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FINDING OF NO SIGNIFICANT IMPACT 

Gent ian   Vio le t   Proposed   Rule  

The   Center   for   Veter inary   Medic ine   (Center )  of t h e  Food and  Drug 
A d m i n i s t r a t i o n  (FDA) h a s   c a r e f u 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  
environmental   impacts  of i t s  p r o p o s e d   r u l e   t o   d e c l a r e   t h a t   g e n t i a n  
v i o l e t ,  when added   to   an imal   feeds ,  i s  an  unapproved  food  additive  and 
a new animal   drug.   This   proposal   would  revoke FDA's i n t e r i m   p o l i c y  
t h a t   s a n c t i o n s   t h e   u s e   o f   g e n t i a n   v i o l e t  a t  up t o  8 p a r t s   p e r   m i l l i o n  
(ppm) as a mold i n h i b i t o r   i n   p o u l t r y   f e e d .   T h e r e  are c u r r e n t l y  no 
a p p r o v e d   u s e s   o f   g e n t i a n   v i o l e t   i n   a n i m a l   f e e d .   T h e r e f o r e ,   i n   e f f e c t ,  
t he   p roposa l   wou ld   p roh ib i t   t he   u se  of g e n t i a n   v i o l e t  i n  animal   feed 
u n t i l   s u c h  time as a p e t i t i o n e r  or a p p l i c a n t   c a n  meet the   r equ i r emen t s  
n e c e s s a r y   t o   f i l e  and   r ece ive  an a p p r o v e d   f o o d   a d d i t i v e   p e t i t i o n   o r  
new a n i m a l   d r u g   a p p l i c a t i o n .  

The C e n t e r   h a s   d e t e r m i n e d   t h a t   s u b s t i t u t e ,   g e n e r a l l y   r e c o g n i z e d  as 
s a f e ,  mold i n h i b i t o r  compounds are readi ly   ava i lab le   which   would   be  
e x p e c t e d   t o   b e   u s e d   i n   p o u l t r y   f e e d   i n   l i e u  of g e n t i a n   v i o l e t .  
Propionic   ac id   and/or   combina t ions   o f  similar o r g a n i c   a c i d s  (or t h e i r  
s a l t s )  are used as a c t i v e   i n g r e d i e n t s   i n   s u c h   p r o d u c t s .   T h e s e  
products  are i n   p r e v a l e n t   u s e   i n   a n i m a l   f e e d s ,   i n c l u d i n g   p o u l t r y  
feeds .  An a n a l y s i s   o f   t h e   e n v i r o n m e n t a l   p r o p e r t i e s  of p r o p i o n i c   a c i d  
and b e n z o i c   a c i d   d e m o n s t r a t e s   t h a t   t h e s e   o r g a n i c   a c i d s  are r e l a t i v e l y  
innocuous ,   na tu ra l ly -occur r ing  compounds  which are commonly p r e s e n t  
throughout   the  environment .  

G e n t i a n   v i o l e t  i s  a x e n o b i o t i c   d y e   t h a t  i s  a p o s s i b l e   o c c u p a t i o n a l  
exposure   haza rd .   Whi l e   t h i s   ac t ion  w i l l  p r o b a b l y   n o t   s i g n i f i c a n t l y  
a f f e c t   t h e   o v e r a l l   p r o d u c t i o n   o f   g e n t i a n   v i o l e t ,  some o c c u p a t i o n a l  
exposures   t o   t he   p roduc t  i n  t h e   f e e d   i n d u s t r y  w i l l  be  avoided. 

Accord ing ly ,   t he  Center c o n c l u d e s   t h a t   t h e   p r o p o s e d   a c t i o n  is n o t  
expec ted  t o  result i n  a s i g n i f i c a n t   i m p a c t  on t h e  human environment 
and   t he re fo re ,   t ha t   an   env i ronmen ta l   impac t   s t a t emen t  w i l l  no t   be  
p repa red .   The   ev idence   suppor t ing   t h i s   f i nd ing  is  conta ined  i n  t h e  
a t t ached   env i ronmen ta l  assessment which was prepared   under  21 CFR 
25.22(a)(19)  and 25.31b of FDA's env i ronmen ta l   r egu la t ions   and   t he  
Counci l   on   Envi ronmenta l   Qual i ty ' s   regula t ions   implement ing   the  
Nat iona l   Envi ronmenta l   Pol icy  Act (40 CFR 1500-1508). 
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