
Food and Drug A~~inistrat~Qn 

Girc~lat~~ System Devices Panel of the MedicaE Devices Advisory Committee; 

Notice of Meetin 

AGENCY: FQUd an Drug Ad~nis~ati~n, HHS - 

ACllQN: Notice. 

s notice announces a fo~~co~ng meeting of a public advisory c~~ttee of the Food 

and Drug Ad~nistrat~~n (FDA). At feast one portion of the meeting will be closed to the pubXic. 

Gore of ~u~~~~~~~: Circu2atory Syste Devices Panel of the Medical Devices Advisory 

on I%IA’s regulatory issues. 

e meeting will be held on March 4,2002, from 1 a.m. to 5 p.m., and 

un March 5,2002, 8 a.m. to 3 p.m. 

~~c~~~~~: ~aithers~urg M~~tt Washingtonian Center, Salons A, 9 C, and D, C-X-W 

Washingtonian Blvd., Gaithersburg, MD. 

Contact: Lesfey L. Ewing, Center for Devices and ~ad~~~~g~~a~ Heafti (~~~5~), F;ood and 

Drug A~~is~at~Qn, 9200 Corporate Blvd., ockvilfe, MD 20850,301-443-8320, ext. 162, or 

m>;b. Advises ComnGttee Information Line, I-8QO--74f--8138 (301-443-0572 in the Was~ingt~n~ I 

DC area), code 12625. Please calf the rnf~~ati~n Line for up-to-date information on this meeting. 

~ge~~~: On March 4,2002, the c~~ttee wilf discuss, make ~ecu~endati~ns, and vste 

on a supplement to a premarket approval application (PMA) for a left ventricufar assist device 

to be used as destination therapy in patients with end stage congestive heart failure. On March 

5, 2002, the chatter will discuss, make recommendations, and vote on a PMA far an implanta~~e 
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e~b~~~ator used for treatment of both congestive heart failure and life t~eaten~ng 

as, Background i~fo~ation for each day’s topic, including the agenda and questions 

for the committee, will be avai able to the public I business day befure t e meeting on the Internet 

ttp~~~www.fda.gov/cdr~~anelmtg.h~. Material fur the March 4 session will be posted on 

,2002; material for the March 5 session wiff be posted on Marc 

~~~~~~~~~~ On Mach 4,2002, from 10 a.m. to 4 p.m., and on arch 5,2002, from 8 a.m. 

ns., the meeting is open to the public. Interested persons may present data, ~nfo~at~on, 

y er in writing, on issues pending before the committee. 

e made to the c ntact person by February 21, 2002. On both days, oral presentations from the 

edufed for approximately 30 minutes at the beginning of each topic and for 

a~~rox~mate~y 30 onuses near tie end of the committee deliberations. Time allotted for each 

esentation may be Emited. ose desiring to make forma oral presentations should notify the 

contact person before February 21,2002, and submit a brief statement f the general nature of 

e evidence or arguments they wish to present, the names and addresses of proposed 

and an indication of the approximate time requested to make their presentation. 

ersons attending A’s advisory committee meetings are advised that the agency is not 

responsible for providing access to electrical outlets. 

A welcomes the attendance of the public at its advisory committee meetings and will make 

every effort to a~~o~odate persons with physical disabilities or special needs. If you require 

special acco dations due to a disability, please contact AnnMarie Wilhams, Conference 

anagement Staff, at 301-594-1283, ext. 113, at feast 7 days in advance of 

Clused ~u~~~~~ee ~e~~~er~~~u~~: On March 4, 2002, from 4 p.m. to 5 p-m., the meeting will 

be closed to permit FDA staff to sent to the committee trade secret antior confidential 

~o~er~~a~ info~at~on regarding pending and ture device submissions. This portion of 

eeting will be closed to t discussion of this info~ation (5 USC. 552b(~)(4))~ 
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