
 

 

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 


