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DQA Memo 13-009

CLIA 01

Assessing Personnel Competency in Clinical Laboratories

The purpose of this memo is to remind clinical laboratories of the memo distributed by the
Centers for Medicare and Medicaid Services (CMS) on December 21, 2012, S&C-13-07 CLIA
regarding the release of Brochure #10, “What Do I Need to Do to Assess Personnel

Competency”?

This memo can be found at the following link: http://www.cms.gov/Medicare/Provider-
Enrollment-and-Certification/SurveyCertificationGenInfo/Downloads/Survey-and-Cert-Letter-

13-07.pdf

42 CFR, Part 493, Subpart M of the Code of Federal Regulations is not new; however, CMS is
clarifying the laboratory’s responsibility to ensure compliance with these requirements.
Brochure #10 provides additional information to assist the laboratory in meeting the

requirements in Subpart M. Brochure #10 can be found at: http://www.cms.gov/Regulations-
and-Guidance/Legislation/CLIA/CLIA_ Brochures.html.

As mentioned in the S&C Memo, State and Regional surveyors are required to make compliance
determinations as to whether individuals have had their competency assessed according to the
personnel requirements stated in 42 CFR, Part 493, Subpart M. Laboratories are expected to be
in compliance with the federal regulations; therefore, CLIA surveyors will issue appropriate
deficiencies based on survey findings.

Please direct questions regarding this memo to the Bureau of Health Services, Supervisor at
(414) 227- 4556 or via email at dhsdqaclia@wi.gov
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