
 

 

(2)(ii) For those tests performed by the laboratory that are not included in subpart I 
of this part, a laboratory must establish and maintain the accuracy of its testing 
procedures, in accordance with §493.1236(c)(1). 
 
Interpretive Guidelines §493.801(a) 
 
During the on-site survey, verify that the laboratory is enrolled in an approved program 
or programs for all specialties, subspecialties, analytes, or tests listed in Subpart I for 
which it performs patient testing. 
 
To meet the requirements of this section, it may be necessary for a laboratory to enroll in 
more than one program to cover all tests listed in Subpart I for which the laboratory 
performs testing.  The approved program in which a laboratory has enrolled may not 
offer every analyte that the laboratory performs.  The laboratory must then enroll in an 
additional program(s) to cover the testing not included in the first program.   
 
The laboratory must indicate to the PT program which specialty, subspecialty, analyte, or 
test it intends the program to grade and score for regulatory purposes.  This is particularly 
necessary when the laboratory subscribes to multiple PT modules that contain the same 
analyte(s). 
 
D2004 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§493.801(a) Standard: Enrollment 
 
(a)(3) For each specialty, subspecialty and analyte or test, participate in one 
approved proficiency testing program or programs, for one year before designating 
a different program and must notify CMS before any change in designation; and 
 
Interpretive Guidelines §493.801(a)(3) 
 
When a laboratory initially applies for CLIA certification or adds a specialty or 
subspecialty in the middle of the calendar year, it may change PT programs at the next 
enrollment period instead of having to wait until a full year has passed. Otherwise, 
laboratories may not change programs after they have enrolled and participated in a PT 
program for a given calendar year. 
 
D2005 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§493.801(a) Standard:  Enrollment 
 
(a)(4) Authorize the proficiency testing program to release to HHS all data required 
to-- 



 

 

 
Interpretive Guidelines §493.801(a)(4) 
 
The laboratory director authorizes PT data to be released to regulatory agencies when 
he/she signs the CLIA application for certification.  The laboratory should also provide 
the PT program with the appropriate accreditation organization or Federal or State 
Agency address to which PT results must be sent.  Laboratories that are accredited by a 
CMS-approved accreditation organization must meet the PT requirements in subpart H of 
the CLIA regulations, including, but not limited to, releasing all required PT data to its 
accreditation organization (§493.551(b)(3)). 
 
All CLIA-exempt laboratories must enroll and participate in a CMS-approved program(s) 
for all analytes performed that are listed in Subpart I. 
 
 (i) Determine the laboratory’s compliance with this subpart; and 
 
 (ii) Make PT results available to the public as required in section 353(f)(3)(F) 
of the Public Health Service Act. 
 
D2006 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§493.801(b) Standard:  Testing of proficiency testing samples 
 
(b)The laboratory must examine or test, as applicable, the proficiency testing 
samples it receives from the proficiency testing program in the same manner as it 
tests patient specimens.  This testing must be conducted in conformance with 
paragraph (b)(4) of this section.  If the laboratory’s patient specimen testing 
procedures would normally require reflex, distributive, or confirmatory testing at 
another laboratory, the laboratory should test the proficiency testing sample as it 
would a patient specimen up until the point it would refer a patient specimen to a 
second laboratory for any form of further testing. 
 
Interpretive Guidelines §493.801(b) 
 
Review testing records to determine if special handling was given to PT samples.  
Consider the unique requirements of many PT samples when evaluating “same manner” 
of testing.  The laboratory should document any necessary reconstitution, longer mixing 
times, unit conversion of results, etc., as required in §493.801(b)(5). 
 
A laboratory that routinely performs only presumptive testing or screening methods and 
refers patient samples to another laboratory for definitive or confirmatory testing or 
comparison of test results must not refer PT samples to another laboratory for 
confirmatory testing.  A laboratory should limit the testing of PT specimens to that 
which is done in-house.  With the exception of specimen preparation such as 
Immunohistochemistry (IHC) staining, laboratories need to take great care to avoid 


