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§483.460(n)(1) If a facility chooses to provide laboratory services, the laboratory must meet
the requirements specified in part 493 of this chapter.

Guidance §483.460(n)(1)

If the facility performs laboratory services, it must have a current, valid Clinical Laboratory
Improvement Amendment (CLIA) certificate for the types of tests it is performing.

For the purposes of this regulation, a "laboratory service or test" is defined as any examination
or analysis of materials derived from the human body for purposes of providing information for
the diagnosis, prevention, or treatment of any disease or impairment of, or the assessment of
the health of human beings.



