Dating Period For Storage of Red Blood Cells, Frozen (12/4/87)
DATE: Decenber 4, 1987
FROM Director, Ofice of Biologics Research and Revi ew

SUBJECT: Extension of Dating Period For Storage of Red Bl ood
Cell's, Frozen

TO Al Registered Blood Establishnments

The O fice of Biologics Research and Revi ew (OBRR) has eval uated
subm tted data and has approved storage of Red Bl ood Cells,
Frozen for a maxi mum of ten years when prepared by certain

nmet hods. This extension of dating applies to red blood cells
prepared with high glycerol nethods (40% gl ycerol) and stored at
-65 degree celsius or lower. Red blood cells already in storage
may be stored for ten years if the above requirenents are net and
appropriate testing for anti-H V has been perforned.

Est abl i shments wi shing to extend the dating to ten years should
appropriately revise their Standard Operating Procedure(s). For
regi stered establishnents, such revisions need not be subnmitted
to OBRR, but should be available for routine inspection.

Est abl i shmrents holding Iicenses for Red Blood Cells, Frozen are
required to subnmit notification of the change in the dating

peri od. The information submitted should include the nethod used
and sanples of any nodifications to the |abel and the circul ar of
i nformation.

Pl ease note that the storage period after thawi ng has not been
changed. Red Blood Cells, Frozen nmust be used within 24 hours of
t hawi ng and degl yceroli zati on.

If there are questions regarding this extension of the dating

period for Red Blood Cells, Frozen, please call Ms. Miry
Gust afson, (301)443-5433 or Dr. Joseph Fratantoni (301)496-2577.

El ai ne C. Esber, MD.



