
 

 

§493.1445 Standard; Laboratory director responsibilities 
 
(e)(7) that patient test results are reported only when the system is functioning 
properly; 
 
D6098 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1445 Standard; Laboratory director responsibilities 
 
(e)(8) Ensure that reports of test results include pertinent information required for 
interpretation; 
 
D6099 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1445 Standard; Laboratory director responsibilities 
 
(e)(9) Ensure that consultation is available to the laboratory’s clients on matters 
relating to the quality of the test results reported and their interpretation 
concerning specific patient conditions; 
 
D6100 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1445 Standard; Laboratory director responsibilities 
 
(e)(10) Ensure that a general supervisor provides on-site supervision of high 
complexity test performance by testing personnel qualified under §493.1489(b)(4); 
 
D6101 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1445 Standard; Laboratory director responsibilities 
 
(e)(11) Employ a sufficient number of laboratory personnel with the appropriate 
education and either experience or training to provide appropriate consultation, 
properly supervise and accurately perform tests and report test results in 
accordance with the personnel responsibilities described in this subpart; 
 
D6102 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1445 Standard; Laboratory director responsibilities 
 



 

 

(e)(12) Ensure that prior to testing patients’ specimens, all personnel have the 
appropriate education and experience, receive the appropriate training for the type 
and complexity of the services offered, and have demonstrated that they can 
perform all testing operations reliably to provide and report accurate results; 
 
D6103 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§493.1445 Standard; Laboratory director responsibilities 
 
(e)(13) Ensure that policies and procedures are established for monitoring 
individuals who conduct preanalytical, analytical, and postanalytical phases of 
testing to assure that they are competent and maintain their competency to process 
specimens, perform test procedures and report test results promptly and 
proficiently, and whenever necessary, identify needs for remedial training or 
continuing education to improve skills; 
 
Interpretive Guidelines §493.1445(e)(13) 
 
Personnel performing only preanalytic and postanalytic activities are not required to be 
listed on Form 209. Surveyors do not normally check for documented competency 
evaluation on these individuals. However, if you discover problems in the laboratory and 
you find that a factor in these problems is poor performance of incompetent staff, cite 
D6030 or D6103 (laboratory director). 
 
D6106 
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15) 
 
§493.1445 Standard; Laboratory director responsibilities 
 
(e)(14) Ensure that an approved procedure manual is available to all personnel 
responsible for any aspect of the testing process; and 
 
Interpretive Guideline §493.1445(e)(14) 
 
The laboratory director can delegate to the technical supervisor the responsibility of 
making the procedure manual available, but cannot delegate the responsibility for signing 
new and revised procedures. 
 
D6107 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1445 Standard; Laboratory director responsibilities 
 
(e)(15) Specify, in writing, the responsibilities and duties of each consultant and 


