
Laboratory Regulations
Guidance for development of a policy and procedure 

It is important that the health centers comply with the Clinical Laboratory Improvement Amendments of 1988 (CLIA) regulations regarding laboratory operations for any routine laboratory services performed. Examples of common, routine tests provided at health centers include rapid Strep A, blood glucose, hemoglobin, hematocrit, urine dipstick, urine culture, pregnancy tests, STI and HIV tests, Pap smear and wet mounts. Appropriate referral arrangements must be made for more complex laboratory and diagnostic testing not available on site. 
CLIA requires all entities that perform tests on "materials derived from the human body for the purpose of providing information for the diagnosis, prevention or treatment of any disease or impairment of, or the assessment of the health of, human beings" to meet certain Federal requirements. All facilities that meet this definition must have the appropriate CLIA certification to perform lab tests. The agency must complete a CLIA Application for Certification Form CMS-116 to receive a CLIA identification number, fee assessment and certificate. This application collects information about a laboratory’s operation which is necessary to determine the type of certificate to be issued and the fees to be assessed.
There are different certificates available depending on the type and volume of tests performed annually. The most common certificate awarded to school-based and school-linked health centers is a Certificate of Waiver, allowing the health center to perform only tests granted waived status by the Food and Drug Administration. A second common certificate is the Certificate for Provider-Performed Microscopy Procedures which, in addition to the waived tests, allows a physician, mid-level practitioner or dentist to perform a defined set of procedures.
The most current listing of tests granted waived status and provider-performed microscopy procedures can be located on the CMS website: www.cms.hhs.gov/clia . 
It is the responsibility of each individual health center to locate these documents, maintain the most current version of these documents and keep abreast of changes in pertinent regulations.

CLIA Application for Certification Form CMS-116 and other required forms and guidelines can be located on the Michigan Department of Community Health website. Go to www.michigan.gov/mdch and follow the links: Health System and Health Professions Licensing; Health Care Facilities and Programs; Clinical Laboratories.  

For questions regarding completion of Form CMS-116, other required documentation, or CLIA regulations contact the MDCH Laboratory Improvement Section at (517) 241-2648.
Completed applications and accompanying documentation should be forwarded to the Michigan Department of Community Health: 
Michigan Department of Community Health 
Bureau of Laboratory Systems

Division of Licensing and Certification
Laboratory Improvement Section 
P.O. Box 30664 
Lansing, MI 48909 
(517) 241-2648
FAX: (517) 241-3354
MPR#17: The teen health center shall conform to the regulations determined by the Department of Health & Human Services for laboratory standards.

Laboratory Regulations
Policy:  

The health center will maintain compliance with CLIA regulations that govern laboratory facilities. The health center will maintain appropriate and valid CLIA certification and meet requirements for the granted certificate status. The CLIA certificate will be kept current and posted in the lab area of the health center. 
Effective Date:
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Procedures
Equipment:

The CLIA certificate will be posted in a publicly visible location in the lab area of the health center.
All laboratory equipment will be labeled, in working order and calibrated on an annual basis. The health center will maintain a log verifying all calibrations performed and dates of calibration.

Quality control measures will be implemented that are dictated by the type of testing and certificate awarded. Logs of all quality control checks performed, results and dates will be maintained. 

Test Results:
Laboratory and radiology reports submitted to the center shall be reviewed by the clinical provider and posted daily. Abnormal results are flagged with a red tab in the clinical record and appropriate follow-up with the client shall occur according to clinical guidelines and according to the follow-up on client care policy.
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