
 

 

• Compatibility testing for patients with a history of a prior antibody;  
 
• Compatibility testing for patients with no history of a prior antibody; and 
 
• Course of action to be taken for positive antibody screening and/or incompatible 

crossmatch. 
 
Probes §493.1271(a)(1) 
 
If the patient has been previously tested, how are results of current testing compared with 
interpretations of previous testing?  When the results of current testing are discrepant 
with results of previous testing, how has the laboratory resolved the difference? Use 
D5777. 
 
§493.1271 Standard:  Immunohematology 
 
(a)(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. 
 
Interpretive Guidelines §493.1271(a)(2) 
 
Determine if the laboratory has a policy to detect and resolve ABO discrepancies.  If the 
laboratory does not have such procedures, use D5401.  If the laboratory does not use 
patient records to confirm ABO group (i.e., current testing compared with historical 
records when available), use D5777.  
 
(a)(3) The laboratory must determine the D (Rho) type by testing unknown red cells 
with anti-D (anti-Rho) blood typing reagent. 
 
Interpretive Guidelines §493.1271(a)(3) 
 
Determine if the laboratory has established a policy specifying when testing for weak D 
must be performed.  
 
Probes §493.1271(a)(3) 
 
Is the laboratory following this policy? 
 
D5553 
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§493.1271 Standard:  Immunohematology 
 
(b) Immunohematological testing and distribution of blood and blood products.  



 

 

Blood and blood product testing and distribution must comply with 21 CFR 
606.100(b)(12); 606.160(b)(3)(ii) and (b)(3)(v); 610.40; 640.5(a), (b), (c), and (e); and 
640.11(b). 
 
Interpretive Guidelines §493.1271(b) 
 
Refer to the current version of 21 CFR Parts 600 through 799 for the specified sections:  
 

• §606.100(b)(12) - Criteria for determining whether returned blood is suitable for 
reissue; 

 
• §606.160(b)(3)(ii) – Visual inspection of whole blood and red blood cells during 

storage and immediately before distribution; 
 
• §606.160(b)(3)(v) – Emergency release of blood, including signature of 

requesting physician obtained before or after release;  
 
• §610.40 Testing for communicable diseases;  
 
• §640.5(a) Syphilis testing; 
 
• §640.5(b) Determination of Blood group; 

 
• §640.5(c) Determination of Rh factor; 
 
• §640.5(e) Inspection of whole blood during storage and immediately prior to 

issue; and 
 
• §640.11(b) Inspection of RBC during storage and at the time of issue. 

 
Probes §493.1271 
 
If equipment and reagents are used in mobile or temporary testing sites, how are they 
protected from extreme temperature fluctuations when not in use (e.g., evenings, 
weekends, and holidays)? 
 
D5555 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§493.1271 Standard:  Immunohematology 
 
(c) Blood and blood products storage. Blood and blood products must be stored 
under appropriate conditions that include an adequate temperature alarm system 
that is regularly inspected. 
 
Interpretive Guidelines §493.1271(c) 

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=606.160

