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

availability of a draft document entitled “Guidance for FDA Review Staff and 

Sponsors: Content and Review of Chemistry, Manufacturing, and Control 

(CMC) Information for Human Gene Therapy Investigational New Drug 

Applications (INDs)” dated November 2004. The draft guidance document, 

when finalized, is intended to provide guidance to FDA review staff and 

sponsors of human gene therapy products on IND submissions, and on the 

information FDA CMC reviewers record and assess as part of the review of 

an original IND. 

DATES: Submit written or electronic comments on the draft guidance by [insert 

date 90 days after date of publication in the Federal Register] to ensure their 

adequate consideration in preparation of the final document. General 

comments on agency guidance documents are welcome at any time. 

ADDRESSES: Submit written requests for single copies of the draft guidance to 

the Office of Communication, Training, and Manufacturers Assistance [HFM- 
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40), Center for Biologics Evaluation and Research (CBER), Food and Drug 

Administration, suite 2OON, 1401 Rockville Pike, Rockville, MD 20852-1448. 

Send one self-addressed adhesive label to assist the office in processing your 

requests. The draft guidance may also be obtained by ma il by calling the CBER 

Voice Information System at 2-800-835-4709 or 301-827-1800. See the 

SUPPLEMENTARY INFORMATION section for electronic access to the draft guidance 

document. 

Submit written comments on the draft guidance to the Division of Dockets 

Management (HFA-305), Food and Drug Administration, 5630 F ishers Lane, 

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

www.fda.gov/docketsiebommen ts. 

FOR FURTHER INFORMATION CONTACT: Nathaniel L. Geary, Center for Biologics 

Evaluation and Research (HFM-17), Food and Drug Administration, suite 

2OON, 1401 Rockville Pike, Rockville, MD 20852-1448, 301-827-6210. 

SUPPLEMENTARY INFORMATION: 

I. Background 

FDA is announcing the availability of a draft document entitled “Guidance 

for FDA Review Staff and Sponsors: Content and Review of Chemistry, 

Manufacturing, and Control (CMC) Information for Human Gene Therapy 

Investigational New Drug Applications (INDs)” dated November, 2004. The 

document provides guidance to help sponsors and reviewers to assess, given 

the phase of the investigation, whether an IND provides sufficient information 

to allow the reviewer to evaluate the proper identification (identity testing), 

quality, purity, and strength (potency) of the investigational product (21 CFR 

312.23(a)(7)(i)). The draft guidance document is intended to help ensure that 
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al l  app l icab le  regu la tory  requ i remen ts a re  rev iewed fo r  th e  appropr ia te  s tage 

o f p roduc t d e v e l o p m e n t. 

T h e  d ra ft 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  d ra ft gu idance , w h e n  final ized,  wil l  

rep resen t th e  agency’s cur ren t th ink ing  o n  th is  topic.  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  requ i remen t o f th e  app l icab le  statutes a n d  regu la tions . 

II. C o m m e n ts 

T h e  d ra ft gu idance  d o c u m e n t is be ing  dist r ibuted fo r  c o m m e n t pu rposes  

on ly  a n d  is n o t in tended fo r  i m p l e m e n ta tio n  a t th is  tim e . In te res te d  persons  

m a y  submi t to  th e  Div is ion o f Docke ts M a n a g e m e n t (see  A D D R E S S E S )  writ ten 

o r  e lect ronic c o m m e n ts regard ing  th e  d ra ft gu idance . S u b m it wri t ten o r  

e lect ronic c o m m e n ts to  ensu re  a d e q u a te  cons idera tio n  in  p repa ra tio n  o f th e  

fina l  gu idance . S u b m it a  s ing le  copy  o f e lect ronic c o m m e n ts o r  two p a p e r  

cop ies  o f any  m a i led c o m m e n ts, excep t ind iv iduals  m a y  submi t o n e  p a p e r  

copy . C o m m e n ts a re  to  b e  iden tifie d  with th e  docke t n u m b e r  fo u n d  in  th e  

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. A  copy  o f th e  d ra ft gu idance  a n d  

rece ived c o m m e n ts a re  ava i lab le  fo r  publ ic  e x a m i n a tio n  in  th e  Div is ion o f 

Docke ts M a n a g e m e n t 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.  

III. E lectron ic  A ccess 

Persons  with access to  th e  In te rne t m a y  o b ta in  th e  d o c u m e n t a t e i ther  

h ttp ://w w w .fd a .gov /cber /guidel ines.htm or  h ttp ://w w w .fd a .gov /o h r m s /docke ts/ 

d e fau l t.h tm . 
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Dated: u///o y 
November 1, 2004. 

Jeffrey =8'#hi% en fl 
Assistant Commissioner for Policy. 

[FR Dot. 04-????? Filed ??-??-04; 8:45 amJ 
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