Reci pi ent Serum Sanpl es (4/6/94)
Dat e: April 6, 1994

From Director
Di vision of Field Investigations (HFC 130)

Subj ect: Reci pi ent Serum Sanpl es

To: I nvestigations Branch Directors

I nf or mati on: Regi onal Food and Drug Directors
District Directors

21 CFR 606. 151(b) states standard operating procedures for
conpatibility testing shall include the use of fresh recipient
serum sanpl es | ess than 48 hours old for all pretransfusion
testing. The Ofice of Conpliance, Center for Biologics

Eval uati on and Research (CBER), has advised DFl that hol ding
sanpl es nore than 48 hours is not, by itself, objectionable.

The 48 hour tinefrane was selected in the 1970s. During this
period, it was thought that the tinme limt was needed to assure
that "conplement” was present to detect clinically significant
anti bodies in the crossmatch procedure. Followi ng a review of
addi tional information by the Blood Products Advisory Comittee,
CBER i ssued a gui dance nenorandumto the bl ood banking industry
on Decenber 14, 1984 to permit alternative nethods for the
anti gl obulin phase of the crossmatch. The menorandum addressed
el enents of conpatibility procedures that would be equivalent to
procedures found in 21 CFR 606.151; however, it did not specify
the age of the sanple to be used in a crossmatch. Al though

the regulation is still in place, CBER does not regard it as a
serious concern. W anticipate that, through the current
retrospective review of the regulations, this requirenent will be

nodified to reflect the current standard in the industry, which
is a longer time period.

Est abl i shnents nust have SOPs setting age specifications for
sanples to be used in a crossmatch and criteria to assure the
identity and integrity of the sanple(s). Criteria may include,
but are not limted to, testing serum of patients who have been
pregnant or transfused within three nonths and infants.

VWhile there is no upper tinme limt for use of a sanple, we expect
that the firns should have established procedures to ensure
proper controls over use of ol der sanples. Extended periods of
time for holding test sanpl es should be discussed with CBER, if
encount er ed.

For further guidance, contact Mary Ann Tourault, OC/ CBER
HFM 655, (301) 594-1191

Robert C. Fish



