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V IA  U P S  O V E R N IG H T  M A IL  
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F o o d  a n d  D r u g  A d m in is t ra t ion 
5 6 3 0  F ishe rs  L a n e  
R o o m  1 0 6 1  
Rockv i l l e ,  M D  2 0 8 5 2  

Dea r  S ir o r  M a d a m : 

W e  r ep resen t  A m e r i c a n  L o n g ev i ty, Inc.  ( P e titione r ) .  T h e  P e titio n e r  f i led its 
p e titio n  w i th  F D A  o n  J anua r y  2 1 ,2 0 0 4  fo r  th e  a pp r ova l  o f h e a l th  c l a ims  assoc ia t i ng  
l ycopene ,  to m a to e s  a n d  l y copene - con t a i n i n g  to m a to - b a s e d  p r o d uc ts w i th  a  r educ t i on  i n  
th e  r isk o f ce r ta in  k i nds  o f cance r .  S i nce  th a t f i l ing th e  P e titio n e r  h a s  a g r e e d  to  F D A ’s 
r ev i ew  o f th e  c l a ims  as  qua l i f i ed  h e a l th  c l a ims  p u r s u a n t to  P e a r s o n  v. S h a l a l a , 1 6 4  F .3d  
6 5 0  (D.C. Cir. 1 9 9 9 ) , r e h ’n  d e n i e d  e n  b a n e , 1 7 2  F .2d  7 2  (D.C. Cir. 1 9 9 9 )  O n  M a y  1 7 , 
2 0 0 4 , H .J. He i n z  (“He i nz”) f i led a  s im i la r  p e titio n  r e q u es tin g  th a t F  A  a l l ow  qua l i f i ed  
h e a l th  c l a ims  l i nk i ng  th e  c o n s u m p tio n  o f l y c openes  wi th  a  r educ t i on  i n  th e  r isk o f 
p ros ta te  cance r .  In  a  letter d a te d  Ju ly  8 ,2 0 0 4  a n d  a  s e c o n d  letter d a te d  A u g u s t 2 6 ,2 0 0 4 , 
C a m p b e l l ’s  S o u p  C o m p a n y  r e s p o n d e d  to  th o s e  p e titio n s . It is i n  r e s ponse  to  C a m p b e l l ’s  
c o m m e n ts th a t w e  s u bm i t th i s  letter o n  b e h a l f o f th e  P e titio n e r . 

A m e r i c a n  L o n g ev i ty’s p e titio n  a n d  th e  He i n z  p e titio n , a n d  C a m p b e l l ’s  c o m m e n ts 
e a c h  a c k n o w l e d g e  th e  we l l  s t ud i ed  a n d  sc ient i f ica l ly  s u p po r te d  assoc ia t i on  b e tween  
l ycopene ,  to m a to e s  a n d  to m a to - b a s e d  p r o d uc ts a n d  cance r  r isk reduc t i on .  

In  its A u g u s t 2 6 ,2 0 0 4  letter, C a m p b e l l ’s  states th a t He i n z’s 
m is l ead  b e c a u s e  th e  p r o p o s e d  c l a ims  imp l y  th a t l y c openes  as  o p p o s  to  to m a to - b a s e d  
p r o d uc ts ( that c o n ta i n  l y copenes )  a r e  r espons i b l e  fo r  c ance r  r isk reduc t i on .  C a m p b e l l ’s  
o p e r a te s  o n  th e  a s s u m p tio n  th a t conc l us i ve  p r o o f is n e e d e d  to  s u p po r t th e  l y c opene  
c la ims.  A s  s h o w n  i n  b o th  th e  A m e r i c a n  L o n g ev i ty a n d  He i n z  p e titio n s , sc ient i f ic 
e v i d e nce  d o e s  s u ppo r t th e  p ropos i t i on  I ycopenes ,  i n c l ud i ng  fo o d  p r o d uc ts th a t c o n ta i n  
th e m , d o  r e d u ce  th e  r isk o f s o m e  cance rs .  C a m p b e l l ’s  a d m i ts th a t e r e  is c ons i d e r ab l e  
e v i d e nce  to  s u p po r t th e  re la t i onsh ip ,  b u t pe r ce i ves  a n  a b s e n c e  o f conc l us i ve  p r o o f. 
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Following Pearson and Whitaker v. Thompson 248 F.Supp.2d 1,23-24 (D.D.C. 2002), a 
misleading claim would be one where there is no scientific evidence to support it and 
where the claim could not be cured of its misleadingness through use of a disclaimer. 
That is not the case here. The proposed claims are backed by sound scientific evidence 
and are not misleading (at worst they harbor a potential for misleadingness, a potential 
capable of being eliminated through use of a properly worded disclaimer). 

The Petitioner, Heinz and Campbell’s all agree that scientific evidence supports 
an association between the consumption of lycopene, tomatoes, and lycopene-containing 
tomato-based products and a reduction in the risk of certain forms of cancer. Petitioner 
believes that the truthful and succinct health information conveyed by its proposed claims 
will enable consumers to make prudent and effective dietary choices. It is the agency’s 
duty to satisfy the demands of the First Amendment and allow the claims relying, to the 
extent necessary, on reasonable disclaimers to avoid potential misleadingness. 
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