q u e s ts th a t th e  a g e n c y  cons ide r  th a t, in  th e  1 9 9 9  t ram fa t 
p roposa l ,  th e  a g e n c y ’s e c o n o m i c  ana lys is  w a s  b a s e d  u p o n  a  ru le  th a t w o u l d  requ i re  
n e w  labe ls  on ly  fo r  fo o d s  th a t c o n ta in  t ram fa tty ac ids  a t leve ls  th a t e q u a l  o r  e x c e e d  
0 .5  g r a m s  pe r  serv ing.  A s  desc r ibed  in  th e  N o v e m b e r  1 5 , 2 0 0 2 , p roposa l ,  h o w e v e r , 
F D A ’s intent  is to  requ i re  n e w  labels ,  in  a  substant ia l ly  rev ised  fo r m a t, ac ross  th e  
b o a r d . In  l ight  o f th is  d e p a r tu re  f rom th e  or ig ina l  p roposa l ,  th e  a g e n c y  shou ld  
pe r fo rm a  n e w  e c o n o m i c  i m p a c t analys is .  

In  s u m m a r y , th e  p r o p o s e d  s ta tement  a p p e a r s  to  b e  a n  u n tes ted  
m e a s u r e  th a t A F F I be l ieves  wi l l  resul t  in  c o n s u m e r  c o n fus ion.  A F F I apprec ia tes  
th a t s o m e  e d u c a tio n  wi l l  b e  requ i red  to  assist  consumers  in  fu l ly  u n d e r s ta n d i n g  th e  
a m o u n t o f t ram fa t c o n s u m p tio n  th a t m a y  b e  inc identa l  to  a  n u tr i t ional ly a d e q u a te  
diet.  W e  be l ieve,  h o w e v e r , th a t it is s imp ly  in feas ib le  to  convey  such  a  n u a n c e d  
m e s s a g e  wi th in  th e  c o n fin e s  o f th e  cur rent  N u tri t ion Facts b o x  o r  e l sewhe re  in  fo o d  
labe l ing .  T h e  a g e n c y  is u r g e d  to  w i thdraw th e  p r o p o s e d  s ta tement  a n d  to  ins tead  
p l e d g e  to  u n d e r ta k e  o r  s u p p o r t c o n s u m e r  e d u c a tio n  e fforts th a t c a n  m o r e  e ffect ively 
convey  cur rent  d ie tary  gu ide l i nes  fo r  t rans fa t c o n s u m p tio n . 

****Jr 

A F F I is c o m m i tte d  to  th e  d e v e l o p m e n t o f fo o d  labe l ing  po l icy  th a t 
e n h a n c e s  c o n s u m e r  u n d e r s ta n d i n g  o f cur rent  r e c o m m e n d a tio n s  fo r  h e a l th fu l  
d ie tary  pract ices.  A F F I looks  fo rwa rd  to  work ing  wi th th e  a g e n c y  o n  th e  t rans fa t 
a n d  o the r  l abe l ing  issues  a n d  w o u l d  b e  p l e a s e d  to  d iscuss  wi th C F S A N  a n y  o f th e  
p o i n ts m a d e  in  th e s e  c o m m e n ts. 

S incerely ,  

Les l ie  G . Saras in ,  C A E  
P res ident  a n d  
Chie f  E x e c u tive O fficer 
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