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Point of Care Testing Internal Inspection

Document Type: Procedure

|. PURPOSE AND OBJECTIVE:

A. To describe the process for internal inspection of clinical areas that perform Point of Care
(POC) testing and to outline procedures for documentation of inspections.

B. This document is only applicable to areas that are approved for testing under one of the
laboratory's Clinical Laboratory Improvement Amendments (CLIA) certificates.

Il. PRINCIPLE:

A. Point of Care (POC) staff trained in medical laboratory science perform random internal
inspections of clinical areas authorized to perform POC testing for the purpose of verifying
compliance with regulatory guidelines and providing quality assurance. This process is
designed to be mutually beneficial between testing areas and POC. Rounding in testing areas
conveys visibility of lab personnel and facilitates communication about issues related to
testing, quality control (QC), inventory, and training.

B. POC testing areas are inspected based on evaluation criteria provided in College of American
Pathologists (CAP) inspection checklists.

lll. PROCEDURE:

A. Each site-specific POC department will inspect as many POC testing areas as possible
annually. If any areas are not inspected in a given year, those areas will be prioritized for the
following year.

Print a POC Internal Inspection form for the POC testing area to be inspected.

C. Inspect each area in person. Directly observe and inquire with managers/supervisors and other
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POC device operators regarding the applicable items on the POC Internal Inspection form.
D. Document findings on the POC Internal Inspection form.

E. The completed POC Internal Inspection form will be sent to the unit manager of the POC
testing area via e-mail. If items of non-compliance are observed, send the unit manager the
POC Internal Inspection Deficiency form. The unit manager will document corrective action
taken or the process improvement plan to resolve the problem. The completed POC Internal
Inspection Deficiency form will be returned to the site-specific POC department via e-mail
within 1 week.

F. POC staff will review the completed POC Internal Inspection Deficiency form and re-inspect the
POC testing area to verify appropriate corrective action has been taken.

G. POC staff will date, sign, and retain the inspection, deficiency forms, and documentation of
corrective action for 2 years.

H. If POC testing areas are found to be non-compliant on repeated inspections, the POC staff
provide documentation to the site-specific Clinical Laboratory Improvement Amendments
(CLIA) medical director, who may choose to confer with system POC Medical and Technical
Directors and the POC Best Practices committee on whether to revoke authorization to
perform POC testing.

IV. REFERENCES:

A. Lab General Checklist, College of American Pathologists, Northfield, IL, current version.
Lab All Common Checklist, College of American Pathologists, Northfield, IL, current version.

Lab Point of Care Checklist, College of American Pathologists, Northfield, IL, current version.
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CLSI Essential Tools for Implementation and Management of a Point-of-Care Testing Program,
3rd Edition. CLSI guideline POCT04, Wayne, PA Clinical and Laboratory Standards Institute
2016.

Attachments

POC Internal Inspection Checklist.pdf

POC Internal Inspection Deficiency Plan.pdf
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