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Disclaimer

* This presentation was prepared for informational purposes and is not
intended to grant rights or impose obligations. Every reasonable effort
has been made to assure the accuracy of the information within these
pages.

* This publication is a general summary that explains certain aspects of the
Clinical Laboratory Improvement Amendments (CLIA) Program, but is not
a legal document. The official CLIA Program provisions are contained in
the relevant laws, regulations, and rulings. Links to the source
documents have been provided within the document for your reference.

* The Centers for Medicare & Medicaid Services (CMS) employees, agents,
and staff make no representation, warranty, or guarantee that this
compilation of CLIA information is error-free and will bear_ no _
resgonmblllty or liability for the results or consequences of the use of this
guide.
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Virtual Competency Assessments in Clinical

e laboratories

Historical view of virtual competency assessments:

 71% of state agencies polled were not in favor of virtual competency
assessments (2022)

e 75% of CMS CLIA locations were not if favor of virtual competency
assessments (2022)

* 50% of Accrediting Organizations were opposed/not opposed

* Support for opposition to the technology cites competency assessments as
the single most frequently cited deficiency in CLIA surveys.

We are clearly a pretty change adverse group.
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Competency Assessment Requirements in Clinical Laboratories

Current CLIA competency assessment regulatory requirements:
42 CFR 493.1413(b)(8) and 42 CFR 493.1451(b)(8)

The regulations require “Direct Observations” of routine patient
test performance including patient preparation, if applicable,
specimen handling, processing and testing and performance of
instrument maintenance and function tests.

CMS has defined direct observation as meaning in-person
observation.



Virtual Competency Assessments in Clinical Laboratories Questions for
Discussion

Would CLIAC recommend greater flexibility in regulatory interpretation to
allow for virtual competency assessments in the laboratory setting?

 Whatis the risk of losing direct in-person observation?

* How important are the background noise, odors or other activities to
a competency assessment?

 What are the recommended limits of virtual competency?

e Specific instrumentation and capabilities like the product
demonstrated?

 Workload limits on the number of people who can be assessed in a
given day?

* Should we create on-site regulatory requirements for Technical
Supervisors and Technical Consultants?

e Should this be a test-specific flexibility?
 What are the benefits of such a flexibility?
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