
42 C.F.R. § 493.1271
Standard: Immunohematology.

(a) Patient testing. (1) The laboratory must perform ABO grouping, D(Rho) typing, unexpected antibody
detection, antibody identification, and compatibility testing by following the manufacturer's instructions,
if provided, and as applicable, 21 CFR 606.151(a) through (e).

(2) The laboratory must determine ABO group by concurrently testing unknown red cells with, at a minimum,
anti-A and anti-B grouping reagents. For confirmation of ABO group, the unknown serum must be tested with
known A1 and B red cells.
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