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(a) Problems identified during the
evaluation of calibration and control
data for each test method;

(b) Problems identified during the
evaluation of patient test values for
the purpose of verifying the reference
range of a test method; and

(c) Errors detected in reported re-
sults.

§493.1707 Standard; Proficiency test-
ing assessment.

Under subpart H of this part, Pro-
ficiency Testing, the corrective actions
taken for any unacceptable, unsatisfac-
tory, or unsuccessful proficiency test-
ing result(s) must be evaluated for ef-
fectiveness.

§493.1709 Standard; Comparison of
test results.

(a) If a laboratory performs the same
test using different methodologies or
instruments, or performs the same test
at multiple testing sites, the labora-
tory must have a system that twice a
year evaluates and defines the relation-
ship between test results using the dif-
ferent methodologies, instruments, or
testing sites.

(b) If a laboratory performs tests
that are not included under subpart |
of this part, Proficiency Testing Pro-
grams, the laboratory must have a sys-
tem for verifying the accuracy of its
test results at least twice a year.

[58 FR 5236, Jan. 19, 1993]

§493.1711 Standard; Relationship of
patient information to patient test
results.

For internal quality assurance, the
laboratory must have a mechanism to
identify and evaluate patient test re-
sults that appear inconsistent with rel-
evant criteria such as—

(a) Patient age;

(b) Sex;

(c) Diagnosis or pertinent clinical
data, when provided;

(d) Distribution of patient test re-
sults when available; and

(e) Relationship with other test pa-
rameters, when available within the
laboratory.

§493.1721

§493.1713 Standard; Personnel assess-
ment.

The laboratory must have an ongoing
mechanism to evaluate the effective-
ness of its policies and procedures for
assuring employee competence and, if
applicable, consultant competence.

§493.1715 Standard; Communications.

The laboratory must have a system
in place to document problems that
occur as a result of breakdowns in com-
munication between the laboratory and
the authorized individual who orders or
receives the results of test procedures
or examinations. Corrective actions
must be taken, as necessary, to resolve
the problems and minimize commu-
nication breakdowns.

[58 FR 5236, Jan. 19, 1993]

§493.1717 Standard; Complaint inves-
tigations.

The laboratory must have a system
in place to assure that all complaints
and problems reported to the labora-
tory are documented. Investigations of
complaints must be made, when appro-
priate, and, as necessary, corrective ac-
tions are instituted.

§493.1719 Standard; Quality assurance
review with staff.

The laboratory must have a mecha-
nism for documenting and assessing
problems identified during quality as-
surance reviews and discussing them
with the staff. The laboratory must
take corrective actions that are nec-
essary to prevent recurrences.

§493.1721 Standard; Quality assurance
records.

The laboratory must maintain docu-
mentation of all quality assurance ac-
tivities including problems identified
and corrective actions taken. All qual-
ity assurance records must be available
to HHS and maintained for a period of
2 years.

[58 FR 5236, Jan. 19, 1993]
Subpart @—Inspection

SOURCE: 57 FR 7184, Feb. 28, 1992, unless
otherwise noted.
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§493.1771

§493.1771 Condition: Inspection re-
quirements applicable to all CLIA-
certified and CLIA-exempt labora-
tories.

(a) Each laboratory issued a CLIA
certificate must meet the requirements
in §493.1773 and the specific require-
ments for its certificate type, as speci-
fied in §§493.1775 through 493.1780.

(b) All CLIA-exempt laboratories
must comply with the inspection re-
quirements in 8§§493.1773 and 493.1780,
when applicable.

[63 FR 26737, May 14, 1998]

§493.1773 Standard: Basic inspection
requirements for all laboratories
issued a CLIA certificate and CLIA-
exempt laboratories.

(a) A laboratory issued a certificate
must permit HCFA or a HCFA agent to
conduct an inspection to assess the lab-
oratory’s compliance with the require-
ments of this part. A CLIA-exempt lab-
oratory and a laboratory that requests,
or is issued a certificate of accredita-
tion, must permit HCFA or a HCFA
agent to conduct validation and com-
plaint inspections.

(b) General requirements. As part of
the inspection process, HCFA or a
HCFA agent may require the labora-
tory to do the following:

(1) Test samples, including pro-
ficiency testing samples, or perform
procedures.

(2) Permit interviews of all personnel
concerning the laboratory’s compli-
ance with the applicable requirements
of this part.

(3) Permit laboratory personnel to be
observed performing all phases of the
total testing process (preanalytic, ana-
lytic, and postanalytic).

(4) Permit HCFA or a HCFA agent ac-
cess to all areas encompassed under the
certificate including, but not limited
to, the following:

(i) Specimen procurement and proc-
essing areas.

(ii) Storage facilities for specimens,
reagents, supplies, records, and reports.

(iii) Testing and reporting areas.

(5) Provide HCFA or a HCFA agent
with copies or exact duplicates of all
records and data it requires.

(c) Accessible records and data. A lab-
oratory must have all records and data
accessible and retrievable within a rea-
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sonable time frame during the course
of the inspection.

(d) Requirement to provide information
and data. A laboratory must provide,
upon request, all information and data
needed by HCFA or a HCFA agent to
make a determination of the labora-
tory’s compliance with the applicable
requirements of this part.

(e) Reinspection. HCFA or a HCFA
agent may reinspect a laboratory at
any time to evaluate the ability of the
laboratory to provide accurate and re-
liable test results.

(f) Complaint inspection. HCFA or a
HCFA agent may conduct an inspec-
tion when there are complaints alleg-
ing noncompliance with any of the re-
quirements of this part.

(g) Failure to permit an inspection or
reinspection. Failure to permit HCFA or
a HCFA agent to conduct an inspection
or reinspection results in the suspen-
sion or cancellation of the laboratory’s
participation in Medicare and Medicaid
for payment, and suspension or limita-
tion of, or action to revoke the labora-
tory’s CLIA certificate, in accordance
with subpart R of this part.

[63 FR 26737, May 14, 1998; 63 FR 32699, June
15, 1998]

§493.1775 Standard: Inspection of lab-
oratories issued a certificate of
waiver or a certificate for provider-
performed microscopy procedures.

(a) A laboratory that has been issued
a certificate of waiver or a certificate
for provider-performed microscopy pro-
cedures is not subject to biennial in-
spections.

(b) If necessary, HCFA or a HCFA
agent may conduct an inspection of a
laboratory issued a certificate of waiv-
er or a certificate for provider-per-
formed microscopy procedures at any
time during the laboratory’s hours of
operation to do the following:

(1) Determine if the laboratory is op-
erated and testing is performed in a
manner that does not constitute an im-
minent and serious risk to public
health.

(2) Evaluate a complaint from the
public.

(3) Determine whether the laboratory
is performing tests beyond the scope of
the certificate held by the laboratory.
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