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N a tio n a l P o rk P r oduce r s  C o u n c il 
1 2 2  C  S treet, N.W., Su i t e  8 7 5  
WashIng ton ,  D.C. 2 0 0 0 1  
( 202 )  3 4 7 - 3 6 00  
( 202 )  3 4 7 - 5 2 65  F A X  

N o v e m b e r  2 7 ,2 0 0 2  

Docke ts M a n a g e m e n t B r a nch  (HFA - 305 )  
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  

R e : Docke t 9 8 D - 1 1 4 6  
“Draft  G u i d a nce  # 1 5 2  fo r  In d u s try: E v a l u a tin g  th e  S a fe ty o f A n tim ic rob ia l  N e w  A n i m a l  
D r ugs  w i th  R e g a r d  to  the i r  M ic rob io l og i ca l  E ffects o n  B a c te r i a  o f H u m a n  Hea l t h  
Conce r n ” 

Dea r  Docke ts M a n a g e m e n t B ranch :  

T h e s e  c o m m e n ts a r e  s u bm i tte d  b y  th e  N a tio n a l  P o r k  P r oduce r s  Counc i l  o n  b e h a l f o f 
Ame r i c a ’s Po r k  P roduce rs .  T h e  N a tio n a l  P o r k  P r oduce r s  Counc i l  ( N P P C )  c o n d u c ts 
pub l i c  po l i cy  o u t reach  o n  b e h a l f o f its 4 4  a ff i l iated state assoc ia t i on  m e m b e r s , 
r ep r esen t i ng  ove r  8 0 ,0 0 0  po r k  p roduce rs .  N P P C  is c o m m i tte d  to  e n h a n c i n g  o p p o r tun i t i es  
fo r  th e  success  o f U .S . po r k  p r oduce r s  a n d  o th e r  i ndus t ry  s t akeho l de rs  b y  es tab l i sh i ng  
th e  U .S . po r k  i ndust ry  a s  a  cons is ten t  a n d  r espons i b l e  supp l i e r  o f h i g h  qua l i ty  po r k  to  th e  
d o m e s tic a n d  wo r l d  ma r k e t. 

F o o d  safety a n d  a n ima l  h e a l th  h a v e  l o n g  b e e n  a  pr ior i ty fo r  Ame r i c a ’s po r k  p r oduce r s  
b e c a u s e  w e  u n de r s ta n d  th a t h e a l th y  h o g s  a r e  impo r tan t  to  m a i n ta i n i n g  a  sa fe  a n d  
w h o l e s o m e  fo o d  supp ly .  W e  be l i e ve  th a t th e  sa fe  a n d  j ud i c i ous  u s e  o f a n tib io t ics a r e  
e s s en tia l  fo r  th e  t reatment ,  c o n trol, a n d  p r e v en tio n  o f d i s eases  i n  o u r  he rds .  

Ame r i c a ’s po r k  p roduce rs ,  i n  c o o p e r a tio n  w i th  th e  A m e r i c a n  V e te r i na ry  Med i c a l  
Assoc i a t i on  a n d  th e  A m e r i c a n  Assoc i a t i on  o f S w i n e  V e te r i na r i ans  d e v e l o p e d  “Bas i c  
G u i de l i nes  o f Jud i c i ous  T h e r a p e u tic Use  o f A n tim ic rob ia ls  In  Po r k  P roduc t i on .” T h e s e  
gu i de l i n es  e m p h a s i z e  a  n u m b e r  o f impo r tan t  fac to rs  to  b e  c ons i d e r e d  w h e n  dec i s i ons  a r e  
m a d e  to  u s e  a n tim ic rob ia ls  s uch  a s  h e r d  h e a l th ; o th e r  non -m i c r ob i a l  th e r a p e u tic o p tio n s ; 
a n d  u s e  o f ve te r i na r i an  p resc r i p t i on  d r u gs  a n d  “ex t ra - l abe l” u s e  on l y  w i th  ve te r i na ry  
consu l ta t ion .  W & ll~ b  C 7 b  
W e  c o m m i tte d  to  th e  obse rva t i on  o f th e s e  p r inc ip les ,  th e  u s e  o f sc ient i f ica l ly  b a s e d  r isk 
a s s e ssmen t, su rve i l l ance ,  a n d  l oca l  i n te rven t i on  to  e n a b l e  p r o duce r s  to  safe ly  u s e  th e s e  
p r o d uc ts wh i l e  m in im iz i ng  th e  th r e a t o f a n tib io t ic  res is tance  f r om fo o d  b o r n e  p a th o g e n s . 

Wash i n g to n  Pub l i c  P o l icy C e n te r  
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We would like to share several issues of concern about Guidance #152. 

l No data is presented to support the proposed categorization of drugs. The Guidance bases 
categorization on importance to human health, but provides no data to support this 
approach. We would like to see the FDAKVM analysis publicly available. 

l We do not see a clearly transparent process to add or shift drugs into new categories. This 
is of concern especially for drugs that are no longer used for human purposes. 

l The Guidance penalizes an antimicrobial use in herd medication without providing 
information on “acceptable” size guidance on herd treatment. This approach is not 
compatible with modem agricultural practices. There are also a number of animal welfare 
and product safety (meat quality and needle safety) challenges presented by this 
approach. If producers are no longer able to group or herd medicate, this will almost 
ensure that individual pigs will be treated with more drug over longer periods of time. 
Experience has shown that while two symptomatic pigs may be treated by injection there 
may be many more asymptomatic pigs in the barn. Thus, the producer would be forced 
into treating an entire barn with several injection treatment courses over a longer time 
period rather than controlling administration of a drug, to the animals in a barn, through 
water or feed medication for a shorter duration of time. 

l No data is presented to support a scientific-based qualification of actual risk of antibiotic 
resistance transference. We would like to see the FDAKVM analysis publicly available. 

l We have concerns about a new process for re-evaluating older antibiotics. The products 
have already been through the extensive FDA examination and approval process. FDA 
currently has the authority and a process to re-evaluate the safety of products already on 
the market. We believe that this approach will prove to be problematic as the threat of 
emerging diseases continue, the long lead time to get new drugs into the pipeline and the 
reexamination of older antibiotics will endanger the health of the U.S. swine herd. By 
reduce the use of currently approved antibiotics without clearly illustrating a path forward 
for the development of newer drugs, prices to the producer will increase and the number 
of new drugs in the pipeline will be reduced. 

l The draft Guidance provides for FDAKVM to prohibit “extra-label” use of antibiotics. 
We believe that this will severely limit the years of professional experience and judgment 
that veterinarians use when treating animals on the farm. We need to maintain some 
professional decision-making flexibility in using these antibiotics. Many times there are 
no preventive vaccines for diseases nor are there antibiotics labeled for emerging 
diseases, producers rely on their local veterinarian to use their educated judgment, 
diagnostic tools and intimate knowledge each producers’ operation to make decisions that 
will save many animals. 

l We believe that the consumption data are overstated. Over 65% of today’s pork 
production is no consumed as fresh pork (chops, roasts); it is further processed (hams, 
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sausage, bacon). Further processing reduces the opportunity for passing food borne 
resistant bacteria into the human population 

We appreciate the opportunity to present comments on behalf of America’s pork producers. If 
you have any additional questions, please contact Ms. Audrey Adamson, Director, Federal 
Relations at (202) 347-3600. 

Sincerely, 

Dave Roper 
President 
National Pork Producers Council 
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