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IA#68-01, ---- 5/12/92, REVISED 

Note: This revision updates information and reformats the text of the alert. 

TYPE OF ALERT Automatic Detention 

PRODUCT Chloramphenicol 

PRODUCT CODE 68----- 

HARMONIZED 
CODE 2933 

PROBLEM New animal drug without an approved new animal drug 
application (NADA) (DRAD) 

COUNTRY Multiple 

MANUFACTURER N/A 

MANUFACTURER 
ID NO. N/A 

SHIPPER N/A 

SHIPPER ID NO. : N/A 

CHARGE "The article is subject to refusal of admission within 
the meaning of Section 801(a) (3) in that it appears to 
be a new animal drug and no new animal drug application 
(NADA) has been approved and/or no notice of claimed 
investigational exemption is on file for this drug or the 
drug is not from an approved foreign source as specified 
in the approved NADA, (Adulteration, Section 501(a)(5)." 

RECOMMENDING 
OFFICE Division of Import Operation and Policy 

(HFC-131) and CVM/HFV-236. 

REASON FOR 
ALERT Marketing of chloramphenicol for aquarium fish has 

occurred for a number of years. Like many other aquarium 
fish products, chloramphenicol was permitted to be 
marketed without formal approval, although it has never 
been demonstrated to be safe and effective for use in 
aquarium fish. 

It is now recognized that a potential health risk exists 
due to a causal relationship between the use of 
chloramphenicol and the development of a usually 
irreversible aplastic anemia in man. The case fatality 
rate is approximately 7O%, and those who recover 
experience a high incidence of acute leukemia. This 
irreversible aplastic anemia does not seem to be related 
to the frequency or level of exposure to the drug. In 
fact, there appears to be a significant subgroup of the 
population with an apparent predisposed sensitivity to 
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ch lo ramphen ico l .  Th is  type of b l o o d  dyscras ia  h as  b e e n  
assoc ia ted  wi th ex t r eme ly  l ow  leve ls  of e xposu r e  to the  
d rug .  A n  e xamp l e  is a  r anche r  d i a g nosed  as  hav i ng  
ap last ic  a n e m i a  four  m o n ths after h e  b e g a n  t reat ing h is  
catt le wi th ch l o ramphen ico l .  T h e  t rea tment  of a q ua r i um  
f ish wi th ch l o r amphen i co l  p resen ts  the  s a m e  hea l t h  risk. 

In v iew of the  pub l i c  hea l t h  r isk a n d  the  fact the  safety 
a n d  ef fect iveness of ch l o r amphen i co l  i n  a q ua r i um  f ish h as  
no t  b e e n  estab l ished,  C V M  has  conc l uded  that a l l  
ch l o r amphen i co l  p roduc ts  i n t ended  for a q ua r i um  use  a r e  
N e w  An ima l  Drugs  (NADA 's )  wh i ch  r equ i r e  a p p r o v ed  N A D A 's. 

F Y  8 9 - 9 1  de ten t i on  da ta  i nd ica ted  at least  6  de ten t i ons  
of ch l o r amphen i co l  h a v e  b e e n  m a d e . Bu l k  ch l o r amphen i co l  
is a l so  cove r ed  u n d e r  impor t  a ler t  # 6 8 - 0 9  as  o n e  of the  
c o m m o n  bu lk  chemica ls  that wi l l  no t  b e  r e l eased  unt i l  o r  
un l ess  it is to b e  sh i p ped  to a  ho l de r  of a n  a p p r o v ed  
N A D A . 

INSTRUCT IONS  : 

P R IO R ITIZATION : 

F O I 

K E Y  W O R D S  

P R E P A R E D  
B Y  

A u tomat ica l ly  de ta i n  a l l  ent r ies  of ch l o r amphen i co l  
i n t ended  for an ima l  d r u g  use  ( i nc lud ing  those  des t i ned  
for u se  o n  a q ua r i um  f ish) un l ess  the re  is a  exemp t i on  
( INAD)  o r  a n  a p p r o v ed  n e w  an ima l  d r u g  app l i ca t i on  ( N A D A )  
o n  fi le. Contact  HF I - 236 /CVM F T S  8 - 2 9 5 - 8 7 8 5  to check  if 
app l i ca t i on  is cur rent .  

N o  pu r g i n g  requ i r ed .  

Ch l o r amphen i co l ,  N A D A , Feed .  

L i n d a  W isniowski ,  D IOP,  ( 3 01 ) 443 - 6553 .  
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