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42 C.F.R.§ 493.643

Additional fees applicable to laboratories issued a certificate of
compliance.

(a) Fee requirement. In addition to the fee required under § 493.638, a laboratory subject to routine inspections
must pay a fee to cover the cost of determining program compliance. Laboratories issued a certificate for
PPM procedures, certificate of waiver, or a certificate of accreditation are not subject to this fee for routine
inspections.

(b) Costs included in the fee. Included in the fee for determining program compliance are costs for evaluating
qualifications of laboratory personnel; monitoring laboratory proficiency testing; and conducting onsite
inspections of laboratories including: documenting deficiencies, evaluating laboratories' plans to correct
deficiencies, creating training programs, training surveyors, and necessary administrative costs.
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