
 

 

For bacteriology, XV discs or strips need only be checked with an organism that 
produces a positive reaction.  Use D5471. 
 
For guidelines for molecular amplification testing, use D5455. 
 
D5501 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1261 Standard:  Bacteriology 
 
(a)(1)  Each day of use for beta-lactamase methods other than Cefinase. 
 
Interpretive Guidelines §493.1261(a)(1) 
 
Beta-lactamase testing performed by acidometric, iodometric or chromogenic 
methodologies other than Cefinase must have positive and negative reactivity checked 
each day of use.  
 
For Cefinase, use D5471. 
 
D5503 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1261 Standard:  Bacteriology 
 
(a)(2)  Each week of use for Gram stains. 
 
D5505 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1261 Standard:  Bacteriology 
 
(a)(3)  When each batch (prepared in-house), lot number (commercially prepared), 
and shipment of antisera is prepared or opened, and once every 6 months 
thereafter. 
 
Interpretive Guidelines §493.1261(a)(3) 
 
In addition to Salmonella and Shigella antisera, antisera used for serotyping of 
homologous isolates, (i.e., streptococcal serotyping systems) must be checked for positive 
and negative reactivity.  Polyvalent antisera should be tested with at least one organism 
from each polyvalent group. 
 
Requirements for antisera QC apply to testing that has a direct impact on patient care. 
 


