Laboratory Director University

Laboratory Director Delegation of Responsibilities

A Laboratory Director has many duties and responsibilities in the laboratory. Certain duties and responsibilities may be
delegated to other laboratory personnel.

Required personnel for laboratories performing nonwaived moderate complexity testing:
e Laboratory director
e C(linical consultant
e Technical consultant
e Testing personnel

Required personnel for laboratories performing nonwaived high complexity testing:

e Laboratory director
e (Clinical consultant
e Technical supervisor

e General supervisor 2 S 2
e Testing personnel Y e §
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If a Laboratory Director (LD) delegates their responsibilities, they Q_V} v N ‘ ~ \;:'/
remain responsible for ensuring that all duties are performed ' 9‘ 1" N )
properly. The LD must ensure that the individuals to whom @ & A Eﬁs 2 ﬂ g
responsibilities are delegated meet the required qualifications to b3 é ioth xR
perform LD duties. For example, if the LD delegates oversight of > JPN
guality control and quality assessment programs, the LD must ensure =8 ‘ l\

these personnel meet the qualifications for Technical Consultant or
Technical Supervisor based on the complexity of the testing
performed. The LD can ensure delegated responsibilities are
completed by taking the following actions:

e Remain involved in the laboratory activities
e Communicate clear expectations

e Review proficiency testing (PT) results

e Review quality assessment (QA) processes
e Conduct random reviews

e Monitor quality control (QC) procedures

e Perform routine personnel evaluations

This graphic depicts which duties and responsibilities can and cannot be delegated to other laboratory
personnel. Laboratory director’s responsibilities cannot be delegated to testing personnel. The LD must indicate,
in writing, which responsibilities will be delegated to any position.

This job aid is a component of the free, on demand CDC training course. Find course at https://reach.cdc.gov/training.
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eEnsure that testing systems in the laboratory are appropriate for the patient
population and provide quality test performance in all testing phases.

eEnsure that the physical and environmental laboratory conditions are
adequate and appropriate for the testing the laboratory performs.

eEnsure that the environment is safe from physical, chemical, and biological
hazards and the laboratory meets safety and biohazard requirements.

eEnsure the laboratory employs enough educated, experienced, trained, and
competent personnel.

*Ensure policies and procedures are reviewed, signed, dated, and approved.

eEnsure all employee responsibilities and duties are specified in writing.

*Be onsite at least once every 6 months, with at least 4 months between the
minimum 2 onsite visits. Be accessible for consultation as needed. Document
their visits and include evidence that they performed activities that fall

under their laboratory director's responsibilities.

Laboratory
Director

(responsibilities
that can not be
delegated)

eEnsure test reports include pertinent information for test interpretation.

eEnsure consultation is available and communicated to the laboratory's clients
on matters related to the quality of the test results reported and their
interpretation concerning specific patient conditions.

Delegate to

Clinical Consultant

...............................

eEnroll the laboratory in an HHS-approved PT program for the testing
performed and ensure that PT samples are tested in accordance with the
CLIA requirements, PT results are returned within the time frames

Delegate to established by the PT program, PT reports are reviewed by the appropriate
staff, and corrective action plans are followed when PT results are found to
Technical be unacceptable or unsatisfactory.
Supervisor (hlgh eEnsure the selection of the appropriate test method and verify the test
. method to determine accuracy and precision.
compIeX|ty) eEnsure the QC and QA programs are established and maintained.
-or- eEnsure the establishment and maintenance of acceptable analytical test
performance for each test system.
Technical eEnsure that all remedial actions are taken and documented.
eEnsure that all personnel receive the appropriate training, and demonstrate
Consultant that they can perform all testing operations reliably to provide and report
(moderate accurate results.
complexity) eEnsure that policies and procedures are established for monitoring

personnel competency in all phases of testing.
eEnsure remedial training or continuing education needs are identified.
eEnsure that an approved procedure manual is available to all personnel.
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eEnsure that all remedial actions are taken and documented when a test system
deviates from the laboratory's established performance specifications, and that

Delegate to

General patient test results are reported only when the system is functioning properly.
. eEnsure that orientation and training are provided to all testing personnel.
Su pervisor eEnsure that the competency of all testing personnel is evaluated and documented.
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