
 

 

the PT event.  If the laboratory is unsuccessful in PT performance for cholesterol 
and the CLIA certificate is limited for cholesterol, the laboratory would be 
precluded from performing cholesterol by any test method. 

 
• A multisite laboratory that performs testing at the various sites under a single 

certificate must participate in PT for each analyte listed in Subpart I that is under 
that certificate.  The performance of PT testing events may be rotated between 
different sites, provided the primary method at the time of the PT event is used to 
perform the PT.  All samples from the testing event must be evaluated at a single 
site.  Should the facility not perform successfully for an analyte, that analyte may 
not be tested at any location under that certificate. 

 
• A laboratory with multiple sites covered by a single certificate that participates 

in one PT program per analyte, must be aware that a failure in PT could lead 
to the limitation or revocation of its certificate for all sites for the failed 
analyte, subspecialty, or specialty, not just the one participating in PT. 

 
When problems occur that cannot be resolved with the instructions in these 
guidelines, gather all information available and consult with the RO for guidance 
and resolution. 

 
D2001 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§493.801(a) Standard:  Enrollment 
 
The laboratory must-- 
 
(1) Notify HHS of the approved program or programs in which it chooses to 
participate to meet proficiency testing requirements of this subpart. 
 
(2)(i) Designate the program(s) to be used for each specialty, subspecialty, and 
analyte or test to determine compliance with this subpart if the laboratory 
participates in more than one proficiency testing program approved by CMS; and 
 
Interpretive Guidelines §493.801(a)(1)-(a)(2)(i) 
 
For late enrollment, refer to Laboratory Director Responsibilities (D6015 Moderate 
Complexity or D6088 High Complexity). 
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§493.801(a) Standard:  Enrollment 
 


