
 

 

(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 



 

 

each supervisor, as well as each person engaged in the performance of the 
preanalytic, analytic, and postanalytic phases of testing, that identifies which 
examinations and procedures each individual is authorized to perform, whether 
supervision is required for specimen processing, test performance or result 
reporting and whether supervisory or director review is required prior to reporting 
patient test results. 
 
Interpretive Guidelines §493.1445(e)(15) 
 
The director must assign, in writing, the duties/responsibilities to each person involved in 
all phases of the testing process.  The list of assigned duties must be current. 
 
D6108 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1447 Condition:  Laboratories performing high complexity testing; 
technical supervisor 
The laboratory must have a technical supervisor who meets the qualification 
requirements of §493.1449 of this subpart and provides technical supervision in 
accordance with §493.1451 of this subpart. 
 
Guidelines §493.1447  
 
The Condition of technical supervisor is not met when the technical supervisor: 
 

• Position is not filled; 
 
• Is not qualified; or 
 
• Does not fulfill the technical supervisor responsibilities 

 
D6109 
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17) 
 
§493.1449 Standard; Technical supervisor qualifications 
 
The laboratory must employ one or more individuals who are qualified by 
education and either training or experience to provide technical supervision for 
each of the specialties and subspecialties of service in which the laboratory performs 
high complexity tests or procedures. The director of a laboratory performing high 
complexity testing may function as the technical supervisor provided he or she 
meets the qualifications specified in this section. 
 
Interpretive Guidelines §493.1449 
 


