
 

 

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. 
 



 

 

D5507 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1261 Standard:  Bacteriology 
 
(b) For antimicrobial susceptibility tests, the laboratory must check each batch of 
media and each lot number and shipment of antimicrobial agent(s) before, or 
concurrent with, initial use, using approved control organisms. 
 

(b)(1)  Each day tests are performed, the laboratory must use the 
appropriate control organism(s) to check the procedure.  

 
(b)(2)  The laboratory’s zone sizes or minimum inhibitory concentration for 
control organisms must be within established limits before reporting patient 
results. 

 
Interpretive Guidelines §493.1261(b)(1-2) 
 
“Approved control organism(s)” means either an appropriate control strain or an 
equivalent strain as defined below. 
 
The laboratory must ensure proper standardization of the inoculum (e.g., use a 0.5 
McFarland standard or its optical equivalent, or follow manufacturer’s instructions for a 
commercially available system).   
 

Antimicrobial Disk Diffusion Susceptibility 
(Bauer, Kirby, Sherris and Turk Method) 

 
Each new batch of medium and each new lot/shipment of antimicrobial disks must be 
checked as follows: 
 

ANTIMICROBIAL DISK SUSCEPTIBILITY TEST 
Appropriate Control 
Strain 

Each New Batch 
of Media and Disks 

Each Day If Isolates Are: 

S. aureus ATCC 25923 or 
equivalent** 

X Staphylococcus spp. 
 

E. coli ATCC 25922 or 
equivalent** 

X Enterobacteriaceae 
 

P. aeruginosa ATCC 27853 
and E. coli ATCC 25922 or 
equivalent**  

X Pseudomonas aeruginosa 
Acinetobacter spp. 

 
 
The above table provides guidance to surveyors of the checks required for each new 
batch of medium and each new lot/shipment of antimicrobial disks.  These must be 


