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42 CFR 493 Laboratory Requirements
Subpart M Personnel for Nonwaived Testing

Instructions

Notes: (Pass/Fail)

Qualifications for Laboratory Director (Moderate Complexity Testing)

1.

Is the Laboratory Director appointed as the legitimate operator of the facility's
laboratory?

2.

Does the Laboratory Director possess a current license as a laboratory director
issued by the State if licensing is required?

Does the Laboratory Director fulfill one of the following qualifications?

___a Doctor of medicine or osteopathy license to practice medicine or
osteopathy or be certified in anatomic and/or clinical pathology by the
American Board of Pathology or the American Osteopathic Board of Pathology
or possess the qualifications that are equivalent to those required for such
___a Doctor of of medicine, osteopathy or podiatric medicline licensed to
practice medicine, osteopathy or podiatry and have received laborate-

___Earned a doctoral degree in a chemic>*
laboratory science from an accredi*

or experience consisting of at least one year directing or supervi=’
waived laboratory testing or have at least 20 continuing m~
credit hours in laboratory practice commensurate wi*'
responsibilities or laboratory training equipvale’ Q

American Board of Medical M 4iysis or
Immunology or have at.! 5 Or supervising
non-waived labor>

__Earned e yoiological or clinical

labora* 4tion, have at least one year of

«al, physical, biological or clinical
sited institution, have at least two years of
Zrvising non-waived laboratory testing and have at
Zrvisory laboratory experience in non-waived testing,

catory director, previously qualified or could have qualified as a
lai director
__ Qualified under State law to direct a laboratory in the State in which the
laboratory is Icoated on or before February 28, 1992 in accordance to 493.1406.

Is the Laboratory Director qualified to manage and direct laboratory personnel?

Does the Laboratory Director employ a sufficient number of laboratory personnel
with appropriate education and either experience or training?

Does the Laboratory Director oversee more than five laboratories?

Is the Laboratory Director accessible to the laboratory to provide onsite, telephone
or electronic consultation as needed?

Are any of the Laboratory Director's duties reapportioned?

If so, does the Laboratory Director ensure these duties are properly performed?
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