
 

 

enroll and successfully participate in a CMS-approved proficiency testing program for 
HPV. Laboratories should refer to Subpart H for further information.   For example:  A 
Cytology laboratory that performs HPV testing must have a CLIA certificate that 
includes the subspecialty of Virology. 
 
§493.833 Condition:   Diagnostic immunology 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
The specialty of diagnostic immunology includes for purposes of proficiency testing 
the subspecialties of syphilis serology and general immunology. 
 
D2066 
 
§493.835 Standard:  Syphilis Serology 
 
(a) Failure to attain an overall testing event score of at least 80 percent is 
unsatisfactory performance. 
 
D2067 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§493.835 Standard; Syphilis serology 
 
(b) Failure to participate in a testing event is unsatisfactory performance and results 
in a score of 0 for the testing event. 
 
Consideration may be given to those laboratories failing to participate in a testing 
event only if-- 
 
(1) Patient testing was suspended during the time frame allotted for testing and 
reporting proficiency testing results; 
 
(2) The laboratory notifies the inspecting agency and the proficiency testing 
program within the time frame for submitting proficiency testing results of the 
suspension of patient testing and the circumstances associated with failure to 
perform tests on proficiency testing samples; and 
 
(3) The laboratory participated in the previous two proficiency testing events. 
 
D2071 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§493.835 Standard; Syphilis serology 
 
(c) Failure to return proficiency testing results to the proficiency testing program 



 

 

within the time frame specified by the program is unsatisfactory performance and 
results in a score of 0 for the testing event. 
 
D2072 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§493.835 Standard; Syphilis serology 
 
(d)(1) For any unsatisfactory testing event for reasons other than a failure to 
participate, the laboratory must undertake appropriate training and employ the 
technical assistance necessary to correct problems associated with a proficiency 
testing failure. 
 
(2) For any unacceptable testing event score, remedial action must be taken and 
documented, and the documentation must be maintained by the laboratory for two 
years from the date of participation in the proficiency testing event. 
 
D2074 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.835 Standard; Syphilis serology 
 
§493.835(e) Failure to achieve an overall testing event score of satisfactory 
performance for two consecutive testing events or two out of three consecutive 
testing events is unsuccessful performance. 
 
D2075 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§493.837 Standard; General immunology 
 
Refer to Subpart I for analytes or tests for which laboratory PT performance is to be 
evaluated. 
 
NOTE:  If a laboratory performs both a quantitative and a qualitative procedure of a test 
or analyte, it may choose which to enroll in to fulfill the enrollment requirement.  It need 
not enroll in both quantitative and qualitative PT for the same analyte. 
 
(a) Failure to attain a score of at least 80 percent of acceptable responses for each 
analyte in each testing event is unsatisfactory analyte performance for the testing 
event. 
 
D2076 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 


