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standards are being enforced in an
appropriate manner.

(2) Costs incurred for investigations of
complaints against the State’s CLIA-
exempt laboratories if the complaint is
substantiated.

(3) Costs of the State’s prorata share
of general overhead to develop and
implement CLIA.

(b) Accredited laboratories. (1) In
addition to the certificate fee, a
laboratory that is issued a certificate of
accreditation is also assessed a fee to
cover the cost of evaluating individual
laboratories to determine overall
whether an accreditation organization’s
standards and inspection policies are
equivalent to the Federal program. All
accredited laboratories share in the cost
of these inspections. These costs are the
same as those that are incurred when
inspecting nonaccredited laboratories.

(2) If a laboratory issued a certificate
of accreditation has been inspected and
followup visits are necessary because of
identified deficiencies, HHS assesses
the laboratory a fee to cover the cost of
these visits. The fee is based on the
actual resources and time necessary to
perform the followup visits. HHS
revokes the laboratory’s certificate of
accreditation for failure to pay the
assessed fee.

(c) If, in the case of a laboratory that
has been issued a certificate of
accreditation, certificate of waiver, or
certificate for PPM procedures, it is
necessary to conduct a complaint
investigation, impose sanctions, or
conduct a hearing, HHS assesses that
laboratory a fee to cover the cost of these
activities. Costs are based on the actual
resources and time necessary to perform
the activities and are not assessed until
after the laboratory concedes the
existence of deficiencies or an ALJ rules
in favor of HHS. HHS revokes the
laboratory’s certificate for failure to pay
the assessed costs. If a complaint
investigation results in a complaint
being unsubstantiated, or if an HHS
adverse action is overturned at the
conclusion of the administrative appeals
process, the costs of these activities are
not imposed upon the laboratory.

29. Section 493.646(a) is revised to
read as follows:

§ 493.646 Payment of fees.
(a) Except for CLIA-exempt

laboratories, all laboratories are notified
in writing by HHS or its designee of the
appropriate fee(s) and instructions for
submitting the fee(s), including the due
date for payment and where to make
payment. The appropriate certificate is
not issued until the applicable fees have
been paid.
* * * * *

30. In § 493.649, paragraph (a) and the
introductory paragraph of paragraph (b)
are revised to read as follows:

§ 493.649 Methodology for determining fee
amount.

(a) General rule. The amount of the
fee in each schedule for compliance
determination inspections is based on
the average hourly rate (which includes
the costs to perform the required
activities and necessary administration
costs) multiplied by the average number
of hours required or, if activities are
performed by more than one of the
entities listed in paragraph (b) of this
section, the sum of the products of the
applicable hourly rates multiplied by
the average number of hours required by
the entity to perform the activity. The
fee for issuance of the registration
certificate or certificate of compliance is
based on the laboratory’s scope and
volume of testing.

(b) Determining average hourly rates
used in fee schedules. Three different
entities perform activities related to the
issuance or reissuance of any certificate.
HHS determines the average hourly
rates for the activities of each of these
entities.
* * * * *

31. The heading of subpart H is
revised to read as follows:

Subpart H—Participation in Proficiency
Testing for Laboratories Performing
Tests of Moderate Complexity
(Including the Subcategory), High
Complexity, or Any Combination of
These Tests

32. Section 493.803(a) is revised to
read as follows:

§ 493.803 Condition: Successful
participation.

(a) Each laboratory performing tests of
moderate complexity (including the
subcategory) and/or high complexity
must successfully participate in a
proficiency testing program approved by
HCFA, if applicable, as described in
subpart I of this part for each specialty,
subspecialty, and analyte or test in
which the laboratory is certified under
CLIA.
* * * * *

33. The heading of § 493.807 is
revised to read as follows:

§ 493.807 Condition: Reinstatement of
laboratories performing tests of moderate
complexity (including the subcategory),
high complexity, or any combination of
these tests, after failure to participate
successfully.

* * * * *

34. The undesignated center heading
immediately preceding § 493.821 is
revised to read as follows:

Proficiency Testing by Specialty and
Subspecialty for Laboratories
Performing Tests of Moderate
Complexity (Including the
Subcategory), High Complexity, or Any
Combination of These Tests

35. The heading to subpart I is revised
to read as follows:

Subpart I—Proficiency Testing
Programs for Tests of Moderate
Complexity (Including the
Subcategory), High Complexity, or Any
Combination of These Tests

36. The heading for subpart J is
revised to read as follows:

Subpart J—Patient Test Management
for Moderate Complexity (Including the
Subcategory), High Complexity, or Any
Combination of These Tests

37. Section 493.1101 is revised to read
as follows:

§ 493.1101 Condition: Patient test
management; moderate complexity
(including the subcategory), or high
complexity testing, or any combination of
these tests.

Each laboratory performing moderate
complexity (including the subcategory)
or high complexity testing, or any
combination of these tests, must employ
and maintain a system that provides for
proper patient preparation; proper
specimen collection, identification,
preservation, transportation, and
processing; and accurate result
reporting. This system must assure
optimum patient specimen integrity and
positive identification throughout the
preanalytic (pre-testing), analytic
(testing), and postanalytic (post-testing)
processes and must meet the standards
as they apply to the testing performed.

38. The heading to subpart K is
revised to read as follows:

Subpart K—Quality Control for Tests
of Moderate Complexity (Including the
Subcategory), High Complexity, or Any
Combination of These Tests

39. The heading to § 493.1201 is
revised to read as follows:

§ 493.1201 Condition: General quality
control; moderate complexity (including the
subcategory) or high complexity testing, or
any combination of these tests.

40. The heading to subpart M is
revised to read as follows:


