
 

 

using automated and semi-automated screening devices, the laboratory must follow 
manufacturer’s instructions for preanalytic, analytic, and postanalytic phases of 
testing, as applicable, and meet the applicable requirements of this subpart K. 
 
Interpretive Guidelines §493.1274(g) 
 
Some automated devices, such as instruments where only a portion of the slide is 
reviewed, may have a higher workload limit than 100 slides.  This must be stated in the 
manufacturer’s product insert to be applicable.  However, the maximum workload limit 
for those slides which require 100% manual review (as a result of automated or semi-
automated analysis OR in the routine workload) remains 100 slides. 
 
Probes §493.1274(g) 
 
When technology (automated/semi-automated devices) is introduced into the laboratory, 
how does the laboratory ensure its operation is within the specifications of previous 
methods used by the laboratory? 
 
Some automated devices remove a percentage of the slides from the workload.  How 
does the laboratory ensure that the correct slides are archived? 
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§493.1274 Standard: Cytology 
 
(h) Documentation. The laboratory must document all control procedures 
performed, as specified in this section. 
 
Interpretive Guidelines §493.1274(h) 
 
QC records should include lot numbers, date prepared/opened, expiration dates, the actual 
measurements, reactions, and/or observations and demonstrate that controls were tested 
when shipments of reagents, stains, or kits were opened or when the laboratory prepared 
these materials. 
 
The actual measurements(s) taken, reactions and/or observations must be recorded.  
However, do not dictate the acceptable format for documentation. 
 
The laboratory must maintain documentation to demonstrate that ten percent of the 
negative cases were rescreened. 
 
All QC records must be maintained for two years, for example:  five year retrospective 
review, 10 percent rescreens, cytology/histology correlations, cytotechnologist’s 
performance evaluations, individual’s and laboratory’s statistics (use D3031).  Use 
D3043 for retention of glass slides and D3041 for retention of patient test reports. 



 

 

 
The laboratory must document the evaluation of quality control data and ensure that 
corrective actions are effective. Use D5793. 
 
NOTE:  Please refer to D2064 and D6116 for laboratories performing Human 
Papillomavirus (HPV) testing. 
 
Probes §493.1274(h) 
 
What information is documented on the quality control records? 
 
What records does the laboratory maintain to document that stains are filtered or changed 
when necessary? 
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§493.1276 Standard:  Clinical Cytogenetics 
 
(a) The laboratory must have policies and procedures for ensuring accurate and 
reliable patient specimen identification during the process of accessioning, cell 
preparation, photographing or other image reproduction technique, photographic 
printing, and reporting and storage of results, karyotypes, and photographs. 
 
Interpretive Guidelines §493.1276(a) 
 
When condition level deficiencies in Clinical Cytogenetics are in any or all phases of 
testing, use D5034. 
 
Determine which of the following services may be provided: 
 

• Tissue Cultures (e.g., skin, lung, product of conception);  
 
• Bone Marrow Cultures; 
 
• Solid Tumors; 
 
• Lymph Nodes; 
 
• Chorionic Villus Samples (CVS); 
 
• Peripheral Lymphocyte Cultures; 
 
• Amniotic Fluid Cultures; 
 
• High resolution chromosome analysis; 
 


