
 

 

established the temperature at which the audible alarm will activate.  Determine if the 
laboratory has an emergency power source for this alarm system in the event of an 
electrical failure.  If emergency power is not available, the laboratory should have 
policies/procedures on how to ensure a prompt response to an activated alarm, 24 hours a 
day, 7 days a week, including holidays. 
 
An emergency plan for alternate storage of historic patient serum specimens necessary 
for pre-transplant crossmatching is critical.  Verify that the laboratory has an emergency 
plan for alternate storage appropriate for its operational needs. 
 
D5731 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1278 Standard:  Histocompatibility 
 
(a)(2) All patient specimens must be easily retrievable. 
 
Interpretive Guidelines §493.1278(2) 
 
Patient specimens needed for pre-transplant testing should be stored on-site. 
 
D5733 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1278 Standard:  Histocompatibility 
 
(a)(3) Reagent typing sera inventory prepared in-house must indicate source, 
bleeding date and identification number, reagent specificity, and volume remaining. 
 
D5735 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1278 Standard:  Histocompatibility 
 
(a)(4) If the laboratory uses immunologic reagents  (for example, antibodies, 
antibody-coated particles, or complement) to facilitate or enhance the isolation of 
lymphocytes, or lymphocyte subsets, the efficacy of the methods must be monitored 
with appropriate quality control procedures. 
 
Interpretive Guidelines 493.1278(a)(4) 
 
Lymphocytes can be isolated from peripheral blood, lymph nodes and spleen.  These 
cells can be further separated into subsets such as T cells and B cells.  Examples of 
commonly used commercial immunologic reagents include immunomagnetic beads and 
monoclonal reagents.  The laboratory should determine the quality (cell viability), the 


