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DEPARTMENT OF HEALTH AND HUMAN SERVICES

Food and Drug Administration

o

Use of Radiolabeled Platelets for Assessment of In Vivo Viabilit

Products; Public Workshop
AGENCY: Food and Drug Administration, HHS.

ACTION: Notice of public workshop. | B R
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The Food and Drug Admlnlstratmn (FDA) is annotmcmg a pubhc |
workshop entitled “Use of Rad1olabeled Platelets for Assessment of the In V1vo
Viability of Platelet Products” The goal of the worksh0p 1s to 0r1ent the

transfusion community to a new approach for assessmg the quahty of platelet '

products through radiolabeling studies in healthy human volunteers

l

Date and Time: The public workshop will be held on May 3, 2004, from

8 a.m. to 5 p.m.

Location: The public workshop will be held at L1ster H1ll Aud1tor1um |
Building 38A, National Institutes of Health 8600 Rockwlle P1l<e Bethesda MD? .
20894. v | A

Contact Person: Joseph Wilczek, CenterforBlhloglhs Evaluatlon and o |
Research (HFM-302), Food and Drug Admlmstratlon ‘1401 Rockv1lle P1ke |
Rockville, MD 20852-1448, 301-827-6129, FAX: 301-827—2843 e- mall o

wilczek@cber.fda.gov.

Registration: Send registration 1nformat10n (1nclud1ng name, t1tle firm
name, address, telephone, and fax number) to the contact person by Apnl 23

2004. Early registration is recommended because seatmg is 11m1ted to 176 o
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participants. Registration will be done on a space available hasis on the day
of the workshop, beginning at 7:15 a.m. There is no regrstratlon fee.
If you need special accommodations due to a dlsablhty, please contact

Joseph Wilczek (see Contact Person) at least 7 days in advance

SUPPLEMENTARY INFORMATION FDA 1n co sponsorshm W1th the Hltchcock

Foundation, is sponsoring a pubhc worl(shop on the development of a new

in radlolabehng studies, to propose anew approach that wrll set the | A
performance of fresh platelets as a gold standard to present data on appl1cat1onq
of a new standard, and to discuss the development of a novel experunental
protocol. The public workshop agenda is posted on FDA s Internet at http /
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/www.fda.gov/cher/meetings/radioplt0504.htm.
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Transcripts: Transcripts of the workshop may be requested in wr1t1ng from
the Freedom of Information Office (HFI-35), Food and Drug Admlnlstratlon
5600 Fishers Lane, rm. 12A-16, Rockville, MD 20857 approxunately 15
WOI‘l(lIlg days after the meetlng at a cost of 10 cents per page In addmon the
transcript will be placed on FDA’s Internet at http //WWW fda gov/cber/

minutes/workshop-min.htm.




Dated:

7 oY

April 2, 2004.

Y

Jeffrey Shurén,
Assistant Commissioner for Policy.

[FR Doc. 04-77777 Filed ?7—77-04; 8:45 am|]

BILLING CODE 4160-01-S

[ R

i

B

e




