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§493.649 Methodology for determining
fee amount.

(a) General rule. The amount of the
fee in each schedule for compliance de-
termination inspections is based on the
average hourly rate (which includes
the costs to perform the required ac-
tivities and necessary administration
costs) multiplied by the average num-
ber 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 en-
tities perform activities related to the
issuance or reissuance of any certifi-
cate. HHS determines the average
hourly rates for the activities of each
of these entities.

(1) State survey agencies. The fol-
lowing costs are included in deter-
mining an average hourly rate for the
activities performed by State survey
agencies:

(1) The costs incurred by the State
survey agencies in evaluating per-
sonnel qualifications and monitoring
each laboratory’s participation in an
approved proficiency testing program.
The cost of onsite inspections and mon-
itoring activities is the hourly rate de-
rived as a result of an annual budget
negotiation process with each State.
The hourly rate encompasses salary
costs (as determined by each State’s
civil service pay scale) and fringe ben-
efit costs to support the required num-
ber of State inspectors, management
and direct support staff.

(ii) Travel costs necessary to comply
with each State’s administrative re-
quirements and other direct costs such
as equipment, printing, and supplies.
These costs are established based on
historical State requirements.

(iii) Indirect costs as negotiated by
HHS.

(2) Federal agencies. The hourly rate
for activities performed by Federal
agencies is the most recent average
hourly cost to HHS to staff and support

§493.801

a full time equivalent employee. In-
cluded in this cost are salary and
fringe benefit costs, necessary adminis-
trative costs, such as printing, train-
ing, postage, express mail, supplies,
equipment, computer system and build-
ing service charges associated with
support services provided by organiza-
tional components such as a computer
center, and any other oversight activi-
ties necessary to support the program.

(3) HHS contractors. The hourly rate
for activities performed by HHS con-
tractors is the average hourly rate es-
tablished for contractor assistance
based on an independent government
cost estimate for the required work-
load. This rate includes the cost of con-
tractor support to provide proficiency
testing programs to laboratories that
do not participate in an approved pro-
ficiency testing program, provide spe-
cialized assistance in the evaluation of
laboratory performance in an approved
proficiency testing program, perform
assessments of cytology testing labora-
tories, conduct special studies, bill and
collect fees, issue certificates, estab-
lish accounting, monitoring and re-
porting systems, and assist with nec-
essary surveyor training.

(c) Determining number of hours. The
average number of hours used to deter-
mine the overall fee in each schedule is
HHS’s estimate, based on historical ex-
perience, of the average time needed by
each entity to perform the activities
for which it is responsible.

[67 FR 7138, 7213, Feb. 28, 1992, as amended at
60 FR 20048, Apr. 24, 1995]

Subpart G [Reserved]

Subpart H—Participation in Pro-
ficiency Testing for Labora-
tories Performing Nonwaived
Testing

SOURCE: 57 FR 7146, Feb. 28, 1992, unless
otherwise noted.

§493.801 Condition: Enrollment and
testing of samples.

Each laboratory must enroll in a pro-
ficiency testing (PT) program that
meets the criteria in subpart I of this
part and is approved by HHS. The lab-
oratory must enroll in an approved
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program or programs for each of the
specialties and subspecialties for which
it seeks certification. The laboratory
must test the samples in the same
manner as Dpatients’ specimens. For
laboratories subject to 42 CFR part 493
published on March 14, 1990 (65 FR 9538)
prior to September 1, 1992, the rules of
this subpart are effective on September
1, 1992. For all other laboratories, the
rules of this subpart are effective Janu-
ary 1, 1994.

(a) Standard; Enrollment. The labora-
tory must—

(1) Notify HHS of the approved pro-
gram or programs in which it chooses
to participate to meet proficiency test-
ing requirements of this subpart.

(2)(i) Designate the program(s) to be
used for each specialty, subspecialty,
and analyte or test to determine com-
pliance with this subpart if the labora-
tory participates in more than one pro-
ficiency testing program approved by
CMS; and

(ii) For those tests performed by the
laboratory that are not included in
subpart I of this part, a laboratory
must establish and maintain the accu-
racy of its testing procedures, in ac-
cordance with §493.1236(c)(1).

(3) For each specialty, subspecialty
and analyte or test, participate in one
approved proficiency testing program
or programs, for one year before desig-
nating a different program and must
notify CMS before any change in des-
ignation; and

(4) Authorize the proficiency testing
program to release to HHS all data re-
quired to—

(i) Determine the laboratory’s com-
pliance with this subpart; and

(ii) Make PT results available to the
public as required in section 353(f)(3)(F)
of the Public Health Service Act.

(b) Standard: Testing of proficiency
testing samples. The laboratory must ex-
amine or test, as applicable, the pro-
ficiency testing samples it receives
from the proficiency testing program
in the same manner as it tests patient
specimens. This testing must be con-
ducted in conformance with paragraph
(b)(4) of this section. If the laboratory’s
patient specimen testing procedures
would normally require reflex, dis-
tributive, or confirmatory testing at
another laboratory, the laboratory

42 CFR Ch. IV (10-1-23 Edition)

should test the proficiency testing
sample as it would a patient specimen
up until the point it would refer a pa-
tient specimen to a second laboratory
for any form of further testing.

(1) The samples must be examined or
tested with the laboratory’s regular pa-
tient workload by personnel who rou-
tinely perform the testing in the lab-
oratory, using the laboratory’s routine
methods. The individual testing or ex-
amining the samples and the labora-
tory director must attest to the rou-
tine integration of the samples into the
patient workload using the labora-
tory’s routine methods.

(2) The laboratory must test samples
the same number of times that it rou-
tinely tests patient samples.

(3) Laboratories that perform tests
on proficiency testing samples must
not engage in any inter-laboratory
communications pertaining to the re-
sults of proficiency testing sample(s)
until after the date by which the lab-
oratory must report proficiency testing
results to the program for the testing
event in which the samples were sent.
Laboratories with multiple testing
sites or separate locations must not
participate in any communications or
discussions across sites/locations con-
cerning proficiency testing sample re-
sults until after the date by which the
laboratory must report proficiency
testing results to the program.

(4) The laboratory must not send pro-
ficiency testing samples or portions of
proficiency testing samples to another
laboratory for any analysis for which it
is certified to perform in its own lab-
oratory. Any laboratory that CMS de-
termines intentionally referred a pro-
ficiency testing sample to another lab-
oratory for analysis may have its cer-
tification revoked for at least 1 year. If
CMS determines that a proficiency
testing sample was referred to another
laboratory for analysis, but the re-
quested testing was limited to reflex,
distributive, or confirmatory testing
that, if the sample were a patient spec-
imen, would have been in full conform-
ance with written, legally accurate and
adequate standard operating proce-
dures for the laboratory’s testing of pa-
tient specimens, and if the proficiency
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testing referral is not a repeat pro-
ficiency testing referral, CMS will con-
sider the referral to be improper and
subject to alternative sanctions in ac-
cordance with §493.1804(c), but not in-
tentional. Any laboratory that receives
a proficiency testing sample from an-
other laboratory for testing must no-
tify CMS of the receipt of that sample
regardless of whether the referral was
made for reflex or confirmatory test-
ing, or any other reason.

(5) The laboratory must document
the handling, preparation, processing,
examination, and each step in the test-
ing and reporting of results for all pro-
ficiency testing samples. The labora-
tory must maintain a copy of all
records, including a copy of the pro-
ficiency testing program report forms
used by the laboratory to record pro-
ficiency testing results including the
attestation statement provided by the
PT program, signed by the analyst and
the laboratory director, documenting
that proficiency testing samples were
tested in the same manner as patient
specimens, for a minimum of two years
from the date of the proficiency testing
event.

(6) PT is required for only the test
system, assay, or examination used as
the primary method for patient testing
during the PT event.

[67 FR 7146, Feb. 28, 1992, as amended at 58
FR 5228, Jan. 19, 1993; 68 FR 3702, Jan. 24,
2003; 79 FR 27157, May 12, 2014]

EFFECTIVE DATE NOTE: At 87 FR 41232, July
11, 2022, §493.801 was amended by redesig-
nating paragraphs (b)(3) through (6) as para-
graphs (b)(4) through (7), respectively; and
adding new paragraph (b)(3), effective July
11, 2024. For the convenience of the user, the
added text is set forth as follows:

§493.801 Condition: Enrollment and testing
of samples.

* * * * *

('b) * % %

(3) The laboratory must report PT results
for microbiology organism identification to
the highest level that it reports results on
patient specimens.

§493.807

§493.803 Condition: Successful partici-
pation.

(a) Each laboratory performing non-
waived testing must successfully par-
ticipate in a proficiency testing pro-
gram approved by CMS, 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.

(b) Except as specified in paragraph
(c) of this section, if a laboratory fails
to participate successfully in pro-
ficiency testing for a given specialty,
subspecialty, analyte or test, as de-
fined in this section, or fails to take re-
medial action when an individual fails
gynecologic cytology, CMS imposes
sanctions, as specified in subpart R of
this part.

(c) If a laboratory fails to perform
successfully in a CMS-approved pro-
ficiency testing program, for the ini-
tial unsuccessful performance, CMS
may direct the laboratory to undertake
training of its personnel or to obtain
technical assistance, or both, rather
than imposing alternative or principle
sanctions except when one or more of
the following conditions exists:

(1) There is immediate jeopardy to
patient health and safety.

(2) The laboratory fails to provide
CMS or a CMS agent with satisfactory
evidence that it has taken steps to cor-
rect the problem identified by the un-
successful proficiency testing perform-
ance.

(3) The laboratory has a poor compli-
ance history.

[67 FR 7146, Feb. 28, 1992, as amended at 60
FR 20048, Apr. 24, 1995; 63 FR 26737, May 14,
1998; 68 FR 3702, Jan. 24, 2003]

§493.807 Condition: Reinstatement of
laboratories performing nonwaived
testing.

(a) If a laboratory’s certificate is sus-
pended or limited or its Medicare or
Medicaid approval is cancelled or its
Medicare or Medicaid payments are
suspended because it fails to partici-
pate successfully in proficiency testing
for one or more specialties, subspecial-
ties, analyte or test, or voluntarily
withdraws its certification under CLIA
for the failed specialty, subspecialty,
or analyte, the laboratory must then
demonstrate sustained satisfactory
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