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G a r y  L .  Y i n g l i n q ,  Esa. 
R u r d i t t ,  R o w l e s  & R a d z i u s  

S u i t e  2 0 0  
SO29 V e r m o n t  A v e n u e  N W  

W a s h i n g t o n ,  D . C .  2 0 0 0 5  

E v e r y o n e  i n v o l v e d  i n  p r o d u c i n g  q u a l i t y  

v e t e r i n a r y  d r u g s  knows  t h a t  t h e  a b i l i t y  t o  p r o d u c e  

s u c h  d r u q  p r o d u c t s  a t  c o m p e t i t i v e  p r i ces  is v e r y  

d e p e n d e n t  o n  Food a n d  Druq  A d m i n i s t r a t i o n  p o l i c i e s .  

My paper  a d d r e s s e s  F D A ' s  r e c e n t l y  a n n o u n c e d  o r  

i m p l e m e n t e d  p o l i c i e s  a n d  p o s s i b l e  f u t u r e  r e q u l a t o r y  

t r e n d s  t h a t  w i l l  a f f e c t  t h e  v e t e r i n a r y  

p h a r m a c e u t i c a l  i n d u s t r y .  T h e  f o c u s  o f  my r e m a r k s  

o n  t h e  v e t e r i n a r y  i n d u s t r y  a n d  t h e  FDA a r e  d i v i d e d  

i n t o  t h r e e  p a r t s :  (1) r e q u l a t o r y  c h a n q e s  t h a t  a r e  

o c c u r r i n q ;  ( 2  1 r e q u l a t o r y  i s s u e s  t h a t  n e e d  

r e s o l u t i o n ;  a n d  ( 3 )  E u t u r e  l e q i s l a t i v e  i s s u e s .  L e t  

u s  s t a r t  w i t h  r e g u l a t o r y  c h a n q e s  t h a t  a r e  o c c u r r i n q  

o r  h a v e  o c c u r r e d .  
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2316 Y INCLING 

I t  is d i f f i c u l t  n o t  t o  b e g i n  a n y  p r e s e n t  d a y  

d iscclss i o n  w i t.hou t r e c o g n i z i n g  t h e  adm i n  i s t r a t i v e  

l a w  j u d g e ' s  ( A L J ' s )  d e t e r m i n a t i o n  t o  ban  

n i t r o f u r a z o n e s  for u s e  a s  d r u q s  i n  animal .  f e e d .  On 

November 1 2 ,  1986, A d m i n i s t r a t i v e  Law J u d q e  D a n i e l  

Dav idson  d e t e r m i n e d  t h a t  n i t r o f u r a z o n e  a n d  

f u r a z o l i d o n e  and  t h e i r  m e t a b o l i t e s  h a v e  n o t  b e e n  

f o u n d  t o  be s a f e  u n d e r  c o n d i t i o n s  o f  u s e  a p p r o v e d  

i n  t h e  new a n i m a l  d r u g  a p p l i c a t i o n s  (NADAs).  I n  

a d d i t i o n ,  h e  found  t h a t  E u r a z o l i d o n e ,  b a s e d  o n  new 

e v i d e n c e ,  i n d u c e s  c a n c e r  i n  man or a n i m a l  a n d ,  

t h e r e f o r e ,  t h e s e  N A D A s  were r e v o k e d  u n d e r  t h e  

Delanev  ( c a n c e r )  c l a u s e .  N o w  e v e r y o n e  r e c o q n i z e s  

t h a t  t h e s e  d r u a s  are  n o t  t h e  f i rs t  a n i m a l  d r u q s  t o  

be w i t h d r a w n ,  n o r  w i l l .  t h i s  w i t h d r a w a l  h a v e  a major 

e c o n o m i c  i m p a c t  i n  t h e  m a r k e t p l a c e .  T h e  i n t e r e s t  

i n  t h i s  p a r t i c u l a r  p r o c e e d i n g  is its h i s t o r i c a l  

l o n g e v i t y  a n d  t h e  ALJ's r u l i n g  o n  D e l a n e y .  T h o s e  

who h a v e  b e e n  i n  t h e  f i e l d  f o r  a number of y e a r s  

w i l l  remember t h a t  t h e  FDA's Notice o f  I n t e n t  t o  

Withdraw t h e s e  d r u g s  w a s  f i r s t  p u b l i s h e d  i n  March 

1 9 7 1 ,  o v e r  f i f t e e n  y e a r s  ago .  The  f i n a l  h e a r i n g  

n o t i c e  w a s  p u b l i s h e d  i n  t h e  F e d e r a l  Register i n  

1984 a n d  t h e  f i r s t  p r e - h e a r i n g  c o n E e r e n c e  w a s  h e l d  

i n  November of 1984.  F i n a l l y ,  i n  November of 1 9 8 6 ,  

D
ru

g 
D

ev
el

op
m

en
t a

nd
 I

nd
us

tr
ia

l P
ha

rm
ac

y 
D

ow
nl

oa
de

d 
fr

om
 in

fo
rm

ah
ea

lth
ca

re
.c

om
 b

y 
B

ib
lio

te
ca

 A
lb

er
to

 M
al

lia
ni

 o
n 

01
/2

4/
12

Fo
r 

pe
rs

on
al

 u
se

 o
nl

y.



REGULATORY A S P E C T S  OF V E T E R I N A R Y  PRODUCTS 2317 

t w o  y e a r s  a f t e r  t h e  f i n a l  h e a r i n g  no t i ce ,  t h e  

a d m i n i s t r a t i v e  l a w  j u d g e  h a s  a n n o u n c e d  a d e c i s i o n .  

One o f  t h e  major i s s u e s  i n  t h e  d e c i s i o n  w a s  

w h a t  r i s k  f a c t o r  w i l l  form t h e  b a s i s  f o r  i n v o k i n g  

t h e  D e l a n e y  c l a u s e .  T h e  m a n u f a c t u r e r s  h a d  a r g u e d  

t h a t  t h e  r i s k  f a c t o r  s h o u l d  b e  1 i n  1 0 0 , 0 0 0  based 

o n  b e n e f i t ,  b u t  t h e  ALJ d e t e r m i n e d  t h a t  t h e  r i s k  

f a c t o r  s h o u l d  b e  1 i n  1 , 0 0 0 , 0 0 0  b e c a u s e  t h e  FDA's 

pol  i c y  r e g a r d i n g  p o i s o n o u s  a n d  d e l e t e r i o u s  

s u b s t a n c e s  i s  1 i n  1 , 0 0 0 , 0 0 0  when s u b s t a n c e s  c a n n o t  

be a v o i d e d  b y  q o o d  m a n u f a c t u r i n g  p r a c t i c e s  ( G M P s ) .  

The  ALJ t h e n  p o i n t e d  o u t  t h a t  t h e r e  w a s  n o  r e l i a b l e  

m e t h o d  o f  d e t e c t i o n  t o  m e a s u r e  t h e  metabol i tes  i n  

e d i b l e  t i s s u e .  T h e  s t a t u t e  S 5 1 2 ( b )  ( 7 )  r equ i r e s  

t h a t  t h e  m e t a b o l i t e s  be m e a s u r e a b l e .  You r e a l i z e ,  

of c o u r s e ,  t h a t  t h e  ALJ's d e t e r m i n a t i o n  is n o t  

f i n a l  a g e n c y  a c t i o n  a n d  t h e  d e c i s i o n  c a n  be 

a p p e a l e d  t o  t h e  C o m m i s s i o n e r .  I n  f a c t ,  t h e  

m a n u f a c t u r e r s  i n v o l v e d  i n  t h e  h e a r i n g  r e q u e s t e d  75  

d a y s  i n  w h i c h  t o  p r e p a r e  a r e s p o n s e  t o  t h e  ALJ's 

w r i t t e n  o p i n i o n .  T h e  7 5  d a y  r e q u e s t  was d e n i e d  a n d  

t h e  C o m m i s s i o n e r  a l l o w e d  o n l y  30 d a y s .  The  p o i n t  

y o u  s h o u l d  k e e p  i n  m i n d  i s  t h a t  i t  h a s  t a k e n  a lmost  

1 6  y e a r s ,  a n d  t h e  a d m i n i s t r a t i v e  p r o c e d u r e  i s  n o t  

over .  T h e  a c t u a l  h e a r i n g  p r o c e s s  b e f o r e  D a v i d s o n  
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2318 Y INCLINC 

t o o k  t w o  y e a r s .  One c a n  a l s o  e x p e c t  t h a t  w h a t e v e r  

d e c i s i o n  is made by t h e  C o m m i s s i o n e r ,  i.e., t o  

accept t h e  A I . , J ' s  d e c i s i o n  or m o d i f y  i t ,  w i l l  be 

a p p e a l e d  t o  t h e  C o u r t  of A p p e a l s .  M a n u f a c t u r e r s  

who h a v e  s p e n t  1 6  y e a r s  b a t t l i n g  t h e  a g e n c y  are  

n o t  l i k e l y  t o  s t o p  u n t i l  t h e y  h a v e  e x h a u s t e d  e v e r y  

a v e n u e  of r e d r e s s .  

On a s e c o n d  f r o n t ,  t h e  a q e n c y  h a s  abandoned  

t h e  c y c l i c  r e v i e w  of a n i m a l  d r u q s  a s  not b e i n g  i n  

t h e  p u b l i c  i n t e r e s t .  D u r i n g  w h a t  some m i g h t  c a l l  

t h e  " s o c i a l l y  a c t i v e "  d a y s  of t h e  e a r l y  ~ O ' S ,  t h e  

a g e n c y  c r e a t e d  a c y c l i c  review of a n i m a l  d r u g  da t a  

t o  be s u r e  t h a t  human s a f e t y  d a t a  was a d e q u a t e  to  

s u p p o r t  t h e  a n i m a l  d r u g ' s  a p p r o v a l .  The  a g e n c y ' s  

r e c e n t  d e t e r m i n a t i o n  t h a t  t h e  c y c l i c  r e v i e w  o f  t h e  

a n i m a l  d r u g ' s  food s a f e t y  d a t a  is n o t  i n  t h e  

p u b l i c ' s  b e s t  i n t e r e s t  h a s  b e e n  cal led i n t o  

q u e s t i o n  by a g o v e r n m e n t  report e n t i t l e d  "The Human 

Food S a f e t y  and  t h e  R e q u l a t i o n  of a n i m a l  D r u q s  

R e D o r t "  p r e p a r e d  by t h e  House C o m m i t t e e  on 

Government  O p e r a t i o n s .  The r e p o r t  became a v a i l a b l e  

i n  J a n u a r y  1986.  The  p o i n t  made i n  t h e  

C o n g r e s s i o n a l  report was t h a t  t h e  abandonment  of 

t h e  c y c l i c  r e v i e w  program w a s  n o t  i n  t h e  best 
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REGULATORY A S P E C T S  OF V E T E R I N A R Y  PRODUCTS 2319 

i n t e r e s t  of t h e  c o n s u m i n q  p u b l i c  b e c a u s e  t h e r e  were 

u n a p p r o v e d  new a n i m a l  d r u g s  s u c h  a s  m e t h y l e n e  b l u e  

i n  t h e  m a r k e t p l a c e ,  u n a p p r o v e d  u s e s  f o r  spec ie s  a n d  

u n a p p r o v e d  d o s a q e  l e v e l s ,  a n d  i n v e s t i g a t i o n a l  new 

d r u g  a p p l i c a t i o n s  ( I M A D s )  t h a t  were o v e r  f i v e  y e a r s  

o l d  a n d  s t i l l  b e i n q  m a r k e t e d .  The  a g e n c y ' s  

d e t e r m i n a t i o n  t o  a b a n d o n  t h e  c y c l i c  r e v i e w  was 

b a s e d  o n  a d e c i s i o n  t o  i m p l e m e n t  a " c a u s a l  r e v i e w "  

r e - e v a l u a t i o n  of new a n i m a l  d r u g  a p p l i c a t i o n s  

( N A D A ' s ) .  T h i s  new p o l i c y  - FDA S t a f f  Manual  G u i d e  

1 2 4 0 . 3 5 4 2  ( 9 / 1 9 / 8 5 )  - r e q u i r e s  FDA t o  rev iew b a s i c  

a n i m a l  s a f e t y  a n d  e f f i c a c y  d a t a  when FDA h a s  

i n f o r m a t i o n  t h a t  i d e n t i f i e s  a p o s s i b l e  problem t h a t  

may be s e v e r e  e n o u q h  t o  s u p p o r t  w i t h d r a w a l  o f  t h e  

NADA. T h e  f a c t  t h a t  F D A  is w i t h s t a n d i n q  t h e  

c o n g r e s s i o n a l  p r e s s u r e  of C o n q r e s s m a n  Wciss (D-NY) 

s u g g e s t s  t h a t  t h e  a q e n c y ' s  d e c i s i o n  is w e l l  t h o u g h t  

o u t  a n d  t h a t  C o n g r e s s m a n  F l e i s s  h a s  f a i l e d  t o  f i n d  

t h e  a g e n c y ' s  A c h i l l e s  h e e l .  W h a t e v e r ,  t h e  C e n t e r  

i s  t o  b e  c o n g r a t u l a t e d  f o r  t e r m i n a t i n q  a p r o g r a m  

w h i c h  i t  t h o u g h t  n o  l o n q e r  b e n e f i t e d  t h e  A m e r i c a n  

Rub1 i c .  

I n  a n o t h e r  m a t t e r ,  t h e  C e n t e r  s t e p p e d  f o r w a r d  

i n  a new a rea  and  w i l l  a l l o w  d r u g  m a n u f a c t u r e r s  of 
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2320 Y INGLING 

a p p r o v e d  new a n i m a l  d r u g  a p p 1 i c a t i o n : s  t o  s t a t e  (311 

t h e i r  l a b e l s  a n d  t o  r e f e r  i n  a d v e r t i s e m e n t s  t o  t h e  

F D A  a p p r o v a l .  T h e  Centc??r f o r  V e t e r i q a r y  M e d i c i n e  

( C V M )  , w h e r e  t h e  a q e n c y ' s  v e t e r i n a r y  d e c i s i o n s  are 

m a d e ,  h a s  : s t a t e d  t h a t  t h e  l a b e l  a p p r o v a l  s t a t e m e n t s  

m a y  be  m a d e  o n l y  a f t e r  t h e  YADA h a s  b e e n  a m e n d e d  by 

r e q u e s t i n q  a s u p p l e m e n t a l  N A D A .  T h e  a q e n c y  

p u b l i s h e d  i t s  s t a n d a r d  i n  t . h e  S t a f f  iYanual  P o l  i c y  

G u i d e  ( 1 2 4 0 - 4 0 0 0 )  d a t e d  2 / 2 1 / 8 6 .  C'VF4 c o n c l u d e d  

t h a t  t h e  p r o h i b i t i o n  a q a i n s t :  r e f e r r i n q  t o  a p p r o v a l .  

i n  l a b e l i n q  i n  5 3 0 1 ( 1 )  of t h e  A c t  r e l a t e s  o n l y  t o  

human d r u g s  a n d  d e v i c e s  a n d  t h a t  t . h e r e  was n o  

p r o h i b i t i o n  from p r o v i d i n q  s u c h  i n E o r m a t i o n  o n  

a n i m a l  druqi  l a b e l s .  I t  i s  i n t e r e s t i n q  t o  n o t e  t h a t  

t h e  m a n u f a c t u r e r  i s  o n l y  a l l o w e d  t o  m a k e  t h e  

a p p r o v e d  bv F D A "  i n  t h e  s t a t e m e n t  "NADP, # 

l a b e l  a n d  j . t  c a n  o n l y  a p p e a r  o n  t h e  f r o n t  p a n e l  o n  

t h e  bottom of t h e  l a b e l  of t h e  immedia t e  c o n t a i n e r .  

I f  a s t a t e m e n t  a p p e a r s  i n  t h e  d r u g ' s  i n s e r t ,  i t  

m u s t  b e  a t  t h e  v e r y  b e g i n n i n q  or a t  t h e  v e r y  e n d  o f  

t h e  i n s e r t . .  A s  to a d v e r t i s i n g  a n d  o t h e r  

" p r o m o t i o n a l  m a t e r i a l " ,  a n y  s t a t e m e n t  m a y  o n l y  

i n d i c a t e  t h a t  the N A D A  is a p p r o v e d ,  i t  c a n n o t  

c h a r a c t e r i z e  t h e  b a s i s  o f  t h e  a p p r o v a : L .  H o w e v e r ,  

i n  p r o m o t i o n a l  m a t e r i a l ,  t h e  m a n u f a c t u r e r  may c i t e  

- ._ - - - - - - 
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REGULATORY A S P E C T S  OF V E T E R I N A R Y  PRODUCTS 2 3 2 1  

t o  FDA's FOI Summary o f  t h e  d r u q  a n d  t h e  F e d e r a l  

Reg i s t e r  c i t a t i o n  €o r  t h e  d r u g  a p p r o v a l .  

You a r e  a w a r e ,  I a m  s u r e ,  t h a t  t h e  a n i m a l  d r u q  

r e q u l a t o r y  s y s t e m  d i f f e r s  from t h e  human d r u q  

r e q u l a t o r y  s y s t e m  i n  t h a t  t h e  s t a t u t e  r e q u i r e s ,  

u n d e r  § 5 1 2 ( i ) o f  t h e  rlct, t h a t  t h e  d r u q  a p p r o v a l  f o r  

t h e  a n i m a l  d r u g  be p u b l i s h e d  i n  t h e  F e d e r a l  

R e q i s t e r .  T h i s  i n f o r m a t i o n  w i l l  t h e n  a p p e a r  i n  

t h e  Code of F e d e r a l  R e g u l a t i o n s  ( C F R )  ( 2 1  CFP 520-  

5 5 8 ) .  T h e r e f o r e ,  i t  is r e l a t i v e l y  e a s y  t o  

d e t e r m i n e  b y  t h e  Code of F e d e r a l  R e g u l a t i o n s  

w h e t h e r  a p a r t i c u l a r  new a n i m a l  d r u q  c a n  l e q a l l y  b e  

p r o d u c e d  by a p a r t i c u l a r  s p o n s o r  ( m a n u f a c t u r e r ) .  

T h e  l i s t  of s p o n s o r s  is a t  2 1  C F R  5 1 0 . 6 0 0 .  T h e  

F e d e r a l  R e g i s t e r  p u b l i c a t i o n  is n o t  d o n e  f o r  human 

d r u g s ,  a n d ,  t h e r e f o r e ,  t h e r e  i s  no  p u b l i c a t i o n  i n  

t h e  Code  of F e d e r a l  R e g u l a t i o n s  l i s t i n g  t h e  

s p o n s o r s  ( m a n u f a c t u r e r s )  a n d  t h e  a p p r o v e d  human 

d r u g s .  You s h o u l d  n o t  b e  o v e r l y  a l a r m e d  a b o u t  t h e  

f a i l u r e  t o  l i s t  human d r u g s  i n  t h e  CFR b e c a u s e  

t h e r e  i s  p r e s e n t l y  a n  o f f i c i a l  FDA p u b l i c a t i o n  

l i s t i n g  a l l  a p p r o v e d  human d r u g s  c a l l e d  t h e  " O r a n g e  

R o o k " .  
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The f o u r t h  c u r r e n t  i s s u e  of s i g n i f i c a n t  

i m p o r t a n c e  i s  t h e  m e d i c a t e d  f e e d  p o l i c y .  The  

a q e n c y ,  f o r  a number oE y e a r s ,  h a s  b e e n  u n s a t i s f i e d  

w i t h  i ts m e d i c a t e d  f e e d  p o l i c y  and  t h e  h a n d l i n q  o f  

t h e  a p p r o v a l  of m e d i c a t e d  € e e d  a p p l i c a t i o n s .  

R e c e n t l y ,  FDA a d o p t e d  wha t  it c a l l s  t h e  "new s e c o n d  

g e n e r a t i o n  med icated feed r e g u l a t i o n " .  The  

p r o p o s a l  f o r  t h e  new p r o c e d u r e  w a s  p u b l i s h e d  i n  

J u l y  1 9 8 3  f o l l o w i n q  a report f rom t h e  1978 

M e d i c a t e d  Feed  Task  F o r c e .  The  new m e d i c a t e d  f e e d  

p r o c e d u r e  t h e  a g e n c y  a d o p t e d  ( 5 1  E. 3. 7382 

March 3 ,  1 9 8 6 )  is d e s i g n e d  t o  create  t w o  c lasses  o f  

m e d i c a t e d  f e e d s :  C a t e g o r y  I f e e d s ,  wh ich  w i l l  n o t  

r e q u i r e  t h e  f e e d  m i l l  or f a r m  t o  r e g i s t e r ;  a n d  

C a t e g o r y  I1 f e e d s ,  wh ich  are  a n i m a l  d r u g - c o n t a i n i n g  

f e e d s  w i t h  r e q u i r e d  r e s i d u e  w i t h d r a w  t i m e s ,  a n d  

w h i c h  require r e a i s t r a t i o n  of t h e  m i l l  or f a r m  w i t h  

FDA by f i l i n q  a Form 1900 .  The  1900 Form replaces 

t h e  o l d  Form 1800.  The  a g e n c y  a l s o  p l a n s  to 

w i t h d r a w  t h e  form 1 8 0 0 s  h e l d  by f i r m s  t h a t  h a v e  

f a i l e d  d i r e c t  i n s p e c t i o n s .  The a c t u a l  p r o c e d u r e s  

f o r  w i t h d r a w i n g  t h e  Form 1 8 0 0 ' s  t o  b e  u s e d  u n d e r  2 1  

S 5 1 2 ( m ) ( 4 )  of t h e  A c t  h a v e  n o t ,  t o  t h e  best of my 

knowledge ,  b e e n  d e t e r m i n e d ,  n o r  do I e x p e c t  them t o  

be announced  a n y  t i m e  soon. 

D
ru

g 
D

ev
el

op
m

en
t a

nd
 I

nd
us

tr
ia

l P
ha

rm
ac

y 
D

ow
nl

oa
de

d 
fr

om
 in

fo
rm

ah
ea

lth
ca

re
.c

om
 b

y 
B

ib
lio

te
ca

 A
lb

er
to

 M
al

lia
ni

 o
n 

01
/2

4/
12

Fo
r 

pe
rs

on
al

 u
se

 o
nl

y.



REGULATORY A S P E C T S  OF V E T E R I N A R Y  PRODUCTS 2323 

T h e  a q e n c y  n o t e s  t h a t  t h e r e  a r e  o v e r  10,000 

c o m m e r c i a l  f e e d  m i l l s .  Kany p r o d u c e  o n l y  C a t e q o r y  

I f e e d s  a n d  w i l l .  not. be r e q u i r e d  t o  r e g i s t e r  w i t h  

FDA. F o r  e n f o r c e m e n t  p u r p o s e s ,  t h e s e  f e e d  m i l l s  

w i l l  h e  r e q u l a t e d  b y  t h e  s t a t e .  Some m i l l s  w i l l  

s e e k  FDA a p p r o v a l s ,  b u t  s i n c e  t h e y  were n o t  i n  

c o m p l i a n c e  a t  t h e  c o n c l u s i o n  o f  t h e i r  l a s t  F D A  

i n s p e c t i o n ,  t h e i r  new Forms 1 9 0 0  w i l l  be  d e n i e d .  

The  a p p l i c a t i o n s  € o r  t h e  new f o r m s  are d u e  a n d  t h e  

a g e n c y  i n t e n d s  t o  r e v i e w  t h o s e  s u b m i t t e d  p r i o r  t o  

J u n e  1 3 ,  1 9 8 6 ,  p r i o r  t o  t h e  March 3 ,  1987 d e a d l i n e .  

T h e s e  new p r o c e d u r e s  b e i n q  u s e d  b y  t h e  a q e n c y  

s h o u l d  i m p r o v e  FDA's a b i l i t y  t o  t a k e  a c t i o n  a q a i n s t  

v i o l a t i v e  m e d i c a t e d  f e e d  m i l l s ,  b u t  t h e  b a s i c  

r e q u l a t o r y  p r o c e s s  a n d  t h e  p r o c e d u r e s  b y  w h i c h  t h e  

a q e n c y  is o p e r a t i n g  h a v e  n o t  c h a n g e d  m a t e r i a l l y  

w i t h  t h i s  new r e q u l a t i o n  f o r  t h o s e  f i r m s  r e q u i r e d  

t o  o b t a i n  Form 1900s. The m a j o r  c h a n q e  o c c u r s  f o r  

t h e  f e e d  m i l l  t h a t  o n c e  n e e d e d  a Form 1 8 0 0  t o  

m a n u f a c t u r e  w h a t  a r e  now Category I f e e d s .  T h i s  

p r o c e s s  i s  r e a l  g o v e r n m e n t  d e r e q u l a t i o n .  

T h e  l a s t  m a t t e r  t h a t  I w o u l d  l i s t  u n d e r  

p r e s e n t  r e g u l a t o r y  a c t i o n  i s  FDA's  e f f o r t s  t o  
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p r e v e n t  t h e  i l l e g a l  d i s t r i b u t i o n  of v e t e r i n a r y  d r u g  

p r o d u c t s .  A s  you are w e l l  aware, f o r  m o s t  

v e t e r i n a r y  d r u g s ,  t h e  m a n u f a c t u r e r  seeks a p p r o v a l  

€or o n e  or maybe two species a n d ,  aEter t h e  d r u g  

e n t e r s  t h e  marketplace,  v e t e r i n a r i a n s  a n d  f a r m e r s  

o f t e n  d e t e r m i n e  t h a t  t h i s  new d r u g  w i l l  be 

e f f e c t i v e  i n  o t h e r  species. A new, " e x t r a - l a b e l "  

u s e  for  t h e  p r o d u c t  o c c u r s .  T h i s  h a s  b e e n  a mat ter  

of c o n c e r n  f o r  sometime a t  t h e  a g e n c y ,  b u t  t h e  

i s s u e  h a s  b e e n  h i g h l i g h t e d  b e c a u s e  o f  r e c e n t  

C o n g r e s s i o n a l  pressure f rom Congressman Weiss, 

"The Human Food S a f e t y  a n d  R e g u l a t i o n  of Animal  

Drugs  Report", i s s u e d  b y  t h e  Weiss subcommi t t ee  i n  

J a n u a r y  1 9 8 6 ,  s t a t e d  t h a t  t h e  a g e n c y  w a s  p e r m i t t i n g  

a v i o l a t i o n  of t h e  p r e - m a r k e t  a p p r o v a l  s e c t i o n ,  

5512 ,  of t h e  A c t  because t h e s e  e x t r a - l a b e l  u s e s  

were o c c u r r i n g .  

I n  r e s p o n s e  to  Weiss' a l l e g a t i o n  t h a t  t h e r e  

were a s i g n i f i c a n t  number of p r e s c r i p t i o n  

v e t e r i n a r y  d r u g s  i n v o l v e d  i n  i l l e g a l  d r u g  sales,  

t h e  FDA h a s  d e v i s e d  m e t h o d s  t o  combat t h e  problem. 

F i r s t ,  t h e  a g e n c y ,  a t  t h e  Amer ican  A s s o c i a t i o n  of 

V e t e r i n a r y  S t a t e  B o a r d s  m e e t i n g  i n  A t l a . n t a ,  i n v i t e d  

s t a t e  e n f o r c e m e n t  o f  i l l e g a l  v e t e r i n a r y  
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p r e s c r i p t i o n  s a l e s .  T h e  a g e n c y  also h a s  n o t e d  t h a t  

i t  h a s  i n c r e a s e d  s i q n i f c a n t l y  i t s  r e s o u r c e s  t o  

c o m b a t  t h e s e  i l l e g a l  a c t i v i t i e s  o v e r  t h e  n e x t  

c o u p l e  o f  y e a r s .  

W h i l e  t h e  a a e n c y  is i n  t h e  p r o c e s s  of 

i n c r e a s i n q  i t s  own r e s o u r c e s  a n d  s e e k i n q  s t a t e  

a s s i s t a n c e ,  it a l s o  is w o r k i n g  w i t h  t h e  A s s o c i a t i o n  

of Food a n d  Druq O f f i c i a l s  ( A F D O )  t o  c r e a t e  a Model  

V e t e r i n a r y  Drug Code  t h a t  w o u l d  l i c e n s e  a l l  

p u r v e y o r s  of v e t e r i n a r y  d r u q s ,  u n l e s s  t h e  d r u q  was 

b e i n g  u s e d  f o r  d o q s ,  c a t s ,  o r  h o u s e h o l d  p e t s .  

AFDO's L e g i s l a t i v e  c o m m i t t e e ,  i n  r e s p o n s e  t o  F D A ' s  

r e q u e s t ,  h a s  p r o p o s e d  a Model V e t e r i n a r y  Drug Code  

w h i c h  i t  p l a n s  o n  a d o p t i n g  a s  a f i n a l  c o d e  a t  i t s  

J u n e  1 9 8 7  m e e t i n q .  T h e  major p r o v i s i o n s  of t h e  

m o d e l  c o d e  w o u l d :  (1 )  l i c e n s e  a l l  p u r v e y o r s  of 

v e t e r i n a r y  d r u g  p r o d u c t s ;  ( 2 )  r e q u i r e  r e c o r d k e e p i n g  

( n o t  d i s s i m i l a r  t o  t h a t  r e q u i r e d  of p h a r m a c i s t s  € o r  

p h y s i c i a n s '  p r e s c r i p t i o n s ) :  ( 3 )  e x c l u d e  f r o m  

l i c e n s i n q  p u r v e y o r s  o f  m e d i c i n e s  f o r  h o u s e h o l d  

p e t s :  a n d  ( 4 )  c o n t r o l  t h e  s a l e  of b o t h  p r e s c r i p t i o n  

a n d  o v e r - t h e - c o u n t e r  v e t e r i n a r y  d r u q  p r o d u c t s  u n d e r  

t h e  same l i c e n s e .  T h e  AFDO's C o d e ' s  f a i l u r e  t o  

d i s t i n q u i s h  b e t w e e n  p r e s c r i p t i o n  a n d  o v e r - t h e -  
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counter veterinary drugs does appear to create a 

third class of drugs in the veterinary field. Such 

a third class, i.e., drugs not requiring a 

prescription but not qenerally available, is not 

present in the human drug area. 

The agency recognizes the hiqh level of 

extra-label use that is occurrinq. In fact, in a 

survey of feedlots, FDA found that 25% of the 

feedlots routinely stocked drugs which had not been 

approved for the particular species of animal in 

the feedlot. Many of these illegal products were 

prescription drugs. It also is, as far as FDA is 

concerned, a common practice to see the advertising 

and sellinq of illegal animal drugs directly to the 

livestock producers. FDA attempted to resolve the 

issue of extra-label use by stating in 1983 that 

all unapproved uses of new animal drugs in food 

producing animals, includinq those drugs used by 

veterinarians, would be actionable under the Food, 

Drug and Cosmetic Act. In other words, FDA took 

the position that a veterinarian, unlike a 

physician, could not use any drug that he or she 

chose as the best treatment for the patient 

(animal). That was one of former CVM Director 
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C r a w f o r d ' s  p o l i c i e s  a n d  i t  m e t  q r e a t  o p p o s i t i o n  

f r o m  t h e  AVMA and t h e  m a j o r i t y  o f  p r a c t i c i n g  

v e t e r i n a r i a n s .  A f t e r  much d i s c u s s i o n  a n d  

c o n s i d e r a t i o n ,  t h e  a q e n c y  m o d i f i e d  t h e  1983  

p o s i t i o n  t o  t h e  p r e s e n t  p o l i c y  t h a t  a l l o w s  

v e t e r i n a r i a n s  t o  u s e  new a n i m a l  d r u q s  e x t r a - l a b e l  

u n d e r  c e r t a i n  c i r c u m s t a n c e s ,  b u t  l i m i t s  s u c h  

c i r c u m s t a n c e s  t o  s i t u a t i o n s  w h e r e  t h e r e  is a 

v e t e  r i n a r y -  c 1 i e n  t - p a t  i e n  t re 1 a t  i o n  s h i p . 

VJith r e s p e c t  t o  e x t r a - l a b e l  u s e  of m e d i c a t e d  

f e e d s ,  o n  November 1 ,  F D A  r e v i s e d  i t s  C o m p l i a n c e  

P o l i c y  G u i d e  ( P F D  C P G - 7 1 2 5 . 0 6 )  t o  s a y  t h a t  a new 

a n i m a l  d r u q  may b e  u s e d  i n  m e d i c a t e d  f e e d  o n l y  a s  

s p e c i f i c a l l y  p e r m i t t e d  b y  t h e  r e g u l a t i o n s .  I t  was 

a n  a t t e m p t  t o  s t o p  f a i r l y  w i d e - s p r e a d  a b u s e s ,  b u t ,  

i n  p a r t i c u l a r ,  i t  w a s  a i m e d  a t  t h e  u s e  of 

d i m e t r i d a z o l e  ( D M Z )  w h i c h  i s  a p p r o v e d  f o r  u s e  i n  

t u r k e y s  a s  a n  a i d  i n  t h e  c o n t r o l  of b l a c k h e a d .  DMZ 

e v i d e n t l y  i s  b e i n g  u s e d  e x t e n s i v e l y  b y  s w i n e  

f a r m e r s  a g a i n s t  s w i n e  d y s e n t e r y .  T h e  C o m p l i a n c e  

m a n u a l  c h a n g e  p l a c e s  t h e  a q e n c y  on  r e c o r d  a s  b e i n q  

a q a i n s t  e x t r a - l a b e l  u s e  o f  d r u q s  i n  a n i m a l  f e e d s .  

The  e x t r a - l a b e l  d r u g  u s e  i n  s p e c i e s  f o r  w h i c h  t h e  

d r u q  i s  n o t  a p p r o v e d  i s  a n  i s s u e  w h i c h  i s  d i f f i c u l t  
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f o r  FDA and  o n e  w h i c h  I w i l l  d i s c u s s  i n  more d e t a i l  

l a t e r  i n  my r e m a r k s .  

I h a v e  n o t  a t t e m p t e d  t o  d i s c u s s  a l l  t h e  p a s t  

r e g u l a t o r y  e v e n t s  a n d  some m i a h t  e v e n  s u g g e s t  that 

I h a v e  n o t  c h o s e n  t h e  major o n e s ,  b u t  I b e l i e v e  

t h a t  t h e  o n e s  d i s c u s s e d  r e p r e s e n t  s i g n i f i c a n t  

matters i n  r e l a t i o n s h i p  t o  FDA's c o n t r o l  of 

v e t e r i n a r y  m e d i c i n e .  One i t e m  t h a t  h a s  n o t  b e e n  

d i s c u s s e d  wh ich  I f e e l  s h o u l d  be commented o n ,  is 

t h e  a g e n c y ' s  c h o i c e  of a Director. A f t e r  Lester 

Craw€ord  l e€ t  FDA t o  become Don H o u s t o n ' s  d e p u t y  a t  

IJSDA, FDA s p e n t  t i m e  r e v i e w i n g  t h e  s i t u a t i o n  a n d  

made a n  e x c e l l e n t  c h o i c e  by  a p p o i n t i n q  D r .  Gerald 

G u e s t  as t h e  C e n t e r ' s  Director. D r .  G u e s t  is a 

r e g u l a t o r y  p r o f e s s i o n a l  o f  t h e  h i g h e s t  ca l iber  who 

h a s  s p e n t  a number o f  y e a r s  a t  FDA and  is e x t r e m e l y  

w e l l  o u a l i f i e d  t o  p r o v i d e  t h e  C e n t e r  a n d  t h e  a g e n c y  

w i t h  t h e  l e a d e r s h i p  t h a t  i t  so d e s p e r a t e l y  n e e d s  a t  

t h i s  t i m e .  D r .  F r a n k  Young a n d  t h e  D e p a r t m e n t  of 

H e a l t h  and  Human S e r v i c e s  are  t o  be c o n g r a t u l a t e d  

o n  t h e i r  c h o i c e .  

L e t  m e  t u r n  from t h e  a c t i o n s  t h a t  are  

i n v o l v i n g  t h e  a g e n c y  day- to -day  and  move t o  i s s u e s  
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REGULATORY ASPECTS OF VETERINARY PRODUCTS 2329 

t h a t  t h e  a q e n c y  m u s t  s e e k  t o  r e s o l v e  i n  t h e  c o m i n g  

y e a r .  The  f i r s t  of t h o s e  i s  t i e d ,  i n  some d e q r e e ,  

t o  t h e  l a s t  i s s u e  t h a t  I t a l k e d  a b o u t ,  t h e  i l l e q a l  

u s e  of v e t e r i n a r y  d r u q  p r o d u c t s .  T h e  a a e n c y  h a s  

h i s t o r i c a l l y  a l l o w e d  i n j e c t a b l e  v e t e r i n a r y  

a n t i b i o t i c s  b o t h  a s  p r e s c r i p t i o n  a n d  o v e r - t h e -  

c o u n t e r  v e t e r i n a r y  d r u g s .  Many of F D A ' s  d e c i s i o n s  

were p r a c t i c a l  o n e s ,  i n  t h a t  t h e  a q e n c y  r e c o q n i z e d  

t h a t  t h e  d a i r y  f a r m e r s  a n d  p r o f e s s i o n a l  b r e e d e r s  

w e r e  a b l e  t o  d i a q n o s e  many c o n d i t i o n s  a n d  t r e a t  

t h e i r  own a n i m a l s  w i t h o u t  t h e  i n t e r v e n t i o n  of a 

v e t e r i n a r i a n .  I n  f a c t ,  some r u l e s  a s  t o  

p r e s c r i p t i o n  s t a t u s  f o r  v e t e r i n a r y  d r u g s  i n  t h e  

p a s t  were made o n  t h a t  b a s i s .  T h e  d r u q  w o u l d  b e  

o v e r - t h e - c o u n t e r  a s  t o  d a i r y  c a t t l e  a n d  

p r e s c r i p t i o n  a s  t o  h o r s e s .  The  r a t i o n a l e  w a s  t h a t  

d a i r y m e n  were d e a l i n q  w i t h  a d o c i l e  a n i m a l ,  t h e  

cow, who t h e y  w o r k e d  w i t h  d a i l y ,  w h i l e  many o f  t h e  

h o r s e m e n  w e r e  weekend e n t h u s i a s t s  who were n o t  

s k i l l e d  or t r a i n e d  t o  e i t h e r  d i a q n o s e  o r  a d m i n i s t e r  

m e d i c a t i o n s  t o  h i q h l y  s p i r i t e d  a n i m a l s .  B e c a u s e  of 

t h e  i l l e g a l  u s e  i s s u e ,  t h e  a g e n c y  h a s  r a i s e d  t h e  

q u e s t i o n  of w h e t h e r  o r  n o t  a l l  i n j e c t a b l e  p r o d u c t s  

s h o u l d  be p r e s c r i p t i o n - o n l y .  C V M ' s  A d v i s o r y  

C o m m i t t e e ,  t o  w h i c h  t h i s  q u e s t i o n  w a s  a d d r e s s e d ,  
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was able to demonstrate that the drug products in 

the marketplace were inconsistently labeled. There 

were products containing prescription legends being 

sold beside identical druq products available OTC 

with appropriate OTC labeling. There is also the 

issue that the Food, Drug and Cosmetic Act, does 

not contain explicit authorization for veterinary 

prescription drugs. There is no Durham-Humphrey 

Amendment, S503, in the veterinary provision 5512 

of the Act. Section 503 applies only to human 

drugs. The issue of OTC versus precription use was 

qiven to the CVM Advisory Committee to obtain their 

guidance and also reduce congressional pressure on 

the agency. The Committee was o f  little assistance 

because it could not reach a consensus. In fact, 

they recommended that the agency stop using the 

"human drug" prescription labeling statement 

"Federal law prohibits.. .I' and instead adopt the 

word "restricted". The Center for Veterinary 

Medicine, at the October CVM Advisory Committee 

meetinq, rejected the idea of the "restricted use" 

language and stated that it wished to retain 

wording modeled on the human drug legend. 

Therefore, the agency has progressed no further 

with this matter than when it requested the CVM 
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REGULATORY A S P E C T S  OF VETERINARY PRODUCT!; 2331 

A d v i s o r y  C o m m i t t e e ' s  a d v i c e  a l m o s t  a y e a r  aqo.  1t 

is a n  i s s u e  w h i c h  t h e  a g e n c y  n e e d s  t o  r e s o l v e .  

Even  t h o u g h  t h e  a g e n c y  h a s  s o u q h t  t o  l i m i t  

e x t r a - l a b e l  u s e ,  F D A  r e c o g n i z e s  t h e  e x t e n s i v e  

e x t r a - l a b e l  u s e ,  p a r t i c u l a r l y  o f  a p r o d u c t  s u c h  a s  

d i m e t r i d a z o l e  (PMZ) a q a i n s t  s w i n e  d y s e n t e r y .  I n  

f a c t ,  t h e  a g e n c y  t a r q e t e d  DMZ € o r  e n f o r c e m e n t  

a c t i o n ,  b u t  t h a t  d e c i s i o n  was s e v e r e l y  c r i t i c i z e d  

by t h e  CVM's A d v i s o r y  C o m m i t t e e ,  w h i c h  n o t e d  t h a t  

DMZ was a p p r o v e d  f o r  s w i n e  d y s e n t e r y  i n  C a n a d a  a n d  

much of E u r o p e .  I n  f a c t ,  t:he CVM A d v i s o r y  

C o m m i t t e e  w e n t  o n  r e c o r d  a s  s a y i n g  t h a t  i t  b e l i e v e d  

t h e  a g e n c y  w a s  t a k i n q  e n f o r c e m e n t  a c t j . o n  a s  t o  D M Z  

n o t  b a s e d  o n  a h e a l t h - s a f e t y  i s s u e ,  h u t  b a s e d  o n  

t h e  f a c t  t h a t  C o n g r e s s m a n  Weiss w a s  e x e r t i n g  

p o l i t i c a l  p r e s s u r e .  W h e t h e r  o r  n o t  i t  i s  po l - i t i ca l .  

p r e s s u r e  i s  r e a l - l y  moot t o  S a 1 . i s b u r y  L a b o r a t o r i e s ,  

b e c a u s e  o n  December  1 7 ,  1 9 8 6 ,  FDA n u b l i s h e d  i n  t h e  

F e d e r a l  Reqis te r  ( 5 1  F e d .  F e g .  4 5 2 4 5 )  a Notice o f  

O p p o r t u n i t y  €or  H e a r i n g  o n  a p r o p o s a l  t o  w i t h d r a w  

t h e  a p p r o v e d  NADA f o r  DMZ. F D A  c a n n o t  i g n o r e  t h e  

p o l i t i c a l  p r e s s u r e ,  a s  c a n  be seen by t h e  f a c t  t h a t  

C o n g r e s s m a n  weiss, i n  Novemher o f  t h i s  p a s t  y e a r ,  

a s k e d  C o m m i s s i o n e r  Younq t o  r e v i e w  F D A ' s  p o l i c y  a s  

- -  

D
ru

g 
D

ev
el

op
m

en
t a

nd
 I

nd
us

tr
ia

l P
ha

rm
ac

y 
D

ow
nl

oa
de

d 
fr

om
 in

fo
rm

ah
ea

lth
ca

re
.c

om
 b

y 
B

ib
lio

te
ca

 A
lb

er
to

 M
al

lia
ni

 o
n 

01
/2

4/
12

Fo
r 

pe
rs

on
al

 u
se

 o
nl

y.



YINGLING 2332 

to extra-label use. Weiss has taken the position 

that the current extra-label use policy which 

allows a veterinarian, under limited circumstances, 

to use the drug of his or her choice, does not 

comply fully with FDA's statutory authority. Weiss 

states that CVM intended extra-label use as a 

privilege to be restricted to rare circumstances in 

which the animal's health was in severe jeopardy, 

but that some in the veterinary profession have 

misread the aqency's statements to be an approval 

of extra-label use. 

The next matter I want to discuss also begins 

with a comment concerning Congressman Weiss. He 

exerts the major congressional focus on veterinary 

products and is rnakinq FDA's Center for Veterinary 

Medicine either miserable or visible, depending on 

your perspective. Weiss has gone on record 

requestinq documents on whether the low level use 

of penicillin and tetracycline in animal feed 

shou 1.d be banned. He did that in early 1986. 

Meanwhile, the Commissioner has taken the position 

that the agency has not reached a decision on its 

lonq standing proposal to ban subtherapeutic uses 

of  antibiotics. Weiss is well aware that the 
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REGULATORY A S P E C T S  OF V E T E R I N A R Y  PRODUCTS 2333 

a q e n c y ,  i n  1 9 7 7 ,  p r o p o s e d  a b a n  o n  t h e  l o w  l e v e l  

u s e  of p e n i c i l l i n  a n d  t e t r a c y c l i n e .  T h a t  p r o p o s a l  

w a s  se t  a s i d e ,  i n  p a r t  b e c a u s e  of c o n q r e s s i o n a l  

p r e s s u r e  c o u n t e r  t o  Weiss' p o s i t i o n .  R e c e n t l y ,  CVM 

D i r e c t o r  G u e s t  n o t e d  t h a t  r e c e n t  CDC s t u d i e s  

s t r e n q t h e n  t h e  a q e n c y ' s  a r g u m e n t  t o  b a n  t h e  u s e  o f  

l o w  l e v e l  a n t i b i o t i c s .  H e  t h o u g h t  t h a t ,  i n  s i x  t o  

e i q h t  m o n t h s ,  t h e  i s s u e  m i g h t  be r e s o l v e d .  R e c e n t  

comments  s u q g e s t  t h a t ,  w h i l e  G u e s t  may b e  

c o n v i n c e d ,  o t h e r s  i n  FDA a n d  HHS a r e  n o t  p r e p a r e d  

t o  a r t i c u l a t e  a f i n a l  d e c i s i o n  w i t h o u t  a d d i t i o n a l  

p e e r  r e v i e w .  I t  is i n t e r e s t i n q  t o  n o t e  t h a t  o n e  of 

t h e  major a r q u m e n t s  a g a i n s t  b a n n i n q  t h e  u s e  o f  l o w  

l e v e l  a n t i b i o t i c s  is t h e  e c o n o m i c  i m p a c t  i t  w i l l  

h a v e .  I t  h a s  b e e n  a r g u e d  b y  some t h a t  t h e  c o n s u m e r  

c o u l d  see a n  i n c r e a s e  o f  u p  t o  $ 3  b i l l i o n  i n  a n i m a l  

f o o d  cos t s  d u e  t o  t h e  loss  of i m p r o v e d  f e e d  

e f f i c i e n c y  i f  t h e  s u b t h e r a p e u t i c  p e n i c i l l i n s  a n d  

t e t r a c y c l i n e s  w e r e  n o  l o n g e r  a v a i l a b l e .  Some a r q u e  

t h a t  t h e  3 b i l l i o n  d o l l a r  number  c o n s i d e r s  a l l  

a n t i b i o t i c  u s e s  a n d  t h a t  t h e  e c o n o m i c  i m p a c t  c a u s e d  

b y  r e m o v i n q  t h e  l o w  l e v e l  t e t r a c y c l i n e s  a n d  

p e n i c i l l i n s  w o u l d  be s i q n i f i c a n t l y  less. T h e  

e c o n o m i c  impact  i s s u e  c a n  p r o b a b l y  be a r g u e d  

f o r e v e r .  
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N o w  I w o u l d  l i k e  to  t u r n  t o  w h a t  I w o u l d  calL 

f u t u r e  i s s u e s ,  mat te rs  t h a t  t h e  a q e n c y  must 

c o n s i d e r  b u t  o n  w h i c h  t h e y  h a v e  n o t ,  or c a n n o t ,  

r e a c h  p o l i c y  d e c i s i o n s .  B o t h  of t h e  i s s u e s  I a m  

l i s t i n g  are  i n  t h e  a rea  of l e g i s l a t i o n .  T h e  f i r s t  

o n e  I w i l l  j u s t  m e n t i o n ,  b e c a u s e  m y  f e l l o w  

p a n e l i s t ,  R i l l  P e n d e r g a s t ,  w i l l  d i s c u s s  i . t  i n  

d e t a i l .  D u r i n q  t h i s  p a s t  c o n g r e s s i o n a l  s e s s i o n ,  a 

P h a r m a c e u t i c a l  E x p o r t  Amendment ( S . 1 8 4 8 )  w a s  passed 

t h a t  pe rmi t s  t h e  e x p o r t  from t h e  I J n i t e d  S t a t e s  of  

new a n i m a l  d r u g s  t h a t  h a v e  n o t  y e t  b e e n  a p p r o v e d  

f o r  m a r k e t i n q  i n  t h e  U n i t e d  S t a t e s .  B i l l  w i l l  

e x p l a i n  w h a t  t h a t  l e g i s l a t i o n  p r o v i d e s  a n d ,  I 

t h i n k ,  s o m e t h i n q  a b o u t  i t ' s  impact. I w o u l d  l i k e  

t o  n o t e  t h a t ,  i f  y o u  a r e  t a l k i n q  a b o u t  r e q u l a t o r y  

d e v e l o p m e n t s ,  i t  w i l l  h a v e  a major  impact i n  t h e  

f u t u r e .  

T h e  o t h e r  piece of " l e g i s l a t i o n "  is t h e  b i l l  

t h a t  d i d  n o t  pass  when e v e r y o n e  t h o u q h t  i t  h a d  s u c h  

a n  e x c e l l e n t  c h a n c e  t o  pass .  T h a t  w a s  t h e  A n i m a l  

Drug  Amendment a n d  P a t e n t  Term R e s t o r a t i o n  A c t  of 

1 9 8 6  ( S . 2 4 0 7 ) .  T h a t  l e q i s l a t i o n  c l o s e l y  p a r a l l e l e d  

t h e  human d r u g  v e r s i o n ,  T h e  D r u g  P r i c e  C o m p e t i t i o o n  

and P a t e n t  Term R e s t o r a t i o n  A c t  of 1 9 8 4 .  B e c a u s e  
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REGULATORY A S P E C T S  O F  VETERINARY PRODUCT!: 2335 

i t  w a s  s i m i l a r  t o  t h e  human b i l l . ,  i t  was  t h o u q h t  

tha t :  t h e r e  w o u l d  n o t  b e  a s i g n i f i c a n t  p r o b l e m  w i t h  

p a s s i n g  t h e  a n i m a l  d r u g  amendment .  The  S e n a t e  bi13.  

was  i n t r o d u c e d  b y  O r r i n  H a t c h  i n  May 1986 a n d ,  i n  

J u n e  1 9 8 6 ,  H e n r y  Waxman i n t r o d u c e d  t I . R . 5 0 6 9 ,  w h i c h  

b a s i c a l l y  p a r a l l e l e d  t h e  H a t c h  l e g i s l a t i o n .  T h e  

m a j o r  d i f f e r e n c e s  b e t w e e n  t h e  t w o  were t h e  

t r a n s i t i o n a l  p e r i o d s  d u r i n q  w h i c h  d r u g s  c o u l d  be 

a p p r o v e d  or the l e n g t h s  of m a r k e t i n g  e x c l u s i v i t v  t o  

b e  a l l .owed.  T h e  l e g i s l a t i o n  r e q u i r e d  m e a s u r e m e n t s  

s h o w i n q  b i o e q u i v a l e n c y  i n  t h e  l i s t e d  a n i m a l  d r u g  

s p e c i e s ,  i t  r e q u i r e d  m a j o r  s p e c i e s  t o  be u s e d  f o r  

b i o e a u i v a l e n c e  t e s t i n q  , s o m e  l a b e l  i n q  r e q u i r e m e n t s  

a n d  i t  e l i m i n a t e d  t h e  r e q u i r e m e n t  i n  t h e  F o o d ,  

D r u g ,  a n d  C o s m e t i c  A c t  t h a t  e v e r y  v e t e r i n a r y  d r u q  

a p p r o v a l  b e  p u b l i s h e d  i n  t h e  F e d e r a l  R e g i s t e r  a n d  

t h e n  a p D e a r  i n  t h e  Code of F e d e r a l  R e q u l a t i o n s .  

T h e  l e q i s l a t i o n  r a n  i n t o  t r o u b l e  i n  

r e l a t i o n s h i p  t o  b i o e q u i v a l e n c e s  , a n  i s s u e  t h a t  h a s  

r a i s e d  a s i q n i f i c a n t  number  of problems i n  

i n t e r p r e t a t i o n  f o r  t h e  Human Drug P a t e n t  Term 

R e s t o r a t i o n  A c t .  T h e  " r e s e a r c h  f i r m s ' '  d o  n o t  

b e l i e v e  t h a t  t h e  a q e n c y ' s  s t a n d a r d s  O f  

b i o e a u i v a l e n c y  a s  t o  " q e n e r i c  f i r m s "  a r e  s t r i c t  

D
ru

g 
D

ev
el

op
m

en
t a

nd
 I

nd
us

tr
ia

l P
ha

rm
ac

y 
D

ow
nl

oa
de

d 
fr

om
 in

fo
rm

ah
ea

lth
ca

re
.c

om
 b

y 
B

ib
lio

te
ca

 A
lb

er
to

 M
al

lia
ni

 o
n 

01
/2

4/
12

Fo
r 

pe
rs

on
al

 u
se

 o
nl

y.



2336 Y INGLING 

enough and the generic firms believe that the 

agency is still reuuirinq too much testing and is 

being unduly pressured by the research firms. In 

October, Senator Hatch thought he had a compromise, 

which was an amendment to the legislation which 

stated that FDA should consider requiring certain 

types of testing and that the agency could decide 

what species tests were appropriate. However, that 

provision was, while a compromise, not totally 

amenable to everyone. Senator Metzenbaum was 

particularly concerned and, it appears, has had 

second thoughts about how necessary The Drug Price 

Competition and Patent Term Restoration Act of 1984 

legislation really was. He is not about to repeat 

the same error. Hatch had obtained a final 

legislative version that was okayed by the Animal 

Health Insitute, the Generic Pharmaceutical 

Industry Association and FDA. Even with all that 

harmony, he was not able to obtain passaqe of the 

legislation and the session ended with the Animal 

Drug Patent Term Restoration bill dying. It is 

believed by many that that whole issue will be 

brought up aqain and that industry and F@A will 

again seek patent term restoration leqislation in 

the animal drug area. Because Hatch has been 
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r e p l a c e d  b y  S e n a t o r  K e n n e d y  a s  t h e  h e a d  of t h e  

S e n a t e  H e a l t h  c o m m i t t e e ,  t h e  f u t u r e  of a n y  

l e q i s l a t i o n ,  a n d  w h e t h e r  i t  w i l l  b e  p o s s i b 1 . e  t o  

f a s h i o n  c o m p r o m i s e s ,  a n d ,  i n  f a c t ,  w h e t h e r  

c o m p r o m i s e s  w i l l  be  n e c e s s a r y ,  r e m a i n s  a n  

i n t e r e s t i n q  i s s u e  t h a t  w i l l  d e s e r v e  s i q n j  f i c a n t  

a t t e n t i o n  from t h o s e  i n  t h e  a n i m a l  d r u q  i n d u s t r y .  

I h a v e  b r i e f l y  a t t e m p t e d  t o  q i v e  you  a n  

o v e r v i e w  of t h e  i s s u e s  b e f o r e  t h e  C e n t e r  €or  

V e t e r i n a r y  M e d i c i n e ,  some t h a t  t h e y  h a v e  r e s o l v e d ,  

some t h a t  t h e y  h a v e  t o  r e s p o n d  t o  a n d  a r e m i n d e r  o f  

t h e  l e q i s l a t i o n  b o t h  a c t u a l  a n d  p r o p o s e d ,  t h a t  i s  

t h e  d r i v i n c r  f o r c e  f o r  a n y  r e q u l a t o r y  a q e n c y .  
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