
FINDING OF NO SIGNIFICANT IMPACT 

FOR 

: Crambe Meal  (Heat  Toasted) 
: FAP 2176 
: Uni ted  States  Depar tment   o f   Agr icu l ture : 

The  Bureau o f   Ve te r ina ry   Med ic ine  has ca re fu l  l y  c o n s i d e r e d   t h e   p o t e n t i a l  
env i ronmen ta l   impac t   o f   t h i s   ac t i on  and has  concluded t h a t   t h e   a c t i o n  will not  
have a s i g n i f i c a n t   e f f e c t  on t h e  human environment and t h a t  an  environmental 
impact  statement  therefore will not  be prepared. 

We have r e v i e w e d   t h e   p e t i t i o n  and concluded Crambe Meal  (Heat  Toasted) i s  
exempt from an E I S  under  21 CFR X . l ( f ) ( l ) ( i v ) .  The  reason f o r   o u r   c o n c l u s i o n  
i s: 

a. Crambe Meal i s  a natural  substance. 

b. Crambe Meal i s  metabol ized and t h e   m e t a b o l i t e s   i n   t h e  amounts excreted 
i n to   t he   env i ronmen t   a re   na tua l l y   occu r ing  i n   t h e  environment. Crambe 
Meal con ta ins   p ro te in ,   f a t  and f i b e r ,  a l l  na tura l   nontox ic  compounds. I n  
add i t i on ,  i t  conta ins a go i t rogen ,   ep i -p rogo i t r i n   (and   de r i va t i ves ) .  
When Crambe Meal con ta in ing  8.9% e p i - p r o g o i t r i n  was f e d   t o   c a t t l e   a t   t h e  
r a t e   o f  10% o f   t h e   d i e t ,  no e p i - p r o g o i t r i n   n o r   i t s   m e t a b o l i t e s  were 
detected i n   t h e  stomach o r   i n t e s t i n a l   t r a c t   o f   t h e   c a t t l e .  These 
r e s u l t s   i n   c o n j u n c t i o n   w i t h   t h e   f a c t   t h a t   e p i - p r o g o i t r i n   i s   f o u n d   i n   r a p e  
seed, t u r n i p s ,  cabbage  and other  vegetables  caused  us t o  conc lude  tha t  
t h e   e p i - p r o g o i t r i n   m e t a b o l i t e s   a r e   n a t u r a l l y   o c c u r r i n g   i n   t h e  
env i  romnent. 

c. The  use o f  Crambe Meal a t  no  more than 4.2% o f   d i e t s   f o r   c a t t l e   f e d   i n  
conf inements   fo r   s laughter   can   reasonab ly   be   expec ted   no t   to   a l te r  
s i g n i f i c a n t l y   t h e   p r e v a l e n c e   a n d / o r   d i s t r i b u t i o n   o f  Crambe Meal 
e p i - p r o g o i t r i n   o r   t h e i r   m e t a b o l i t e s   i n   t h e   e n v i r o n m e n t .   T h i s   c o n c l u s i o n  
i s  based  on  evidence  presented i n  b (above). 

S i n c e   t h i s   i s  a food  add i t i ve  and t h e   a p p l i c a n t ,  USDA, will not  be market ing 
t h e   p r o d u c t ,   n o   c e r t i f i c a t i o n   f o r   c o m p l i a n c e   o f   t h e   m a n u f a c t u r i n g   p r o c e s s   i n  
r e f e r e n c e   t o  21 CFR 25.1 ( 9 )   i s   r e q u i r e d .  
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