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ma.33) ; I8 Availab:i:lity 

the a~a~~ab~~~ty of a document entit:l;ted V&idance for Industry: 

~~ov~d~~~,~e~~~atQ~y S~~~issiu~s to CBER in Electxonic 

Format-- Investigational New Drug Applications (I 

2~~2” The document is intended to rovide guidance to sponsors 

e design, deve~o~~e~t, organization, and s~b~~ss~o~ in 

ctranic format of an 1 D to the Center for Biologies 

~va~~at~o~ and %%is guidance finalizes t 

draft guidance that was announce in the EGISTER on June * 

I, 1998 (63 FR 29741), 

mit written or electronic ~o~~e~ts on agency ~~~da~~es 

at any time. 

RESSES : Submit written requests for single co ies of this 

guidance t the office of Co~~~~i~atio~, Training, and 

~a~~fact~~e~s Assistance ~~F~-4~~, Center for Biohqics 

ahation and Research (CBER), Food and Drug Ad~~~ist~at~oR~ 

ebOf23 
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ifle Pike, RockviLle, MD 20852-1448. Send one self- 

addresse adhesive label, to assist the o fice in processing your 

requests a The document may also be obtained by mail by cafling 

e CBER Voice Infor ation System at 1-8~~-~3~-4~U~ or 301~KU-- 

or by fax by calfing the FAX Information System at l-888- 

c -F or 302--827-3844. 

ction for electronic access to the uidance document. 

~~b~~t ~~~tte~ comments OR the guidarrce document to the 

pockets ~a~age~~~t ranch (WA-309, Food and DZXKJ 

5630 Fishers Lane, rm, 1061, Rot 

Submit electronic conceits to 

h :/I ~fda.~ov~dockets/eco~~e~ts. 

TZON CONTACT: 

athaniel. L. Geary, 

Center for iologics Evalluation and Researc 

Food and Drug Ad~~~~st~atio~, 

1401 Rockville Pike, 

TARY INFO TIQN: 

I. Background 

FDA is a~~o~~ci~g the availability of a document entitle 

ante for Industry: Providing Regulatory ~ub~~ss~o~s ts CBER 

2,ectronic Foxmat-- Irwestigational New Drug 



3 

March 2002. The agency has developed this guidance 

to assist sponsors on the design, eveZopment, organizations and 

submission in electronic format of 1 The guidance 

announce in this notice finalizes the draft "Guidance for 

industry :: PiZot Program for Efectronic ~nvest~gatio~a~ New Drug 

) ~~~~~cat~~~s for iulogieal ProductsN dated May 1998 (63 

741, June 1, 1998). 

his ducument reflects C ER's experience with the electronic 

1 pilot progra. and incorporates nowledge gained from 

development of the electronic marketing applications guidance 

document entitled ‘Guidance for Industry: Providing Regulatory 

s to the Center for BioXogics Evaluation and Researc 

> in Electronic Format --Biologics marketing App~~cat~o~s 

License Application (B 

ishme~t License Application @X&I an New Dru 

a) 3 ff November 12, 1999 (64 FR 6164'7, revise 

e agency also incor orated s~~~est~ons and rec~~m~~datio~s from 

sponsors in d~ve:~op~ng a table of contents driven navigational 

systems owever ,r this guidance oes not address the scientific,. 

and regulatory requirements for preparing an IND 

These requirements can be found in title 21 of t 

Code of ederal Regulations, part 312 (21 CFR part 312) e Part 

312 must e followed in the preparation of any 
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currently is working on electronic submissions i 

common Technica I Document (CTD) format develope by the 

~~ternat~ona~ Conference on harmonization (KH) I As FDA develops 

ante on electronic CT submissions, CBER intends to 

guidance with the CT This guidance describes how 

s sors may submit electronic INDs to CBER. Sponsors may 

continue to subunit T s in paper form. 

This guidance is being issued consistent with FDA’s good 

guidance ractices regulation (22 CFR 1 his guidance 

docume~ represents the agency% current thinking on this topic, 

It does not create or confer any rights for or on any r>erssn and 

does na operate to bind FDA or the ublic. An alternative 

approac may be used if such approac satisfies the requirement 

licable statutes and reguI.ations. 

31, Comments 

persons may, at any time, submit written or electronic 

comments to the Dockets management Branch (see RESSES) 

regarding this uidance document. ies of any comments are 

e submitted~ t individuals may submit one copy, 

Comments shouL3 be identified wit the docket nu er found in 

ets in the heading of this document. A copy of t 

an received comments are availab e for public examination in the 

Dockets management Branch etween 9 a.m. and 4 * I onday _ 

through Friday. 
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at either htt~:~~~.fda~~ov~cbe~~~uidel~~es.~tm or 

.fda.~ov~oh~ms~dockets~defa~~t.~tm. 

Dated: 

Doe e I&-????? Filed ??-??-02; :45 am 


