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SUMMARY: The Food and Drug Administration (FDA) is announcing the 

availability of a guidance for industry entitled “Immunotoxicology Evaluation 

of Investigational New Drugs.” This guidance provides recommendations for 

sponsors of investigational new drugs (INDs) on what parameters to routinely 

assess in toxicology studies to determine effects on immune function, when 

to conduct additional immunotoxicity studies, and when additional 

mechanistic information could better characterize a given effect on the immune 

system. 

DATES: Submit written or electronic comments on agency guidances at any 

time. 

ADDRESSES: Submit written requests for single copies of this guidance to the 

Division of Drug Information (HFD-240), Center for Drug Evaluation and 

Research, Food and Drug Administration, 5600 Fishers Lane, Rockville, MD 

20857. Send one self-addressed adhesive label to assist that office in processing 

your requests. Submit written comments on the guidance to the Dockets 

Management Branch (HFA-305), Food and Drug Administration, 5630 Fishers 

Lane, rm. 1061, Rockville, MD 20852. Submit electronic comments to http:/ 

cd0228 
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/www.fda.gov/dockets/ecomments. See the SUPPLEMENTARY INFORMATION 

section for electronic access to the guidance document. 

FOR FURTHER INFORMATION CONTACT: Kenneth L. Hastings, Center for Drug 

Evaluation and Research (HFD-590), Food and Drug Administration, 5600 

Fishers Lane, Rockville, MD 20857, 301-827-2489. 

SUPPLEMENTARY INFORMATION: 

I. Background 

FDA is announcing the availability of a guidance for industry entitled 

“Immunotoxicology Evaluation of Investigational New Drugs.” The human 

immune system is a complex set of cells and organs that can be adversely 

affected by drugs. Impairment of the immune system can result in increased 

susceptibility to infections and tumors, allergic responses to drugs, 

autoimmune reactions, or other forms of immune system disease. 

Immunotoxicology studies can be conducted in animals to determine the 

potential of an investigational drug to adversely affect the immune system. 

This guidance provides advice on: (1) When to conduct immunotoxicology 

studies, (2) what types of effects can be observed in standard nonclinical 

toxicology studies that would indicate that a drug has immunotoxic potential, 

and (3) what types of studies could be useful in determining the nature of 

the immunotoxicity. It is expected that this guidance will provide sponsors 

with useful information for proper assessment of the immunotoxic potential 

of drugs. 

In the Federal Register of May 11, 2001 (66 FR 24145), FDA published 

a draft guidance entitled “Immunotoxicology Evaluation of Investigational New 
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Drugs .” T h e  n o tice gave  in terested pe rsons  a n  o p p o r tun i ty to  submi t 

c o m m e n ts. B a s e d  o n  th e  c o m m e n ts, F D A  has  rev ised th e  gu idance . 

Th is  gu idance  is be ing  issued consistent  wi th F D A ’s g o o d  gu idance  

p rac tices regu la tio n  ( 21  C F R  1 0 .115 ) . T h e  gu idance  rep resen ts th e  agency’s 

cur ren t th ink ing  o n  i m m u n o tox ico logy eva lua tio n  o f INDs. It does  n o t c rea te  

o r  con fe r  any  r ights fo r  o r  o n  any  pe rson  a n d  does  n o t o p e r a te  to  b ind  F D A  

or  th e  publ ic .  A n  al ternat ive app roach  m a y  b e  used  if such  app roach  sa tisfies 

th e  r equ i r emen ts o f th e  app l icab le  statutes a n d  regu la tions . 

II. C o m m e n ts 

In te res te d  pe rsons  m a y , a t any  tim e , submi t wri t ten c o m m e n ts o n  th e  

gu idance  to  th e  Docke ts M a n a g e m e n t B ranch  (see  A D D R E S S E S ) . T w o  cop ies  o f 

m a i led c o m m e n ts a re  to  b e  submi tte d , excep t th a t ind iv idua ls  m a y  submi t o n e  

copy . C o m m e n ts a re  to  b e  i den tifie d  wi th th e  docke t n u m b e r  fo u n d  in  b racke ts 

in  th e  h e a d i n g  o f th is  d o c u m e n t. T h e  gu idance  a n d  rece ived  c o m m e n ts a re  

ava i lab le  fo r  pub l ic  e x a m i n a tio n  in  th e  Docke ts M a n a g e m e n t B ranch  b e tween  

9  a .m . a n d  4  p .m ., M o n d a y  th r o u g h  Fr iday.  
L  
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III. Electronic Access 

Persons with access to the Internet may obtain the document at either 

http://www.fda.gov/cder/guidance/index.htm or http://www.fda.gov/ohrms/ 

dockets/default.htm. 

Associate Commissioner for Policy; 
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