

	
	

	
	 CLIA Personnel Form – General Supervisor
  Form



	A. CLIA General Supervisor

	Name
	

	Laboratory
	

	Qualification CFR1
	

	☐   Temporary Position (optional)
	Start Date:
	End Date:


1Code of Federal Regulations – 42 Public Health Part 493, Laboratory Requirements

	B. CLIA General Supervisor Responsibilities

	Test System Responsibilities (List Test Systems)

	

	

	

	

	

	

	Position Responsibilities3

	☒	Day-to-day Supervision
· Provide day-to-day supervision of high complexity test performance by testing personnel qualified under Sec. 493.1489. §493.1463(a)(2)

	☒	Quality Control/Quality Assessment
· Monitor test analyses and specimen examinations to ensure that acceptable levels of analytic performance are maintained. §493.1463(a)(4)
· Resolve technical problems and ensure that remedial actions are taken whenever test systems deviate from the laboratory's established performance specifications. §493.1463(b)(1); §493.1451(b)(5)2
· Ensure that patient test results are not reported until all corrective actions have been taken and the test system is functioning properly.  §493.1463(b)(2); §493.1451(b)(6)2

	☒	Personnel – Training
· Provide orientation to testing personnel and identify training needs to assure individuals receive regular in-service training and education appropriate for testing performed. §493.1463(b)(3); §493.1451(b)(7)2

	☒	Personnel – Competency Assessment
· Evaluate testing personnel to assure they maintain competency to perform test procedures and report test results promptly, accurately, and proficiently.  Procedures for competency assessment must include, but are not limited to §493.1463(b)(4) §493.1451(b)(8)(i-vi)2:
i. Direct observation of routine patient test performance, including specimen handling and processing 
ii. Monitoring the recording and reporting of test results
iii. Review of intermediate test results or worksheets, quality control records, proficiency testing results, and preventive maintenance records
iv. Direct observation of performance of instrument maintenance and function checks
v. Assessment of test performance through testing previously analyzed specimens, internal blind testing samples, or external proficiency testing samples
vi. Assessment of problem solving skills
· Evaluate and document the performance of individuals at least semiannually during the first year the individual tests patient specimens.  Thereafter, evaluate performance at least annually unless test methodology or instrumentation changes, in which case, prior to reporting patient test results, the individual’s performance must be reevaluated to include the use of the new test methodology or instrumentation. §493.1451(b)(9)2

	Understanding and Acceptance of Responsibilities

	I have read and I understand the CLIA General Supervisor responsibilities outlined above and accept the responsibility to perform theses duties.


CLIA General Supervisor (sign/date)


2Responsibility reapportioned by the Technical Supervisor to the General Supervisor
3If responsibilities are split between multiple personnel, ensure that all responsibilities are covered in the laboratory overall.

	C. CLIA Technical Supervisor  – Qualifications and Reapportionment of Duties 

	The above named individual is qualified to perform the duties of CLIA General Supervisor based on education and experience, and attested to understanding and accepting the responsibilities of CLIA General Supervisor. As Technical Supervisor, I reapportion the Technical Supervisor responsibilities indicated above to the CLIA General Supervisor named above.


CLIA Technical Supervisor (sign/date)




	D. CLIA Laboratory Director – Approval

	As the CLIA Laboratory Director, I approve the individual named above to perform the CLIA General Supervisor responsibilities as indicated and reapportioned by the Technical Supervisor named above. 


CLIA Laboratory Director (sign/date)  



	Deactivation Date*:
	


*to be manually entered by the laboratory
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