
 

 

with the initial report)? Use D5821. 
 
How does the laboratory include the cause or reason for the correction in the report? 
 
D5660 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§493.1274 Standard:  Cytology 
 
(f) Record and slide retention. 
 
(f)(1) The laboratory must retain all records and slide preparations as specified in 
§493.1105. 
 
D5661 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1274 Standard:  Cytology 
 
(f)(2) Slides may be loaned to proficiency testing programs in lieu of maintaining 
them for the required time period, provided the laboratory receives written 
acknowledgment of the receipt of slides by the proficiency testing program and 
maintains the acknowledgment to document the loan of these slides. 
 
(f)(3) Documentation of slides loaned or referred for purposes other than 
proficiency testing must be maintained. 
 
D5663 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1274 Standard:  Cytology 
 
(f)(4) All slides must be retrievable upon request. 
 
Probes §493.1274(f)(4) 
 
If the laboratory loans slides, what protocol has been established to ensure prompt return 
of slides, when necessary? 
 
D5665 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1274 Standard:  Cytology 
 
(g) Automated and semi-automated screening devices. When performing evaluations 



 

 

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? 
 
D5667 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§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. 


