
 

 

The laboratory’s CLIA certificate must include the subspecialty of Virology regardless of 
where the testing is performed. 
 
§493.857 Condition:  Immunohematology 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
The specialty of immunohematology includes four subspecialties for the purposes of 
proficiency testing: ABO group and D (Rho) typing; unexpected antibody detection; 
compatibility testing; and antibody identification. 
 
Refer to Subpart I for analytes or tests for which laboratory PT performance is to be 
evaluated. 
 
D2153 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.859 Standard:  ABO Group and D (Rho) Typing 
 
(a) Failure to attain a score of at least 100 percent of acceptable responses for each 
analyte or test in each testing event is unsatisfactory analyte performance for the 
testing event. 
 
D2154 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.859 Standard:  ABO Group and D (Rho) Typing 
 
(b) Failure to attain an overall testing event score of at least 100 percent is 
unsatisfactory performance. 
 
D2155 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§493.859 Standard; ABO group and D (Rho) typing 
 
(c) Failure to participate in a testing event is unsatisfactory performance and results 
in a score of 0 for the testing event. 
 
Consideration may be given to those laboratories failing to participate in a testing 
event only if-- 
 
(1) Patient testing was suspended during the time frame allotted for testing and 
reporting proficiency testing results; 
 
(2) The laboratory notifies the inspecting agency and the proficiency testing 


