
 

 

 
If a laboratory screens cultures for growth or no growth, reports “No growth” and refers 
all growth to a reference laboratory, the screening laboratory must perform applicable 
quality control of the media. 
 
D5479 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§493.1256 Standard:  Control procedures 
 
(e)(5) Follow the manufacturer’s specifications for using reagents, media, and 
supplies and be responsible for results. 
 
Interpretive Guidelines §493.1256(e)(5) 
 
The laboratory must meet any and all regulatory requirements and comply with the 
manufacturer’s requirements to the extent that the manufacturer’s requirements do not 
conflict with any regulatory requirements.  We encourage laboratories to also comply 
with the manufacturer’s recommendations for testing to the extent that the manufacturer’s 
recommendations do not conflict with any regulatory requirements. 
 
D5481 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1256 Standard:  Control procedures 
 
(f) Results of control materials must meet the laboratory’s and, as applicable, the 
manufacturer’s test system criteria for acceptability before reporting patient test 
results. 
 
§493.1256(g) The laboratory must document all control procedures performed. 
 
Interpretive Guidelines §493.1256(g) 
 
The actual measurement(s) taken, reactions and/or observations must be recorded. 
 
D5485 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§493.1256 Standard:  Control procedures 
 
(h) If control materials are not available, the laboratory must have an alternative 
mechanism to detect immediate errors and monitor test system performance over 
time.  The performance of alternative control procedures must be documented. 
 

 


