
42 C.F.R. § 493.1251
Standard: Procedure manual.

(a) A written procedure manual for all tests, assays, and examinations performed by the laboratory must be
available to, and followed by, laboratory personnel. Textbooks may supplement but not replace the
laboratory's written procedures for testing or examining specimens.

(b) The procedure manual must include the following when applicable to the test procedure:

(1) Requirements for patient preparation; specimen collection, labeling, storage, preservation, transportation,
processing, and referral; and criteria for specimen acceptability and rejection as described in § 493.1242.
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