
 

 

quantity (final yield), subset specificity (T cell, B cell, etc.), and purity (contaminating 
cells removed) of the final cell preparation.  The laboratory should have policies and/or 
procedures for assessment of the efficacy of these reagents to include criteria for 
acceptability.  For deficiencies related to the procedure, use D5403; for control material 
acceptability, use D5469. 
 
The subset specificity of each lot of immunomagnetic beads should be verified with 
antiserum specific for each cell type (e.g., T cell beads with anti-T-lymphocyte serum). 
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§493.1278 Standard:  Histocompatibility 
 
(a)(5) Participate in at least one national or regional cell exchange program, if 
available, or develop an exchange system with another laboratory in order to 
validate interlaboratory reproducibility. 
 
Interpretive Guidelines §493.1278(a)(5) 
 
Programs offered by proficiency testing companies and cell exchanges for 
histocompatibility laboratories are readily available.  An example of a regional exchange 
program is the Southeastern Organ Procurement Foundation (SEOPF).  UCLA provides 
an international monthly exchange program with sera, cells and DNA.  The College of 
American Pathologists (CAP) and the American Society for Histocompatibility and 
Immunogenetics (ASHI) each offer programs that assess the primary areas of testing in 
histocompatibility laboratories by test techniques (i.e., antibody screening and 
identification, HLA typing for Class I (HLA-A, B, C) and Class II (HLA-DR, DQ), 
lymphocyte crossmatching (T cell and B cell)). 
 
Laboratories participating in a local exchange should record information concerning the 
frequency of exchange and the grading system. 
 
Cite a deficiency if the laboratory is not enrolled in a cell exchange program or is 
enrolled in a program, but fails to return the results.  A laboratory’s performance in a 
regional or national exchange program should be evaluated against a peer group 
performing the same technique. 
 
D5739 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1278 Standard:  Histocompatibility 
 
(b) HLA typing.  The laboratory must do the following: 
 
Interpretive Guidelines §493.1278(b) 


