Laboratory Director Responsibilities
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Quality Assurance & Testing Quality Control & Programs Personnel Qualifications

Ensure that tests provide the required quality of results and Establish and maintain robust Quality Control (QC) and Verify that all testing personnel possess the appropriate
maintain acceptable levels of analytic performance. This Quality Assurance (QA) programs to identify and address education, training, and experience before handling patient
includes enrollment in proficiency testing, timely sample failures in quality as they occur. samples.

analysis, result review, and corrective actions for deviations.
Only report patient results when test systems are functioning

properly.
+
Personnel Competency Roles & Responsibilities Staffing Levels
Implement policies and procedures to monitor testing Clearly specify in writing each person's roles and Employ a sufficient number of trained and educated
personnel, ensuring competency is maintained across all responsibilities (e.g., supervisors, consultants, testing personnel to meet the laboratory's operational needs.
phases of testing and reporting. Identify and provide personnel) and whether supervision is required for testing or
necessary remedial training. reporting patient results.
+
Procedure Manuals Test Reports & Consultation Safety & Environment
Ensure an approved procedure manual is readily available for Confirm that test reports contain all pertinent information Ensure the physical plant and environmental conditions are
all aspects of testing, and that general supervisors provide required for interpretation and that consultation services are safe, protecting employees from chemical, physical, and

on-site oversight. available as needed. biohazards.



I. Introduction to CLIA and Laboratory Director Role

Key Concepts:

CLIA

The Clinical Laboratory
Improvement Amendments (1988)
regulate all U.S. facilities that test
human specimens for health
assessment or to diagnose,
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Talking Points:
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Quality Standards

CLIA establishes quality standards
for laboratory testing, including
personnel qualifications.
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* The LD must ensure the lab is in compliance with all CLIA regulations.

* LD responsibilities differ slightly depending on the testing complexity level.
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Laboratory Director

The Laboratory Director (LD) is the
individual legally responsible for
the overall operation and
administration of the lab.
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CLIA divides labs into three complexity levels: waived, moderate, and high complexity.



II. CLIA Laboratory Director Responsibilities

A. General Responsibilities (Applicable to All Labs)

Ensure compliance with applicable regulations

Maintain laboratory certification

Establish test procedures and ensure their validity

Ensure physical and environmental conditions are adequate

Implement quality systems to monitor performance
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Be available for consultation and problem-solving



B. For Moderate and High Complexity Testing Labs

(42 CFR 8493.1407 and 8493.1445)

—— o

Proficiency Testing

Personnel Oversight

Ensure all personnel meet CLIA qualifications
Assign duties to qualified individuals

Ensure that testing personnel receive proper training
and competency assessments

Designate technical consultants, supervisors, and
testing personnel as needed

Enroll the lab in an approved proficiency testing (PT)
program

Ensure PT samples are tested as patient specimens
Review PT results and take corrective action if necessary

Investigate unsatisfactory performance and
document follow-up



B. For Moderate and High Complexity Testing Labs
(continued)

———— o

Quality Assurance and Control

Ensure the lab has an effective Quality Management
System (QMS)

Oversee development and implementation of QC and
QA plans

Review quality assessment data and ensure corrective
actions are taken

Monitor analytic performance and patient test result
accuracy

Test Validation and Verification

Approve new test procedures and verify performance
specifications

Ensure analytical performance (accuracy, precision,
sensitivity, specificity, reportable range) is established
before patient testing begins

Re-validate any test after significant changes



B. For Moderate and High Complexity Testing Labs
(continued)
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Recordkeeping and Documentation Regulatory Compliance

* Ensure records are maintained (test results, QC, PT, * Participate in inspections and respond to deficiencies
personnel files, maintenance logs) * Ensure corrective actions are taken for citations or

* Maintain documentation for the duration required compliance issues
(generally 2 years for moderate complexity, 2-10 * Ensure compliance with OSHA, HIPAA, and other
years for high complexity depending on the record applicable laws

type)



III. Case Scenarios and Discussion
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Scenario 1: PT Failure

Your laboratory receives an "unsatisfactory" score on a PT event. What are the immediate responsibilities of the
Laboratory Director?

Answer Discussion:

* Review PT results

* Conduct root cause analysis

* Document corrective action

* Implement preventive strategies

* Report actions taken to accrediting body
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Scenario 2: Personnel Issue

A technician is performing moderate complexity testing but lacks documentation of required education. What must the LD dp?

Answer Discussion:

* Remove the individual from testing duties
* Document the non-compliance

* Provide retraining or require additional qualifications

* Notify HR or compliance officer as needed /

\_
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Scenario 3: New Test Implementation

Your lab wants to start offering a high-complexity LDT. What is the LD's role?

Answer Discussion:

* Approve and validate the test method

Ensure training and competency of personnel

Update SOPs and QC procedures

Submit validation summary to accrediting agency if required




IV. Review and Conclusion

Key Takeaways:

/

The Laboratory Director is legally
and professionally responsible for
the operation of the lab.
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The LD must ensure testing
accuracy, compliance, and staff
competency.
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CLIA regulations set clear
expectations for LD involvement in

documentation.

quality systems, test validation, and
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Gather Documents

Proficiency Testing Reports
Updated CAP Activity Menu

Personnel Files- Job description, credentials, degrees, transcripts,
resume, continuing education, annual trainings, annual
competency evaluation with 6 items, new procedure trainings.

CAP, CLIA, FDA, Local certs, post CAP poster on wall
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Instruments

Q Instrumentation list, PM dates,

PM report/ Invoice, function
checks, performance verification,
maintenance and repair logs,
daily QC (including corrective
actions) for; centrifuges,
microscopes, incubators, heat
blocks, refrigerators, freezers,
biological safety cabinets, fume
hoods, volumetric glassware
pipettes.

Q For thermometers: records of

traceability to NIST standards,
verification records for non NIST
policies and procedures for
verification.

Q Ensure previous deficiencies

have been corrected, and
monitored for effective
correction



Procedure Manuals

Biennial Director and Staff Sign Off

Document control system, how do you ensure the latest
copies are read by everyone and available? (If copies of
manuals, all copies updated)

Are there any new or significantly revised procedures?




Tests and Methods

Q New Methods or Procedures introduced in the last two Q If a new method replaces an old method, client
years - Documentation of accuracy, precision, notifications prior to use.
interferences, reportable range), Director review and

signature.

O Discontinued policies, date taken out of service, 2-year Q Staff training records
retention



Critical Results

Reporting

How are they reported?
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Documentation

How are they documented?

\-

Verbal Communication

If verbal, ensure read back occurs
and is documented.
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Specimen Collection and Handling

Q Specimen collection manual and training for new users Q Compare policies and procedures to what is actually
done- ensure unique identifiers are in place on
specimens (slides, aliquots, etc.)

O What course of action would techs take in the event of Q Review your specimen rejection logs
an unacceptable or suboptimal sample?



Reference Intervals

How do you establish or verify reference
intervals?

Reference intervals must be established or verified for each test
to ensure accurate interpretation of patient results. This process
should be documented and reviewed regularly.

Normal Reference Intervals




Instruments and Equipment

Q Review policies and procedures, function checks, performance verification records, maintenance logs, repair records,

temperature or control charts, and corrective action logs.

Thermometers

O Records of traceability and NIST standards. Verification records, policies and procedures for non NIST thermometers.



Reagents

A

Storage Conditions

Proper storage conditions are met, and
labels have required elements (date
prepared, expiration date).

Expiration Dates

No reagents past expiration date.

P7 e
Verification

Records of new lot verification,
verification materials



Laboratory Director Checklist Summary

Documentation

Ensure all required documents are
maintained and up-to-date

Compliance

Maintain regulatory compliance with
CLIA and other standards

Equipment

Verify all instruments are properly
maintained and calibrated

Personnel

Confirm staff qualifications and
competency assessments

Quality Control

Review QC data and ensure corrective
actions are documented



	Slide 1
	Slide 2
	Slide 3
	Slide 4
	Slide 5
	Slide 6
	Slide 7
	Slide 8
	Slide 9
	Slide 10
	Slide 11
	Slide 12
	Slide 13
	Slide 14
	Slide 15
	Slide 16
	Slide 17
	Slide 18
	Slide 19
	Slide 20

