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Procedure for Requesting Additional Tests for Health Awareness

Providers or other interested parties may submit a request in writing for the approval of additional tests to the
Department of Health and Mental Hygiene, Office of Health Care Quality’ The request should include a rationale
for why it is in the interest of public health, and the testing device or analyzer that would be used.

A copy of the request should be forwarded to the Laboratory Administration for review.

The staff of the Laboratory Administration and the Office of Health Care Quality would review the proposed test to
determine if:

The tests would benefit public health;

The test is done on a CLIA waived analyzer;

The test  will be used for screening and not diagnostic or for management of a medical condition;
The test can be easily performed in a health fair setting;

The quality controls are available to insure the quality of the results.
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If additional information is required regarding the proposed test, additional research may be required which may
include contacting the manufacturer of the test device, analyzer, reagents quality controls or other information or
reviewing additional literature.

After review, the proposed test would be presented to the Laboratory Advisory Committee for additional input.

Upon completion of the review, the joint recommendation of the Laboratory Administration and the Office of Health
Care Quality should be submitted in writing to the Secretary or designee for review and approval. The written
approval or disapproval should be provided to the Office of Health Care Quality and the Laboratory Administration

The Office of Health Care Quality will provide the results of the review in writing to the group that requested the
review.

The Office of Health Care Quality will provide an e-mail transmittal to all laboratories that perform health awareness
testing indicating a new test has been approved. The new test will be added to the list posted on the OHCQ website.
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