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(4) Collect information regarding the
appropriateness of tests specified as
waived tests or provider-performed mi-
croscopy procedures.

(¢) The laboratory must comply with
the basic inspection requirements of
§493.1773.

[63 FR 26737, May 14, 1998]

§493.1777 Standard: Inspection of lab-
oratories that have requested or
have been issued a certificate of
compliance.

(a) Initial inspection. (1) A laboratory
issued a registration certificate must
permit an initial inspection to assess
the laboratory’s compliance with the
requirements of this part before HCFA
issues a certificate of compliance.

(2) The inspection may occur at any
time during the laboratory’s hours of
operation.

(b) Subsequent inspections. (1) HCFA
or a HCFA agent may conduct subse-
quent inspections on a biennial basis or
with such other frequency as HCFA de-
termines to be necessary to ensure
compliance with the requirements of
this part.

(2) HCFA bases the nature of subse-
quent inspections on the laboratory’s
compliance history.

(c¢) Provider-performed microscopy pro-
cedures. The inspection sample for re-
view may include testing in the sub-
category of provider-performed micros-
copy procedures.

(d) Compliance with basic inspection re-
quirements. The laboratory must com-
ply with the basic inspection require-
ments of §493.1773.

[63 FR 26738, May 14, 1998]

§493.1780 Standard: Inspection of
CLIA-exempt laboratories or lab-
oratories requesting or issued a cer-
tificate of accreditation.

(a) Validation inspection. HCFA or a
HCFA agent may conduct a validation
inspection of any accredited or CLIA-
exempt laboratory at any time during
its hours of operation.

(b) Complaint inspection. HCFA or a
HCFA agent may conduct a complaint
inspection of a CLIA-exempt labora-
tory or a laboratory requesting or
issued a certificate of accreditation at
any time during its hours of operation

§493.1800

upon receiving a complaint applicable
to the requirements of this part.

(c) Noncompliance determination. If a
validation or complaint inspection re-
sults in a finding that the laboratory is
not in compliance with one or more
condition-level requirements, the fol-
lowing actions occur:

(1) A laboratory issued a certificate
of accreditation is subject to a full re-
view by HCFA, in accordance with sub-
part E of this part and §488.11 of this
chapter.

(2) A CLIA-exempt laboratory is sub-
ject to appropriate enforcement ac-
tions under the approved State licen-
sure program.

(d) Compliance with basic inspection re-
quirements. CLIA-exempt laboratories
and laboratories requesting or issued a
certificate of accreditation must com-
ply with the basic inspection require-
ments in §493.1773.

[63 FR 26738, May 14, 1998]

Subpart R—Enforcement
Procedures

SOURCE: 57 FR 7237, Feb. 28, 1992, unless
otherwise noted.

§493.1800 Basis and scope.

(a) Statutory basis. (1) Section 1846 of
the Act—

(i) Provides for intermediate sanc-
tions that may be imposed on labora-
tories that perform clinical diagnostic
tests on human specimens when those
laboratories are found to be out of
compliance with one or more of the
conditions for Medicare coverage of
their services; and

(ii) Requires the Secretary to develop
and implement a range of such sanc-
tions, including four that are specified
in the statute.

(2) The Clinical Laboratories Im-
provement Act of 1967 (section 353 of
the Public Health Service Act) as
amended by CLIA "88—

(i) Establishes requirements for all
laboratories that perform clinical diag-
nostic tests on human specimens;

(ii) Requires a Federal certification
scheme to be applied to all such labora-
tories; and

(iii) Grants the Secretary broad en-
forcement authority, including—
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