
 

 

§493.1236 Standard:  Evaluation of proficiency testing performance 
 
(c)(1) Any test or procedure it performs that is not included in subpart I of this part. 
 
Interpretive Guidelines §493.1236(c)(1) 
 
Refer to subpart I, Proficiency Testing Programs for Nonwaived Testing.  Subpart I 
includes those specialties, subspecialties, analytes and tests that are considered regulated 
tests.  For those tests not listed in subpart I (not regulated), the laboratory must verify the 
accuracy of the test or procedure twice annually, including the accuracy of calculated 
results, if applicable. 
 
For those tests not listed under Subpart I, the laboratory may enroll in a PT program to 
verify the accuracy of their test or procedure.  However, under no circumstances may 
these PT samples be referred (or results communicated) to another laboratory for any 
reason prior to the PT testing event cut-off date.  The PT referral consequences (loss of 
certificate and bar on owner/operator) apply equally to all PT testing samples and results. 
(See D2013). 
 
D5219 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1236 Standard:  Evaluation of proficiency testing performance 
 
(c)(2) Any test or procedure listed in subpart I of this part for which compatible 
proficiency testing samples are not offered by a CMS-approved proficiency testing 
program. 
 
Interpretive Guidelines §493.1236(c)(2) 
 
Laboratory tests or procedures that are not compatible may include new or emerging 
technologies for which PT is not yet available. 
 
Probes §493.1236(c)(2) 
 
How does the laboratory verify accuracy of tests not included under subpart I or tests for 
which compatible PT samples are not available (e.g., blind testing of materials with 
known values, other external assessment programs, split samples with another laboratory 
instrument or method, comparison with Kodachrome slides from a reference source)? 
 
D5221 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1236 Standard:  Evaluation of proficiency testing performance 
(d) All proficiency testing evaluation and verification activities must be documented. 



 

 

 
Interpretive Guidelines §493.1236(d) 
 
Documentation must include review of all unsatisfactory scores and the corrective action 
taken. 
 
D5291 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§493.1239 Standard:  General laboratory systems quality assessment 
 
(a) The laboratory must establish and follow written policies and procedures for an 
ongoing mechanism to monitor, assess, and, when indicated, correct problems 
identified in the general laboratory systems requirements specified at §§493.1231 
through 493.1236. 
 
Interpretive Guidelines §493.1239(a)-(c) 
 
Quality Assessment (QA) is an ongoing review process that encompasses all facets of the 
laboratory’s technical and non-technical functions and all locations/sites where testing is 
performed.  QA also extends to the laboratory’s interactions with and responsibilities to 
patients, physicians, and other laboratories ordering tests, and other non-laboratory areas 
or departments of the facility of which it is a part. 
 
When the laboratory discovers an error or identifies a potential problem, actions must be 
taken to correct the situation.  This correction process involves identification and 
resolution of the problem, and development of policies that will prevent recurrence.  
Policies for preventing problems that have been identified must be written as well as 
communicated to the laboratory personnel and other staff, clients, etc., as appropriate.  
Over time, the laboratory must monitor the corrective action(s) to ensure the action(s) 
taken have prevented recurrence of the original problem. 
 
All pertinent laboratory staff must be involved in the assessment process through 
discussions or active participation. 
 
QA of the General Laboratory System includes assessing practices/issues related to: 
 

• Patient confidentiality; 
 
• Specimen identification and integrity; 
 
• Complaint investigations; 
 
• Communications; 
 
• Personnel competency; and  


