
 

 

(b)(1)The individual testing or examining the samples and the laboratory director 
must attest to the routine integration of the samples into the patient workload using 
the laboratory’s routine methods. 
 
Interpretive Guidelines §493.801(b)(1) 
 
This requirement is NOT to be interpreted as prohibiting more than one testing individual 
from performing PT if the laboratory routinely performs patient testing using more than 
one “individual”. PT samples are to be tested in the same manner as patient specimens. IF 
patient specimens are tested using procedures that require more than one individual to 
perform, PT must be performed in the same manner. 
 
Review records to ensure that the analyst or analysts performing the testing and the 
director or his/her designee have signed a statement attesting that PT samples were tested 
in the same manner as patient specimens. For moderate complexity testing, in accordance 
with §493.1407(e)(4)(i), the director may delegate the responsibility for signing the 
attestation statement to a technical consultant meeting the qualifications of §493.1409.  
For high complexity testing, in accordance with §493.1445(e)(4)(i), the director may 
delegate the responsibility for signing the attestation statement to a technical supervisor 
meeting the qualifications of §493.1447. 
 
D2010 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§493.801(b) Standard:  Testing of proficiency testing samples 
 
(b)(2)The laboratory must test samples the same number of times that it routinely 
tests patient samples. 
 
D2011 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§493.801(b) Standard:  Testing of proficiency testing samples 
 
(b)(3)Laboratories that perform tests on proficiency testing samples must not 
engage in any inter-laboratory communications pertaining to the results of 
proficiency testing sample(s) until after the date by which the laboratory must 
report proficiency testing results to the program for the testing event in which the 
samples were sent. 
 
Laboratories with multiple testing sites or separate locations must not participate in 
any communications or discussions across sites/locations concerning proficiency 
testing sample results until after the date by which the laboratory must report 
proficiency testing results to the program. 
 



 

 

Interpretive Guidelines §493.801(b)(3) 
 
Handle allegations of inter-laboratory communications or referral of proficiency testing 
specimens as a complaint and investigate using the complaint investigation procedures 
outlined in §6136 of the SOM.  Immediately contact the RO if you find evidence to 
support these kinds of allegations. 
 
D2013 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§493.801(b) Standard:  Testing of proficiency testing samples 
 
(b)(4) The laboratory must not send proficiency testing samples or portions of 
proficiency testing samples to another laboratory for any analysis for which it is 
certified to perform in its own laboratory. Any laboratory that CMS determines 
intentionally referred a proficiency testing sample to another laboratory for analysis 
may have its certification revoked for at least one year. If CMS determines that a 
proficiency testing sample was referred to another laboratory for analysis, but the 
requested testing was limited to reflex, distributive, or confirmatory testing that, if 
the sample were a patient specimen, would have been in full conformance with 
written, legally accurate and adequate  standard operating procedures for the 
laboratory’s testing of patient specimens, and if the proficiency testing referral is 
not a repeat proficiency testing referral, CMS will consider the referral to be 
improper and subject to alternative sanctions in accordance with § 493.1804(c), but 
not intentional.  Any laboratory that receives a proficiency testing sample from 
another laboratory for testing must notify CMS of the receipt of that sample 
regardless of whether the referral was made for reflex or confirmatory testing, or 
any other reason. 
 
Interpretive Guidelines §493.801(b)(4) 
 
The regulation refers to referral of PT specimens to another laboratory for analysis. 
 
For those tests not listed under Subpart I (not regulated), the laboratory is free to enroll in 
a PT program to verify the accuracy of their test or procedure. Due to the breadth of the 
statutory bar on PT sample referrals, however, laboratories should take great measures to 
avoid sending any such PT samples (or test results) to another laboratory for any reason 
prior to the PT testing event cutoff date.  The PT referral consequences (loss of certificate 
and bar on owner/operator) apply equally to all PT testing samples and results. 
 
Do not solicit a Plan of Correction from a laboratory when it has been determined that the 
laboratory intentionally referred its PT samples to another laboratory for analysis.   
Immediately notify the RO recommending revocation of the certificate (a statutory 
requirement) and forward to the RO all documentation necessary to support the findings. 
 
 


