
Guidance for industry on Information Program on Clinical Trials for Serious ur Life- 

iseases and Conditions; Ava~lab~~~ty 

Drug Ad~nis~atio~~ HH 

~U~~A~~~ The Food and rug Administration (FDA) is announci 

for indust~ untitled “~nfo~ation Program on G inid Trials for Serious or ~ife-T~eatening 

iseases and conditions? he document provides guidance for ~ndust~ on 

submitting protoco ~nfo~at~o~ to the ClitiicaI Trials Data Bank establis by section 113 of 

and Drug Ad~n~s~at~un Modemization Act of 1997 (~odem~zatiun Act). Section 

demization Act creates a public resource for infomsation on s 

or life-t~eaten~ng diseases and conditions conducted under FDA’s inves igational new dmg (~~) 

regulations. 

ectronic foments at time. 

ADDRESSES: su rnit written requests for single c ies of this guidance t the Divisian of Dmg 

-240), Center for Dru Evaluation and Research (CD ), Food and Drug 

Ad~n~s~at~o~, 5600 Fishers Lane, Rockville, MD 20857, or to the afire of ~o~un~cat~o~, 

, and ~a~ufa~tu~~~s Assistance #KFM-40), Center for Biologics vafuation and Reseat 

(CBER), Food and Drug Ad~~n~strat~o~, f4OI. lie Pike, Rockville, MD 2~$~2-~44~, 301~ 

827-3844, FAX 888-c ER-FAX. Send one self-addressed adhesive 

processing your requests. Submit written comments on the guidance to 

Branch 5), Food and Drug Ad~nistrat~on, 5630 Fis 
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2~~52. mit electronic moments to ttp://~ww-fda.gov~do~kets/e~o 

entropic access to t ance document. 

~~~~~~A~~~~ CONTACT: Theresa Toigo, Office of Health Issues, Office 

of the Co *ssioner (HF-12), Food and Drug Ad~i~~stratjon, 56 ers Lane, Rot 

A is announcing the availability of a guidance for industry entit ed “~nfo~at~on Program 

5 for Serious of Life- eatening Diseases and Con 

finalize e guidance after considering conxments received on two draft uidance documents. In 

29,200O (65 FR 

nfo~ation Program on Cfinicaf Trials for Serious or life-T~eateni~g 

ata Bank” The arch 29, 2000, draft gui anee provided 

re~o~e~dat~o~s for ~ndust~ on t e sub~~ssiun of otocof info~atio~ to t 

e types of clinical triafs for which sub~ssions are required 

under s ion 113 oft emization Act (42 SC. 282) and on the c 

sub~ss~ons~ 

e ava~~ab~~~ty of the second draft guidance entitled ~‘~nfo~at~on Program on 

~~~n~~a~ Trials for Serious or Life- atening Diseases: ~m~~ementatiou Plan,” was published on 

35798). Xt addressed procedural issues, intruding how to submit required 

and voI~~~t rotocol ~nfo~atio~ to the Clinical Trials Data Bank thro gh a Web-based RotocoX 

able at http:Ifprsinf~.clinicalt~als.govl. 

is a combination of the ~~fo~ationa~ an ~r~~edura~ draft guidances, 

was analyzed after consideration of comments received on both draft gui en&i 

the fo~low~ng topics: (1) Scope of data re~uir~me~ts, (2) international trial sites, 

ation, (4) compliance, (S} timeframes, (6) procedural issues (e.g. contact names 
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~nte~~di~es~, and (‘7) burden estimate. Revisions made in the gui arm are intended to jiffy 

ments and to make the document clearer, 

789, “Best Pha~aceut~cals for children Act?’ ( 

y the President on January 4, 2 02, provides for a descript 

t procedure, the manufacturer or s onsor of an IND will respond to re 

protocoI excepti riate safeguards, for single- expanded protocol use of 

g, p~ticul~ly in c ldren. The agency intends to issue a revised guidance 

dress this provision* 

Along with the rst draft guidance, A pubfished a notice in the ederal Register of 

29,20 osed collection of i~f~~ation. On November 9,2~~~ (65 FR 6~3~5), 

pubfished a notice stating that the proposed collection o info~ation was sub~tted to 

get (OMB) for review, e report considered co ents received 

collection of i~fo~ation* On arch 23,2001 (66 FR 1 ), FDA announced 

of the agency’s infu~ation collection activities for the progr 

his approval expires March 31,2004. An agency may not conduct or s 

a person is not require to respond to, a collection of info~ation unless it displays a cogently 

con~ol ~~rnbe~. 

is level 1 final guidance is being issued in accordance with A’s good guidance practices 

regulation (21 CF IO.1 1.5). The guidance represents the agency’s current thin~ng on compliance 

with section 113 o Modemi~ation Act, i.e., sub~tting info~at~un on c trials fox scions 

eatening diseases and conditions to a Clinical Trials Data B by the rational 

medicine, rational Institutes of Wealth. It does not create or confer any rights for 

erson and does not operate to bind FDA or t e public. An alternative approach may 

if such approac satisfies the requirements of the app es and regulations. 
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interested persons may, at any time, submit to the Dockets 

above) w~tten or electronic co~ents on the guidance. Two copies of any clients are to be 

submitted, exce at individuals may submit one copy. moments are to be ide~ti~ed with the 

ocket number found in rackets in the eading of this document. T uidance and receive 

~Q~ents are av~labl~ for ublic examination in the Dockets Management Branch between 9 

onday trough Friday, 

e Internet may ob e document at either htt~~//www=fda*gov~ 



. 


