
Draft FDA Guidance on the Estabtishment and Qperation of ClMcal Trial Data 

Committees; Public Meeting 

AGENCY: Food and Drug Administration, I-B-K 

ACTKNl: Nohx of public meeting. 

The Food and Drug Administration (FDA), Center fvr Biolvgics Evaluation and Research 

(CBER), Center fvr Drug Evaluation and Research (CDER), and Center for Devices and 

Rad~v~vgi~a~ Health (CDRW), is announcing e following public meeting: Draft FDA Guidance 

on the Establishment and Uperativn of Cfinical Trial Data Mvnitvring Committees (DMCs). The 

tvpics to be discussed are addressed in the draft entitled “Guidance fvr CfinicaX Trial Spvnsvrs 

On the ~stabl~s~ent and Operation of Data Monitvring Cvmmittee.” These topics include: The 

istvry of DMCs, the types of clinical trials in which DMCs are most important, DMC membership 

and operations, independence of DMCs, and the regulatory requirements relevant to DMCs. 

Date anw! Time: The meeting will be held on November 27,2OOf, from 9 a.m. to 5 pm. 

Loca~&~n: The meeting will be held at The Hyatt Regency Bethesda, One Bethesda Metrv 

Center, Bethesda, MD 20 

Concoct: Melanie Whelan, Center for Bivlogics Evaluation and Research (~~~)~ Food 

and Drug Administration, 1401 Rvckvifle Pike, Rvckville, MD 20852-1448, 301-827-3841, F+AX 

301-827-3843, or e-mail: Whelan~~ber.fda.gvv. 

~e~~~~~~~~~~: Send registration infvrrnation (including name, title, fm name, address, 

telephone, and fax number)), to Melanie Whelan (address above) by November 20, 200 

encourage early regis~ati~n because seating is limited. There is no registration fee. 
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f you need special ccomodativns due to a disability, please contact Mefatie Whelan at 

least 7 days in advance. 

~~~~~E~E~TA~~ ~~F~~~ATl~~~ This meeting will provide a forum for all members vf the public 

ress their vpinivns and suggestions on the draft entitled “Guidance for Clinical Trial Spansors 

On the ~stabl~s~ent an Operation of Data onitvting Cmnm.ittees.” The draft guidance is 

intended to address scientific, ethical, and practical issues related tv the establis~ent and operation 

Cs for clinical trials. The meeting will be of porno interest to sponsors of cfinical trials 

evaluating A-regulated products. The objectives of the meeting are to: (1) Present the material 

in the draft guidance document and (2) solicit your comments and recommendations on the draft 

guidance document, The raft guidance wiff be announced in the Federal Register for public 

comment and posted on the Internet at http://www.fda.g~v/~ber/guide~ines.h~. 

~~~~~~r~~~~: Transcripts af the meeting may be requested in writing from the Freedom af 

ffice (HFT-35), Food and Drug Ad~nistrat~on, r-m. 12A-16, 5600 Fishers Lane, 
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