
 

 

 
• Proficiency testing performance. 

 
An example would be monitoring the type and number of complaints received by the 
laboratory such as a particular client continuously complaining about the laboratory’s 
failure to promptly respond to STAT test requests.  The laboratory must have 
documentation that the complaint was investigated and appropriate action taken to correct 
the problem. 
 
Verify that the laboratory has a system in place for monitoring and evaluating 
confidentiality of patient information. 
 
Probes §493.1239(a) 
 
How does the laboratory ensure that an individual who had problems in performance is 
competent after appropriate retraining and technical assistance is completed? 
 
How does the laboratory determine which complaints require investigation and which do 
not? 
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§493.1239 Standard:  General laboratory systems quality assessment 
 
(b) The general laboratory systems quality assessment must include a review of the 
effectiveness of corrective actions taken to resolve problems, revision of policies and 
procedures necessary to prevent recurrence of problems, and discussion of general 
laboratory systems quality assessment reviews with appropriate staff. 
 
Interpretive Guidelines §493.1239(b) 
 
Review assessment policies, procedures and reports to verify that the laboratory has a 
system in place to ensure continuous improvement.  Corrective action reports are one 
indication that the laboratory is monitoring and evaluating laboratory performance and 
the quality of services. 
 
Probes §493.1239(b) 
 
When problems are identified in personnel competency, what corrective actions are 
instituted to improve employee performance? 
 
When the laboratory identifies a problem, are corrective actions taken? Are these actions 
documented and monitored for effectiveness? 
 
How does the laboratory prevent reoccurrences of problems? 



 

 

 
How does the laboratory identify and document potential communication problems and 
any corrective actions that are taken (e.g., with staff, referral laboratories)? 
 
Have the corrective actions that were taken as a result of failures in proficiency testing 
(PT) and/or verification of accuracy testing (as required under subpart H) improved 
performance? 
 
(c) The laboratory must document all general laboratory systems quality assessment 
activities. 
 
Interpretive Guidelines §493.1239(c) 
 
Laboratories must document the steps taken to identify and correct problems, and any 
efforts to prevent recurrences.  This includes laboratory policies amended due to QA 
activities. 



 

 

PREANALYTIC SYSTEMS 
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§493.1240 Condition:  Preanalytic systems 
 
Each laboratory that performs nonwaived testing must meet the applicable 
preanalytic system(s) requirements in §§493.1241 and 493.1242, unless HHS 
approves a procedure, specified in Appendix C of the State Operations Manual 
(CMS Pub. 7), that provides equivalent quality testing.  The laboratory must 
monitor and evaluate the overall quality of the preanalytic systems and correct 
identified problems as specified in §493.1249 for each specialty and subspecialty of 
testing performed. 
 
Interpretive Guidelines §493.1240 
 
Preanalytic refers to all steps taken prior to the actual testing of a patient specimen from 
the test request to the actual testing of the specimen. The preanalytic systems 
requirements fall into three distinct standards: test requests; specimen submission, 
handling, and referral; and preanalytic systems quality assessment.  
 
Significant deficiencies cited under this condition may indicate deficiencies under 
personnel responsibilities.  Use D5300 when deficiencies are identified that have the 
potential to, or are adversely affecting patient testing, or when they are systemic and 
pervasive throughout the laboratory, and are not limited to any one specialty or 
subspecialty. 
 
To determine which tests are categorized as waived or nonwaived testing (i.e., moderate 
and high complexity tests), refer to the following web link for the FDA categorization 
database 
(http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCLIA/Search.cfm?sAN=0). Test 
systems, assays and examinations not included in this listing (i.e., not yet categorized) are 
considered high complexity. 
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§493.1241 Standard:  Test request 
 
(a) The laboratory must have a written or electronic request for patient testing from 
an authorized person. 
 
Interpretive Guidelines §493.1241(a) 
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