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NOTIFICATION TO AGENCY

Department of Health and Human Services

2 MAJOR SUBDIVISION
Centers for Medicare & Medicaid Services (CMS)
3 MINOR SUBDIVISION

Center for Medicaid & State Operations (Kathy Todd, 410-786-3385)

\

In accordance with the provisions of 44 U S C 3303a, the
disposition request, including amendments, 1s approved
except for items that may be marked “disposition not
approved” or “withdrawn” in column 10
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provisions of Title 8 of the GAO Manual for Guidance of Federal Agencies,

X 1s not required [] 1s attached, or
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DHHS Records Management Officer
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1 Clinical Laboratory Improvement Amendments (CLIA)
Records
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Prescribed by NARA 36 CFR 1228




A. CLIA Accreditatit’)rganization/Exempt State Approvz'iles

Documents related to CMS’ approval under CLIA of a private nonprofit accreditation organization
or a State with a State licensure program for laboratories in accordance with Subpart E of the CLIA
regulations [42 CFR 493.551 to 493.575]. These files include the letters, documents and
correspondence necessary to determine if the requirements of the accreditation organization or
exempt State licensure program are equal to or more stringent than the CLIA condition-level
requirements. CMS approval may not exceed 6 years (42 CFR 493.553(c)). Each CMS-approved
accreditation organization or State may be approved from 1 to 6 years.

DISPOSITION: Maintain the most current approval onsite. Cutoff when the current approval 1s
published in the Federal Register then transfer previous approvals to the CMS Records Storage
Facility. Destroy 6 years after cutoff.

B. Post Clinical Laboratory Survey Questionnaire (Form CMS-668B)

The Post Laboratory Survey Questionnaire (form CMS-668B) is a 1-page questionnaire provided to
a laboratory after their recent CLIA survey. The response questionnaire 1s entirely voluntary and 1s
used to collect customer satisfaction data from laboratories to evaluate, on a nationwide basis, the
laboratory’s satisfaction with their recent CLIA survey. The information and suggestions provided
by each laboratory will be used to evaluate and improve the CLIA survey process.

DISPOSITION: Maintain onsite the last two calendar years surveys. Transfer remaining survey
responses to the CMS Records Storage Facility. Destroy when 6 years old.
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