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42 C.F.R. § 493.1405

Standard; Laboratory director qualifications.

The laboratory director must be qualified to manage and direct the laboratory personnel and the performance of
moderate complexity tests and must be eligible to be an operator of a laboratory within the requirements of
subpart R of this part.

(a) The laboratory director must possess a current license as a laboratory director issued by the State in which
the laboratory is located, if such licensing is required; and

(b) The laboratory director must—

(1)

(i) Be a doctor of medicine or doctor of osteopathy licensed to practice medicine or osteopathy in the State in
which the laboratory is located; and

(ii) Be certified in anatomic or clinical pathology, or both, by the American Board of Pathology or the American
Osteopathic Board of Pathology or possess qualifications that are equivalent to those required for such
certification; or
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