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§493.551 General
laboratories.

(a) Applicability. CMS may deem a
laboratory to meet all applicable CLIA
program requirements through accredi-
tation by a private nonprofit accredita-
tion program (that is, grant deemed
status), or may exempt from CLIA pro-
gram requirements all State licensed
or approved laboratories in a State
that has a State licensure program es-
tablished by law, if the following condi-
tions are met:

(1) The requirements of the accredi-
tation organization or State licensure
program are equal to, or more strin-
gent than, the CLIA condition-level re-
quirements specified in this part, and
the laboratory would meet the condi-
tion-level requirements if it were in-
spected against these requirements.

(2) The accreditation program or the
State licensure program meets the re-
quirements of this subpart and is ap-
proved by CMS.

(3) The laboratory authorizes the ap-
proved accreditation organization or
State licensure program to release to
CMS all records and information re-
quired and permits inspections as out-
lined in this part.

(b) Meeting CLIA requirements by ac-
creditation. A laboratory seeking to
meet CLIA requirements through ac-
creditation by an approved accredita-
tion organization must do the fol-
lowing:

(1) Obtain a certificate of accredita-
tion as required in subpart D of this
part.

(2) Pay the applicable fees as re-
quired in subpart F of this part.

(3) Meet the proficiency testing (PT)
requirements in subpart H of this part.

(4) Authorize its PT organization to
furnish to its accreditation organiza-
tion the results of the laboratory’s par-
ticipation in an approved PT program
for the purpose of monitoring the lab-
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oratory's PT and for making the an-
nual PT results, along with explana-
tory information required to interpret
the PT results, available on a reason-
able basis, upon request of any person.
A laboratory that refuses to authorize
release of its PT results is no longer
deemed to meet the condition-level re-
quirements and is subject to a full re-
view by CMS, in accordance with sub-
part Q of this part, and may be subject
to the suspension or revocation of its’
certificate of accreditation wunder
§493.1840.

(5) Authorize its accreditation orga-
nization to release to CMS or a CMS
agent the laboratory’s PT results that
constitute unsuccessful participation
in an approved PT program, in accord-
ance with the definition of ‘‘unsuccess-
ful participation in an approved PT
program,’’ as specified in §493.2 of this
part, when the laboratory has failed to
achieve successful partxmpatxon in an
approved PT program.

(6) Authorize its accreditation orga-
nization to release to CMS a notifica-
tion of the actions taken by the organi-
zation as a result of the unsuccessful
participation in a PT program within
30 days of the initiation of the action.
Based on this notification, CMS may
take an adverse action against a lab-
oratory that fails to participate suc-
cessfully in an approved PT program.

(c) Withdrawal of laboratory accredita-
tion. After an accreditation organiza-
tion has withdrawn or revoked its ac-
creditation of a laboratory, the labora-
tory retains its certificate of accredita-
tion for 45 days after the laboratory re-
ceives notice of the withdrawal or rev-
ocation of the accreditation, or the ef-
fective date of any action taken by
CMS, whichever is earlier.

§493.553 Approval process (applica-
tion and reapplication) for accredi-
tation organizations and State li-
censure programs.

(a) Information required. An accredita-
tion organization that applies or re-
applies to CMS for deeming authority,
or a State licensure program that ap-
plies or reapplies to CMS for exemption
from CLIA program requirements of li-
censed or approved laboratories within
the State, must provide the following
information:
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(1) A detailed comparison of the indi-
vidual accreditation, or licensure or
approval requirements with the com-
parable condition-level requirements;
that is, a crosswalk.

(2) A detailed description of the in-
spection process, including the fol-
lowing: :

(i) Frequency of inspections.

(ii) Copies of inspection forms.

(iii) Instructions and guidelines.

(iv) A description of the review and
decision-making process of inspections.

(v) A statement concerning whether
inspections are announced or unan-
nounced.

(vi) A description of the steps taken
to monitor the correction of defi-
ciencies.

(3) A description of the process for
monitoring PT performance, including
action to be taken in response to un-
successful participation in a CMS-ap-
proved PT program.

(4) Procedures for responding to and
for the investigation of complaints
against its laboratories.

(5) A list of all its current labora-
tories and the expiration date of their
accreditation or licensure, as applica-
ble.

(6) Procedures for making PT infor-
mation available (under State con-
fidentiality and disclosure require-
ments, if applicable) including explana-
tory information required to interpret
PT results, on a reasonable basis, upon
request of any person.

(b) CMS action on an application or re-
application. If CMS receives an applica-
tion or reapplication from an accredi-
tation organization, or State licensure
program, CMS takes the following ac-
tions: ,

(1) CMS determines if additional in-
formation is necessary to make a de-
termination for approval or denial of
the application and notifies the accred-
itation organization or State to afford
it an opportunity to provide the addi-
tional information.

(2) CMS may visit the accreditation
organization or State licensure pro-
gram offices to review and verify the
policies and procedures represented in
its application and other information,
including, but not limited to, review
and examination of documents and
interviews with staff.

§493.555

(3) CMS notifies the accreditation or-
ganization or State licensure program
indicating whether CMS approves or
denies the request for deeming author-
ity or exemption, respectively, and the
rationale for any denial.

(c) Duration .of approval. CMS ap-
proval may not exceed 6 years.

(d) Withdrawal of application. The ac-
creditation organization or State licen-
sure program may withdraw its appli-
cation at any time before official noti-
fication, specified at §493.553(b)(3).

§493.555 Federal review of laboratory
requirements.

CMS'’s review of an accreditation or-
ganization or State licensure program
includes, but is not limited to, an eval-
uation of the following:

(a) Whether the organization's or
State’s requirements for laboratories
are equal to, or more stringent than,
the condition-level requirements for
laboratories.

(b) The organization's or State's in-
spection process to determine the com-
parability of the full inspection and
complaint inspection procedures and
requirements to those of CMS, includ-
ing, but not limited to, inspection fre-
quency and the ability to investigate
and respond to complaints against its
laboratories.

() The organization's or State's
agreement with CMS that requires it
to do the following:

(1) Notify CMS within 30 days of the
action taken, of any laboratory that
has—

(1) Had its accreditation or licensure
suspended, withdrawn, revoked, or lim-
ited;

(ii) In any way been sanctioned; or

(iii) Had any adverse action taken
against it.

(2) Notify CMS within 10 days of any
deficiency identified in an accredited
or CLIA-exempt laboratory if the defi-
ciency poses an immediate jeopardy to
the laboratory’s patients or a hazard to
the general public.

(3) Notify CMS, within 30 days, of all
newly—

(i) Accredited laboratories (or labora-
tories whose areas of specialty/sub-
specialty testing have changed); or
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(ii) Licensed laboratories, including
the specialty/subspecialty areas of test-
ing.
(4) Notify each accredited or licensed
laboratory within 10 days of CMS’s
withdrawal of the organization's deem-
ing authority or State's exemption.

(5) Provide CMS with inspection
schedules, as requested, for validation
purposes.

§493.557 Additional
quirements.

(a) Specific requirements for accredita-
tion organizations. In addition to the in-
formation specified in §§493.553 and
493.5585, as part of the approval and re-
view process, an accreditation organi-
zation applying or reapplying for deem-
ing authority must also provide the
following:

(1) The specialty or subspecialty
areas for which the organization is re-
questing deeming authority and its
mechanism for monitoring compliance
with all requirements equivalent to
condition-level requirements within
the scope of the specialty or sub-
specialty areas.

(2) A description of the organization's
data management and analysis system
with respect to its inspection and ac-
creditation decisions, including the
kinds of routine reports and tables gen-
erated by the systems.

(3) Detailed. information concerning
the inspection process, including, but
not limited to the following:

(i) The size and composition of indi-
vidual accreditation inspection teams.

(ii) Qualifications, education, and ex-
perience requirements that inspectors
must meet.

(iii) The content and frequency of
training provided to inspection per-
sonnel, including the ability of the or-
ganization to provide continuing edu-
cation and training to inspectors.

(4) Procedures for removal or with-
drawal of accreditation status for lab-
oratories that fail to meet the organi-
zation's standards.

(5) A proposed agreement between
CMS and the accreditation organiza-
tion with respect to the notification re-
quirements specified in §493.555(c).

(6) Procedures for monitoring labora-
tories found to be out of compliance
with its requirements. (These moni-

submission re-
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toring procedures must be used only
when the accreditation organization
identifies noncompliance. If non-
compliance is identified through vali-
dation inspections, CMS or a CMS
agent monitors corrections, as author-
ized at §493.565(d)).

(7) A demonstration of its ability to
provide CMS with electronic data and
reports in compatible code, including
the crosswalk specified in §493.553(a)(1),
that are necessary for effective valida-
tion and assessment of the organiza-
tion’s inspection process.

(8) A demonstration of its ability to
provide CMS with electronic data, in
compatible code, related to the adverse
actions resulting from PT results con-
stituting unsuccessful participation in
PT programs as well as data related to
the PT failures, within 30 days of the
initiation of adverse action.

(9) A demonstration of its ability to
provide CMS with electronic data, in
compatible code, for all accredited lab-
oratories, including the area of spe-
cialty or subspecialty.

(10) Information defining the ade-
quacy of numbers of staff and other re-
sources.

(11) Information defining the organi-
zation’'s ability to provide adequate
funding for performing required inspec-
tions.

(12) Any facility-specific data, upon
request by CMS, which includes, but is
not limited to, the following:

(i) PT results that constitute unsuc-
cessful participation in a CMS-ap-
proved PT program.

(ii) Notification of the adverse ac-
tions or corrective actions imposed by
the accreditation organization as a re-
sult of unsuccessful PT participation.

(13) An agreement to provide written
notification to CMS at least 30 days in
advance of the effective date of any
proposed change in its requirements.

(14) An agreement to disclose any
laboratory’s PT results upon reason-
able request by any person.

(b) Specific requirements for a State li-
censure program. In addition to require-
ments in §§493.553 and 493.555, as part of
the approval and review process, when
a State licensure program applies or
reapplies for exemption from the CLIA
program, the State must do the fol-
lowing;:
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(1) Demonstrate to CMS that it has
enforcement authority and administra-
tive structures and resources adequate
to enforce its laboratory requirements.

(2) Permit CMS or a CMS agent to in-
spect laboratories in the State.

(3) Require laboratories in the State
to submit to inspections by CMS or a
CMS agent as a condition of licensure
or approval.

(4) Agree to pay the cost of the vali-
dation program administered in that
State as specified in §§493.645(a) and
493.646(b). _

(5) Take appropriate enforcement ac-
tion against laboratories found by CMS
not to be in compliance with require-
ments equivalent to CLIA require-
ments.

{6) Submit for Medicare and Medicaid
payment purposes, a list of the special-
ties and subspecialties of tests per-
formed by each laboratory.

(7) Submit a written presentation
that demonstrates the agency’s ability
to furnish CMS with electronic data in
compatible code, including the cross-
walk specified in §493.553(a)(1).

(8) Submit a statement acknowl-
edging that the State will notify CMS
through electronic transmission of the
following:

(1) Any laboratory that has had its li-
censure or approval revoked or with-
drawn or has been in any way sanc-
tioned by the State within 30 days of
taking the action.

(ii) Changes in. licensure or inspec-
tion requirements.

(iii) Changes in specialties or sub-
specialties under which any licensed
laboratory in the State performs test-
ing.

(9) Provide information for the re-
view of the State's enforcement proce-
dures for laboratories found to be out
of compliance with the State’s require-
ments.

(10) Submit information that dem-
onstrates .the ability of the State to
provide CMS with the following:

(i) Electronic data and reports in
compatible code with the adverse or
corrective actions resulting from PT
results that constitute unsuccessful
participation in PT programs.

(ii) Other data that CMS determines
are necessary for validation and assess-

§493.559

ment of the State's inspection process
requirements.

(11) Agree to provide CMS with writ-
ten notification of any changes in its
licensure/approval and inspection re-
quirements.

(12) Agree to disclose any labora-
tory's PT results in accordance with a
State’s confidentiality requirements.

(13) Agree to take the appropriate en-
forcement action against laboratories
found by CMS not to be in compliance
with requirements comparable to con-
dition-level requirements and report
these enforcement actions to CMS.

(14) If approved, reapply to CMS
every 2 years to renew its exempt sta-
tus and to renew its agreement to pay
the cost of the CMS-administered vali-
dation program in that State.

§493.559 Publication of approval of
deeming authority or CLIA exemp-
tion.

(a) Notice of deeming authority or ex-
emption. CMS publishes a notice in the
FEDERAL REGISTER when it grants
deeming authority to an accreditation
organization or exemption to a State
licensure program.

(b) Contents of notice. The notice in-
cludes the following: :

(1) The name of the accreditation or-
ganization or State licensure program.

(2) For an accreditation organization:

(i) The specific specialty or sub-
specialty areas for which it is granted
deeming authority.

(ii) A description of how the accredi-
tation organization provides reason-
able assurance to CMS that a labora-
tory accredited by the organization
meets CLIA requirements equivalent to
those in this part and would meet CLIA
requirements if the laboratory had not
been granted deemed status, but had
been inspected against condition-level
requirements.

(3) For a State licensure program, .a
description of how the laboratory re-
quirements of the State are equal to,
or more stringent than, those specified
in this part.

(4) The basis for granting deeming
authority or exemption.

(5) The term of approval, not to ex-
ceed 6 years.
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§498.561 Denial of application or re-
application.

(@) Reconsideration of denial. (1) If
CMS denies a request for approval, an
accreditation organization or State li-
censure program may request, within
60 days of the notification of denial,
that CMS reconsider its original appli-
cation or application for renewal, in
accordance with part 488, subpart D.

(2) If the accreditation organization
or State licensure program requests a
reconsideration of CMS's determina-
tion to deny its request for approval or
reapproval, it may not submit a new
application until CMS issues a final re-
consideration determination.

(b) Resubmittal of a request for ap-
proval— accreditation organization. An
accreditation organization may resub-
mit a request for approval if a final re-
consideration determination is not
pending and the accreditation program
meets the following conditions:

(1) It has revised its accreditation
program to address the rationale for
denial of its previous request.

(2) It demonstrates that it can pro-
vide reasonable assurance that its ac-
credited facilities meet condition-level
requirements.

(3) It resubmits the application in its
entirety.

(¢} Resubmittal of request for ap-
proval—State licensure program. The
State licensure program may resubrmit
a request for approval if a final recon-
sideration determination is not pend-
ing and it has taken the necessary ac-
tion to address the rationale for any
previous denial.

§493.563 Validation inspections—Basis
and focus.

(a) Basis for validation inspection—(1)
Laboratory with a certificate of accredita-
tion. (i) CMS or a CMS agent may con-
duct an inspection of an accredited lab-
oratory that has been issued a certifi-
cate of accreditation on a representa-
tive sample basis or in response to a
substantial allegation of noncompli-
ance.

(i) CMS uses the results of these in-
spections to validate the accreditation
organization's accreditation process.

(2) Laboratory in a State with an ap-
proved State licensure program. (i) CMS
or a CMS agent may conduct an inspec-
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tion of any laboratory in a State with
an approved State licensure program
on a representative sample basis or in
response to ‘a substantial allegation of
noncompliance.

(ii) The results of these inspections
are used to validate the appropriate-
ness of the exemption of that State's
licensed or approved laboratories from
CLIA program requirements.

(b) Validation inspection conducted on
a representative sample basis. (1) If CMS
or a CMS agent conducts a validation
inspection on a representative sample
basis, the inspection is comprehensive,
addressing all condition-level require-
ments, or it may be focused on a spe-
cific condition-level requirement.

(2) The number of laboratories sam-
pled is sufficient to allow a reasonable
estimate of the performance of the ac-
creditation organization or State.

(c) Validation inspection conducted in
response to a substantial allegation of
noncompliance. (1) If CMS or a CMS
agent conducts a validation inspection
in response to a substantial allegation
of noncompliance, the inspection fo-
cuses on any condition-level require-
ment that CMS determines to be re-
lated to the allegation.

(2) If CMS or a CMS agent substan-
tiates a deficiency and determines that
the laboratory is out of compliance
with any condition-level requirement,
CMS or a CMS agent conducts a full
CLIA inspection.

(d) Inspection of operations and offices.
As part of the validation review proc-
ess, CMS may conduct an onsite in-
spection of the operations and offices
to verify the following:

(1) The accreditation organization's
representations and to assess the ac-
creditation organization’s compliance
with its own policies and procedures.

(2) The State's representations and to
assess the State’'s compliance with its
own policies and procedures, including
verification of State enforcement ac-
tions taken on the basis of validation
inspections performed by CMS or a
CMS agent.

(e) Ounsite inspection of an accreditation
organization. An onsite inspection of an
accreditation organization may in-
clude, but is not limited to, the fol-
lowing:

(1) A review of documents.

—217—




Centers for Medicare & Medicaid Services, HHS

(2) An audit of meetings concerning
the accreditation process.

(3) Evaluation of accreditation in-
spection results and the accreditation
decision-making process.

(4) Interviews with the accreditation
organization's staff.

(f) Onsite inspection of a State licensure
program. An onsite inspection of a
State licensure program office may in-
clude, but is not limited to, the fol-
lowing:

(1) A review of documents.

(2) An audit of meetings concerning
the licensure or approval process.

(3) Evaluation of State inspection re-
sults and the licensure or approval de-
cision-making process.

(4) Interviews with State employees.

§493.565 Selection for validation in-
spection—laboratory responsibil-
ities.

A laboratory selected for a validation
inspection must do the following:

- (@) Authorize its accreditation orga-
nization or State licensure program, as
applicable, to release to CMS or a CMS
agent, on a confidential basis, a copy of
the laboratory's most recent full, and
any subsequent partial inspection.

(b) Authorize CMS or a CMS agent to
conduct a validation inspection.

(c) Provide CMS or a CMS agent with
access to all facilities, equipment, ma-
terials, records, and information that
CMS or a CMS agent determines have a
bearing on whether the laboratory is
being operated in accordance with the
requirements of this part, and permit
CMS or a CMS agent to copy material
or require the laboratory to submit
material. '

(d) If the laboratory possesses a valid
certificate of accreditation, authorize
CMS or a CMS agent to monitor the
correction of any deficiencies found
through the validation inspection.

§493.567 Refusal to cooperate with
validation inspection.

(@) Laboratory with a certificate of ac-
creditation. (1) A laboratory with a cer-
tificate of accreditation that refuses to
cooperate with a validation inspection
by failing to comply with the require-
ments in §493.565— '

§493.569

(1) Is subject to full review by CMS or
a CMS agent, in accordance with this
part; and

(ii) May be subject to suspension,
revocation, or limitation of its certifi-
cate of accreditation under this part.

(2) A laboratory with a certificate of
accreditation is again deemed to meet
the condition-level requirements by
virtue of its accreditation when the fol-
lowing conditions exist:

(1) The laboratory withdraws any
prior refusal to authorize its accredita-
tion organization to release a copy of
the laboratory’s current accreditation
inspection, PT results, or notification
of any adverse actions resulting from
PT failure.

(ii) The laboratory withdraws any
prior refusal to allow a validation in-
spection.

(iii) CMS finds that the laboratory
meets all the condition-level require-
ments.

(b) CLIA-exempt laboratory. If a CLIA-
exempt laboratory fails to comply with
the requirements specified in §493.565,
CMS notifies the State of the labora-
tory's failure to meet the require-
ments.

§493.569 Consequences of a finding of
noncompliance as a result of a vali-
dation inspection.

(a) Laboratory with a certificate of ac-
creditation. 1If a validation inspection
results in a finding that the accredited
laboratory is out of compliance with
one or more condition-level require-
ments, the laboratory is subject to—

(1) The same requirements and sur-
vey and enforcement processes applied
to laboratories that are not accredited
and that are found out of compliance
following an inspection under this part;
and

(2) Full review by CMS, in accordance
with this part; that is, the laboratory
is subject to the principal and alter-
native sanctions in §493.1806.

(b) CLIA-exempt laboratory. If a vali-
dation inspection results in a finding
that a CLIA-exempt laboratory is out
of compliance with one or more condi-
tion-level requirements, CMS directs
the State to take appropriate enforce-
ment action.
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§493.571 Disclosure of accreditation,
State and CMS validation inspec-
tion results.

(@) Accreditation organization inspec-
tion results. CMS may disclose accredi-
tation organization inspection results
to the public only if the results are re-
lated to an enforcement action taken
by the Secretary.

(b) State inspection results. Disclosure
of State inspection results is the re-
sponsibility of the approved State li-
censure program, .in accordance with
State law.

(c) CMS validation inspection results.
CMS may disclose the results of all
validation inspections conducted by
CMS or its agent.

§493.573 Continuing Federal oversight
of private nonprofit accreditation
organizations and approved State
licensure programs.

(a) Comparability review. In addition
to the initial review for determining
equivalency of specified organization
or State requirements to the com-
parable condition-level requirements,
CMS reviews the equivalency of re-
quirements in the following cases:

(1) When CMS promulgates new con-
dition-level requirements.

(2) When CMS identifies an accredita-
tion organization or a State licensure
program whose requirements are no
longer equal to, or more stringent
than, condition-level requirements.

(3) When an accreditation organiza-
tion or State licensure program adopts
new requirements.

(4) When an accreditation organiza-
tion or State licensure program adopts
changes to its inspection process, as re-
quired by §493.575(b)(1), as applicable.

(5) Every 6 years, or sooner if CMS
determines an earlier review is re-
quired.

(b) Validation review. Following the
end of a validation review period, CMS
evaluates the validation inspection re-
sults for each approved accreditation
organization and State licensure pro-
gram.

(c) Reapplication procedures. (1) Every
6 years, or sooner, as determined by
CMS, an approved accreditation orga-
nization must reapply for continued
approval of deeming authority and a
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State licensure program must reapply
for continued approval of a CLIA ex-
emption. CMS provides notice of the
materials that must be submitted as
part of the reapplication procedure.

(2) An accreditation organization or
State licensure program that does not
meet the requirements of this subpart,
as determined through a comparability
or validation review, must furnish
CMS, upon request, with the reapplica-
tion materials CMS requests. CMS es-
tablishes a deadline by which the mate-
rials must be submitted.

(d) Notice. (1) CMS provides written
notice, as appropriate, to the following:

(i) An accreditation organization in-
dicating that its approval may be in
jeopardy if a comparability or valida-
tion review reveals that it is not meet-
ing the requirements of this subpart
and CMS is initiating a review of the
accreditation organization’s deeming
authority.

(ii) A State licensure program indi-
cating that its CLIA exemption may be
in jeopardy if a comparability or vali-
dation review reveals that it is not
meeting the requirements of this sub-
part and that a review is being initi-
ated of the CLIA exemption of the
State's laboratories.

(2) The notice contains the following
information:

(i) A statement of the discrepancies
that were found as well as other re-
lated documentation.

(ii) An explanation of CMS's review
process on which the final determina-
tion is based and a description of the
possible actions, as specified in
§493.575, that CMS may impose based
on the findings from the comparability
or validation review.

(1i1) A description of the procedures
available if the accreditation organiza-
tion or State licensure program, as ap-
plicable, desires an opportunity to ex-
plain or justify the findings made dur-
ing the comparability or validation re-
view.

(iv) The reapplication materials that
the accreditation organization or State
licensure program must submit and the
deadline for that submission.
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§493.575 Removal of deeming author-
ity or CLIA exemption and final de-
termination review.

(a) CMS review.-CMS conducts a re-
view of the following:

(1) A deeming authority review of an
accreditation organization’s program if
the comparability or validation review
produces findings, as described at
§493.573. CMS reviews, as appropriate,
the criteria described in §§493.555 and
493.557(a) to reevaluate whether the ac-
creditation organization continues to
meet all these criteria.

(2) An exemption review of a State's
licensure program if the comparability
or validation review produces findings,
as described at §493.573. CMS reviews,
as appropriate, the criteria described in
§§493.555 and 493.557(b) to reevaluate
whether the licensure program con-
tinues to meet all these criteria.

(3) A review of an accreditation orga-
nization or State licensure program, at
CMS'’s discretion, if validation review
findings, irrespective of the rate of dis-
parity, indicate widespread or system-
atic problems in the organization's ac-
creditation or State’s licensure process
that provide evidence that the require-
ments, taken as a whole, are no longer
equivalent to CLIA requirements,
taken as a whole.

(4) A review of the accreditation or-
ganization or State licensure program
whenever, validation inspection results
indicate a rate of disparity of 20 per-
cent or more between the findings of
the organization or State and those of
CMS or a CMS agent for the following
periods:

(i) One year for accreditation organi-
zations.

(ii) Two years for State licensure pro-
grams.

(b} CMS action after review. Following
the review, CMS may take the fol-
lowing action:

(1) If CMS determines that the ac-
creditation organization or State has
failed to adopt requirements equal to,
or more stringent than, CLIA require-
ments, CMS may give a conditional ap-
proval for a probationary period of its
deeming authority to an organization
30 days following the date of CMS’s de-
termination, or exempt status to a
State within 30 days of CMS's deter-
mination, both not to exceed 1 year, to

§493.575

afford the organization or State an op-
portunity to adopt equal or more strin-
gent requirements.

(2) If CMS determines that there are
widespread or systematic problems in
the organization's or State's inspection
process, CMS may give conditional ap-
proval during a probationary period,
not to exceed 1 year, effective 30 days
following the date of the determina-
tion.

(c) Final determination. CMS makes a
final determination as to whether the
organization or State continues to
meet the criteria described in this sub-
part and issues a notice that includes
the reasons for the determination to
the organization or State within 60
days after the end of any probationary
period. This determination is based on
an evaluation of any of the following:

(1) The most recent validation in-
spection and review findings. To con-
tinue to be approved, the organization
or State must meet the criteria of this
subpart.

(2) Facility-specific data, as well as
other related information.

(3) The organization's or State's in-
spection procedures, surveyors' quali-
fications, ongoing education, training,
and composition of inspection teams.

(4) The organization’'s accreditation
requirements, or the State's licensure
or approval requirements.

(d) Date of withdrawal of approval.
CMS may withdraw its approval of the
accreditation organization or State li-
censure program, effective 30 days from
the date of written notice to the orga-
nization or State of this proposed ac-
tion, if improvements acceptable to
CMS have not been made during the
probationary period.

(e) Continuation of validation inspec-
tions. The existence of any validation
review, probationary status, or any
other action, such as a deeming au-
thority review, by CMS does not affect
or limit the conduct of any validation
inspection.

(f) Federal Register notice. CMS pub-
lishes  a notice in the FEDERAL REG-
ISTER containing a justification for re-
moving the deeming authority from an
accreditation organization, or the
CLIA-exempt status of a State licen-
sure program.

—220—



§493.602

(g) Withdrawal of approval-effect on
laboratory status—(1) Accredited labora-
tory. After CMS withdraws approval of
an accreditation organization's deem-
ing authority, the certificate of accred-
itation of each affected laboratory con-
tinues in effect for 60 days after it re-
ceives notification of the withdrawal of
approval.

(2) CLIA-exempt laboratory. After CMS
withdraws approval of a State licen-
sure program, the exempt status of
each licensed or approved laboratory in
the State continues in effect for 60
days after a laboratory receives notifi-
cation from the State of the with-
drawal of CMS's approval of the pro-
gram.

(3) Extension. After CMS withdraws
approval of an accreditation organiza-
tion or State licensure program, CMS
may extend the period for an addi-
tional 60 days for a laboratory if it de-
termines that the Ilaboratory sub-
mitted an application for accreditation
to an approved accreditation organiza-
tion or an application for the appro-
priate certificate to CMS or a CMS
agent before the initial 60-day period
ends.

(h) Immediate jeopardy to patients. (1)
If at any time CMS determines that
the continued approval of deeming au-
thority of any accreditation organiza-
tion poses immediate jeopardy to the
patients of the laboratories accredited
by the organization, or continued ap-
proval otherwise constitutes a signifi-
cant hazard to the public health, CMS
may immediately withdraw the ap-
proval of deeming authority for that
accreditation organization.

(2) If at any time CMS determines
that the continued approval of a State
licensure program poses immediate
jeopardy to the patients of the labora-
tories in that State, or continued ap-
proval otherwise constitutes a signifi-
cant hazard to the public health, CMS
may immediately withdraw the ap-
proval of that State licensure program.

(i) Failure to pay fees. CMS withdraws
the approval of a State licensure pro-
gram if the State fails to pay the appli-
cable fees, as specified in §§493.645(a)
and 493.646(b).

(j) State refusal to take enforcement ac-
tion. (1) CMS may withdraw approval of
a State licensure program if the State
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refuses to take enforcement action
against a laboratory in that State
when CMS determines it to be nec-
essary.

(2) A laboratory that is in a State in
which CMS has withdrawn program ap-
proval is subject to the same require-
ments and survey and enforcement
processes that are applied to a labora-
tory that is not exempt from CLIA re-
quirements.

(k) Request for reconsideration. Any
accreditation organization or State
that is dissatisfied with a determina-
tion to withdraw approval of its deem-
ing authority or remove approval of its
State licensure program, as applicable,
may request that CMS reconsider the
determination, in accordance with sub-
part D of part 488.

Subpart F—General Administration

SOURCE: 57 FR 7138 and 7213, Feb. 28, 1992,
unless otherwise noted.

§493.602 Scope of subpart.

This subpart sets forth the method-
ology for determining the amount of
the fees for issuing the appropriate cer-
tificate, and for determining compli-
ance with the applicable standards of
the Public Health Service Act (the PHS
Act) and the Federal validation of ac-
credited laboratories and of CLIA-ex-
empt laboratories.

[60 FR 20047, Apr. 24, 1995]

§493.606 Applicability of subpart.

The rules of this subpart are applica-
ble to those laboratories specified in
§493.3.

[58 FR 5212, Jan. 19, 1993]

§493.638 Certificate fees.

(a) Basic rule. Laboratories must pay
a fee for the issuance of a registration
certificate, certificate for PPM proce-
dures, certificate of waiver, certificate
of accreditation, or a certificate of
compliance, as applicable. Laboratories
must also pay a fee to reapply for a
certificate for PPM procedures, certifi-
cate of waiver, certificate of accredita-
tion, or a certificate of compliance.
The total of fees collected by HHS
under the laboratory program must be
sufficient to cover the general costs of
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administering the laboratory certifi-
cation program under section 353 of the
PHS Act.

(1) For registration certificates and
certificates of compliance, the costs in-
clude issuing the certificates, col-
lecting the fees, evaluating and moni-
toring proficiency testing programs,
evaluating which procedures, tests or
examinations meet the criteria for in-
clusion in the appropriate complexity
category, and implementing section 3353
of the PHS Act.

(2) For a certificate of waiver, the
costs include issuing the certificate,
collecting the fees, determining if a
certificate of waiver should be issued,
evaluating which tests qualify for in-
clusion in the waived category, and
other direct administrative costs.

(3) For a certificate for PPM proce-
dures, the costs include issuing the cer-
tificate, collecting the fees, deter-
mining if a certificate for PPM proce-
dures should be issued, evaluating
which procedures meet the criteria for
inclusion in the subcategory of PPM
procedures, and other direct adminis-
trative costs.

(4) For a certificate of accreditation,
the costs include issuing the certifi-
cate, collecting the fees, evaluating the
programs of accrediting -bodies, and
other direct administrative costs.

(b) Fee amount. The fee amount is set
annually by HHS on a calendar year
basis and is based on the category of
test complexity, or on the category of
test complexity and schedules or
ranges of annual laboratory test vol-
ume (excluding waived tests and tests
performed for quality control, quality
assurance, and proficiency testing pur-
poses) and specialties tested, with the
amounts of the fees in each schedule
being a function of the costs for all as-
pects of general administration of
CLIA as set forth in §493.649 (b) and (c).
This fee is assessed and payable at
least biennially. The methodology used
to determine the amount of the fee is
found in §493.649. The amount of the fee
applicable to the issuance of the reg-
istration certificate or the issuance or
renewal of the certificate for PPM pro-
cedures, certificate of waiver, certifi-
cate of accreditation, or certificate of
compliance is the amount in effect at
the time the application is received.

§493.643

Upon receipt of an application for a
certificate, HHS or its designee notifies
the laboratory of the amount of the re-
quired fee for the requested certificate.

[60 FR 20047, Apr. 24, 1995)

§493.639 Fee for revised certificate.

(a) If, after a laboratory is issued a
registration certificate, it changes its
name or location, the laboratory must
pay a fee to cover the cost of issuing a
revised registration certificate. The fee
for the revised registration certificate
is based on the cost to issue the revised
certificate to the laboratory.

(b) A laboratory must pay a fee to
cover the cost of issuing a revised cer-
tificate in any of the following cir-
cumstances:

(1) The fee for issuing an appropriate
revised certificate is based on the cost
to issue the revised certificate to the
laboratory as follows:

(i) If a laboratory with a certificate
of waiver wishes to perform tests in ad-
dition to those listed in §493.15(c) as
waived tests, it must, as set forth in
§493.638, pay an additional fee for the
appropriate certificate to cover the ad-
ditional testing.

(ii) If a laboratory with a certificate
for PPM procedures wishes to perform
tests in addition to those specified as
PPM procedures or listed in §493.15(c)
as waived tests, it must, as set forth in
§493.638, pay an additional fee for the
appropriate certificate to cover the ad-
ditional testing.

(2) A laboratory must pay a fee to
cover the cost of issuing a revised cer-
tificate when—

(i) A laboratory changes its name, lo-
cation, or its director; or

(ii) A laboratory deletes services or
wishes to add services and requests
that its certificate be changed. (An ad-
ditional " fee is also required under
§493.643(d) if it is necessary to deter-
mine compliance with additional re-
guirements.)

[57 FR 7213, Feb. 28, 1992, as amerjded at 60
FR 20047, Apr, 24, 1995)

§493.643 Fee for determination of pro-
gram compliance.

(a) Fee requirement. In addition to the
fee required under §493.638, a labora-
tory subject to routine inspections
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must pay a fee to cover the cost of de-
termining program compliance. Lab-
oratories issued a certificate for PPM
procedures, certificate of waiver, or a
certificate of accreditation are not sub-
Jject to this fee for routine inspections.

(b) Costs included in the fee. Included
in the fee for determining program
compliance is the cost of evaluating
qualifications of personnel; monitoring
proficiency testing; conducting onsite
inspections; documenting deficiencies;
evaluating laboratories’ plans to cor-
rect deficiencies; and necessary admin-
istrative costs. HHS sets the fee
amounts annually on a calendar year
basis. Laboratories are inspected bien-
nially; therefore, fees are assessed and
payable biennially. If additional ex-
penses are incurred to conduct follow
up visits to verify correction of defi-
ciencies, to impose sanctions, and/or
for surveyor preparation for and at-
tendance at ALJ hearings, HHS as-
sesses an additional fee to include
these costs. The additional fee is based
on the actual resources and time nec-
essary to perform the activities.

(c) Classification of laboratories that re-
quire inspection for purpose of deter-
mining amount of fee. (1) There are ten
classifications (schedules) of labora-
tories for the purpose of determining
the fee amount a laboratory is as-
sessed. Each laboratory is placed into
one of the ten following schedules
based on the laboratory's scope and
volume of testing (excluding tests per-
formed for quality control, quality as-
surance, and proficiency testing pur-
poses).

(i) (A) Schedule A Low Volume. The
laboratory performs not more than
2,000 laboratory tests annually.

(B) Schedule A. The laboratory per-
forms tests in no more than 3 special-
ties of service with a total annual vol-
ume of more than 2,000 but not more
than 10,000 laboratory tests.

(ii) Schedule B. The laboratory per-
forms tests in at least 4 specialties of
service with a total annual volume of
not more than 10,000 laboratory tests.

(iii) Schedule C. The laboratory per-
forms tests in no more 3 specialties of
service with a total annual volume of
more than 10,000 but not more than
25,000 laboratory tests.
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(iv) Schedule D. The laboratory per-
forms tests in at least 4 specialties
with a total annual volume of more
than 10,000 but not more than 25,000
laboratory tests.

(v) Schedule E. The laboratory per-
forms more than 25,000 but not more
than 50,000 laboratory tests annually.

(vi) Schedule F. The laboratory per-
forms more than 50,000 but not more
than 75,000 laboratory tests annually.

(vii) Schedule G. The laboratory per-
forms more than 75,000 but not more
than 100,000 laboratory tests annually.

(viii) Schedule H. The laboratory per-
forms more than 100,000 but not more
than 500,000 laboratory tests annually.

(ix) Schedule I. The laboratory per-
forms more than 500,000 but not more
than 1,000,000 laboratory tests annu-
ally.

(x) Schedule J. The laboratory per-
forms more than 1,000,000 laboratory
tests annually.

(2) For purposes of determining a lab-
oratory's classification under this sec-
tion, a test is a procedure or examina-
tion for a single analyte. (Tests per-
formed for quality control, quality as-
surance, and proficiency testing are ex-
cluded from the laboratory's total an-
nual volume). Each profile (that is,
group of tests) is counted as the num-
ber of separate procedures or exarnina-
tions; for example, a chemistry profile
consisting of 18 tests is counted as 18
separate procedures or tests.

(3) For purposes of determining a lab-
oratory’s classification under this sec-
tion, the specialties and subspecialties
of service for inclusion are:

(i) The specialty of Microbiology,
which includes one or more of the fol-
lowing subspecialties:

(A) Bacteriology.

(B) Mycobacteriology.

(C) Mycology.

(D) Parasitology.

(E) Virology.

(ii) The specialty of Serology, which
includes one or mare of the following
subspecialties:

(A) Syphilis Serology.

(B) General immunology

(iii) The specialty of Chemistry,
which includes one or more of the fol-
lowing subspecialties:

(A) Routine chemistry.

(B) Endocrinology.
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(C) Toxicology.

(D) Urinalysis.

(iv) The specialty of Hematology.

v) The specialty of
Immunohematology, which includes
one or more of the following sub-
specialties:

(A) ABO grouping and Rh typing.

(B) Unexpected antibody detection.

(C) Compatibility testing.

(D) Unexpected antibody identifica-
tion.

(vi) The specialty of Pathology,
which includes the following sub-
specialties:

(A) Cytology.

(B) Histopathology.

(C) Oral pathology.

(vii) The specialty of Radiobioassay.

(viii) The specialty of
Histocompatibility.
(ix) The specialty of Clinical Cyto-

genetics.

(d) Additional fees. (1) If after a cer-
tificate of compliance is issued, a lab-
oratory adds services and requests that
its certificate be upgraded, the labora-
tory must pay an additional fee if, in
order to determine compliance with ad-
ditional requirements, it is necessary
to conduct an inspection, evaluate per-
sonnel, or monitor proficiency testing
performance. The additional fee is
based on the actual resources and time
necessary to perform the activities.
HHS revokes the laboratory's certifi-
cate for failure to pay the compliance
determination fee.

(2) If it is necessary to conduct a
complaint investigation, impose sanc-
tions, or conduct a hearing, HHS as-
sesses the laboratory holding a certifi-
cate of compliance a fee to cover the
cost of these activities. If a complaint
investigation results in a complaint
being unsubstantiated, or if an HHS ad-

verse action is overturned at the con- ,

clusion of the administrative appeals
process, the government's costs of
these activities are not imposed upon
the laboratory. Costs for these activi-
ties are based on the actual resources
and time necessary to perform the ac-
tivities 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

§493.645

certificate of compliance for failure to
pay the assessed costs.

[57 FR 7138 and 7213, Feb. 28, 1992, as amended
at 60 FR 20047, Apr. 24, 1995; 68 FR 3702, Jan.
24, 2003}

§493.645 Additional fee(s) applicable
to approved State laboratory pro-
grams and laboratories issued a
certificate of accreditation, certifi-
cate of waiver, or certificate for
PPM procedures.

(a) Approved State laboratory programs.
State laboratory programs approved by
HHS are assessed a fee for the fol-
lowing:

(1) Costs of Federal inspections of
laboratories in that State (that is,
CLIA-exempt laboratories) to verify
that standards are being enforced in an
appropriate manner.

(2) Costs incurred for 1nvest1gat10ns
of complaints against the State's
CLIA-exempt laboratories if the com-
plaint is substantiated.

(3) Costs of the State's prorata share
of general overhead to develop and im-
plement CLIA.

(b) Accredited laboratories. (1) In addi-
tion to the certificate fee, a laboratory
that is issued a certificate of accredita-
tion is also assessed a fee to cover the
cost of evaluating individual labora-
tories 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 in-
specting 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 cast
of these visits. The fee is based on the
actual resources and time necessary to
perform the followup visits. HHS re-
vokes the laboratory’s certificate of
accreditation for failure to pay the as-
sessed fee. '

(c) If, in the case of a laboratory that
has been issued a certificate of accredi-
tation, certificate of waiver, or certifi-
cate for PPM procedures, it is nec-
essary to conduct a complaint inves-
tigation, impose sanctions, or conduct
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a hearing, HHS assesses that labora-
tory a fee to cover the cost of these ac-
tivities. Costs are based on the actual
resources and time necessary to per-
form 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 ad-
verse action is overturned at the con-
clusion of the administrative appeals
process, the costs of these activities
are not imposed upon the laboratory.

[60 FR 20047, Apr. 24, 1995]

§493.646 Payment of fees.

(@) Except for CLIA-exempt labora-
tories, 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.

(b) For State-exempt laboratories,
HHS estimates the cost of conducting
validation surveys within the State for
a 2-year period. HHS or its designee no-
tifies the State by mail of the appro-
priate fees, including the due date for
payment and the address of the United
‘States Department of Treasury des-
ignated commercial bank to which
payment must be made. In addition, if
complaint investigations are conducted
in laboratories within these States and
are substantiated, HHS bills the
State(s) the costs of the complaint in-
vestigations.

[57 FR 7138 and 7213, Feb. 28, 1992, as amended
at 60 FR 20048, Apr. 24, 1985]

§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
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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:

(i) 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
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,
equiprnent, 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.
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(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.

[57 FR 7138 and 7213, Feh. 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
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 patients’ specimens. For
laboratories subject to 42 CFR part 493
published on March 14, 1990 (55 FR 9538)
prior to September 1, 1992, the rules of
this subpart are effective on September
1, 1992. For all other laboratories, the

§493.801

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.

(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 wusing the Ilabora-
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
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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 PT
samples or portions of samples to an-
other laboratory for any analysis
which it is certified to perform in its
own laboratory. Any laboratory that
CMS determines intentionally referred
its proficiency testing samples to an-
other laboratory for analysis will have
its certification revoked for at least
one year. Any laboratory that receives
proficiency testing samples from an-
other laboratory for testing must no-
tify CMS of the receipt of those sam-
ples.

(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.

[57 FR 7146, Feb. 28, 1992, as amended at 58
FR 5228, Jan. 19, 1993; 68 FR 3702, Jan. 24,
2003}

§493.803 Condition: Successful partici-
pation.

(a) Each laboratory performing non-
waived testing must successfully par-
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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.

[57 FR 7146, Feb. 28, 1892, 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
performance on two consecutive pro-
ficiency testing events, one of which
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may be on site, before CMS will con-
sider it for reinstatement for certifi-
cation and Medicare or Medicaid ap-
proval in that specialty, subspecialty,
analyte or test.

(b) The cancellation period for Medi-
care and Medicaid approval or period
for suspension of Medicare or Medicaid
payments or suspension or limitation
of certification under CLIA for the
failed specialty, subspecialty, or
analyte or test is for a period of not
less than six months from the date of
cancellation, limitation or suspension
of the CLIA certificate.

[58 FR 5228, Jan. 19, 1993, as amended at 60
FR 20048, Apr. 24, 1995]

PROFICIENCY TESTING BY SPECIALTY AND
SUBSPECIALTY FOR LABORATORIES
PERFORMING TESTS OF MODERATE
CoMPLEXITY (INCLUDING THE SUB-
CATEGORY), HIGH COMPLEXITY, OR ANY
COMBINATION OF THESE TESTS

§493.821 Condition: Microbiology.

The specialty of microbiology in-
cludes, for purposes of proficiency test-
ing, the subspecialties of bacteriology,
mycobacteriology, mycology,
parasitology and virology.

§493.823 Standard; Bacteriology.

(a) Failure to attain an overall test-
ing event score of at least 80 percent is
unsatisfactory performance.

(b) Failure to participate in a testing
event is unsatisfactory performance
and results in a score of 0 for the test-
ing event. Consideration may be given
to those laboratories failing to partici-
pate in a testing event only if—

(1) Patient testing was suspended
during the time frame allotted for test-
ing and reporting proficiency testing
results; _

(2) The laboratory notifies the in-
specting agency and the proficiency
testing program within the time frame
for submitting proficiency testing re-
sults of the suspension of patient test-
ing and the circumstances associated
with failure to perform tests on pro-
ficiency testing samples; and

(3) The laboratory participated in the
previous two proficiency testing
events.

(c) Failure to return proficiency test-
ing results to the proficiency testing

§493.825

program within the time frame speci-
fied by the program is unsatisfactory
performance and results in a score of 0
for the testing event.

(d)(1) For any unsatisfactory testing
event -for reasons other than a failure
to participate, the laboratory must un-
dertake appropriate training and em-
ploy the technical assistance necessary
to correct problems associated with a
proficiency testing failure. :

(2) Remedial action must be: taken
and documented, and the documenta-
tion must be maintained by the labora-
tory for two years from the date of par-
ticipation in the proficiency testing
event.

(e) Failure to achieve an overall test-
ing event score of satisfactory perform-
ance for two consecutive testing events
or two out of three consecutive testing
events is unsuccessful performance.

§493.825 Standard; Mycobacteriology.

(a) Failure to attain an overall test-
ing event score of at least 80 percent is
unsatisfactory performance.

(b) Failure to participate in a testing
event is unsatisfactory performance
and results in a score of 0 for the test-
ing event. Consideration may be given
to those laboratories failing to partici-
pate in a testing event only if—

(1) Patient testing was suspended
during the time frame allotted for test-
ing and reporting proficiency testing
results;

(2)- The laboratory notifies the in-
specting agency and the proficiency
testing program within the time frame
for submitting proficiency testing re-
sults of the suspension of patient test-
ing and the circumstances associated
with failure to perform tests on pro-
ficiency testing samples; and '

(3) The laboratory participated in the
previous two proficiency testing
events.

(c) Failure to return proficiency test-
ing results to the proficiency testing
program within the time frame speci-
fied by the program is unsatisfactory
performance and results in a score of 0
for the testing event. -

(d)(1) For any unsatisfactory testing
event for reasons other than a failure
to participate, the laboratory must un-
dertake appropriate training and em-
ploy the technical assistance necessary
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to correct problems associated with a
proficiency testing failure.

(2) Remedial action must be taken
and documented, and the documenta-
tion must be maintained by the labora-
tory for two years from the date of par-
ticipation in the proficiency testing
event.

(e) Failure to achieve an overall test-
ing event score of satisfactory perform-
ance for two consecutive testing events
or two out of three consecutive testing
events is unsuccessful performance.

§493.827 Standard; Mycology.

(a) Failure to attain an overall test-
ing event score of at least 80 percent is
unsatisfactory performance.

(b) Failure to participate in a testing
event is unsatisfactory performance
and results in a score of 0 for the test-
ing event. Consideration may be given
to those laboratories failing to partici-
pate in a testing event only if—

(1) Patient testing was suspended
during the time frame allotted for test-
ing and reporting proficiency testing
results;

(2) The laboratory notifies the in-
specting agency and the proficiency
testing program within the time frame
for submitting proficiency testing re-
sults of the suspension of patient test-
ing and the circumstances associated
with failure to perform tests on pro-
ficiency testing samples; and

(3) The laboratory participated in the
previous two proficiency testing
events.

(c) Failure to return proficiency test-
ing results to the proficiency testing
program within the time frame speci-
fied by the program is unsatisfactory
performance and results in a score of 0
for the testing event.

(d)(1) For any unsatisfactory testing
event for reasons other than a failure
to participate, the laboratory must un-
dertake appropriate training and em-
ploy the technical assistance necessary
to correct problems associated with a
proficiency testing failure.

(2) Remedial action must be taken
and documented, and the documenta-
tion must be maintained by the labora-
tory for two years from the date of par-
ticipation in the proficiency testing
event.

42 CFR Ch. IV (10-1-03 Edition)

(e) Failure to achieve an overall test-
ing event score of satisfactory perform-
ance for two consecutive testing events
or two out of three consecutive testing
events is unsuccessful performance.

§493.829 Standard; Parasitology.

(a) Failure to attain an overall test-
ing event score of at least 80 percent is
unsatisfactory performance.

(b) Failure to participate in a testing
event is unsatisfactory performance
and results in a score of 0 for the test-
ing event. Consideration may be given
to those laboratories failing to partici-
pate in a testing event only if—

(1) Patient testing was suspended
during the time frame allotted for test-
ing and reporting proficiency testing
results;

(2) The laboratory notifies the in-
specting agency and the proficiency
testing program within the time frame
for submitting proficiency testing re-
sults of the suspension of patient test-
ing and the circumstances associated
with failure to perform tests on pro-
ficiency testing samples; and

(3) The laboratory participated in the
previous two proficiency testing
events.

(c) Failure to return proficiency test-
ing results to the proficiency testing
program within the time frame speci-
fied by the program is unsatisfactory
performance and results in a score of 0
for the testing event. v

(d)(1) For any unsatisfactory testing
event for reasons other than a failure
to participate, the laboratory must un-
dertake appropriate training and em-
ploy the technical assistance necessary
to correct problems associated with a
proficiency testing failure.

(2) Remedial action must be taken
and documented, and the documenta-
tion must be maintained by the labora-
tory for two years from the date of par-
ticipation in the proficiency testing
event.

(e) Failure to achieve an overall test-
ing event score of satisfactory perform-
ance for two consecutive testing events
or two out of three consecutive testing
events is unsuccessful performance.
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§493.831 Standard; Virology.

(a) Failure to attain an overall test-
ing event score of at least 80 percent is
unsatisfactory performance.

(b) Failure to participate in a testing
event is unsatisfactory performance
and results in a score of 0 for the test-
ing event. Consideration may be given
to those laboratories failing to partici-
pate in a testing event only if—

(1) Patient "testing was suspended
during the time frame allotted for test-
ing and reporting proficiency testing
results;

(2) The laboratory notifies the in-
specting agency and the proficiency
testing program within the time frame
for submitting proficiency testing re-
sults of the suspension of patient test-
ing and the circumstances associated
with failure to perform tests on pro-
ficiency testing samples; and

(3) The laboratory participated in the
previous two proficiency testing
events.

(c) Failure to return proficiency test-
ing results to the proficiency testing
program within the time frame speci-
fied by the program is unsatisfactory
performance and results in a score of 0
for the testing event.

(d)(1) For any unsatisfactory testing
event for reasons other than a failure
to participate, the laboratory must un-
dertake appropriate training and em-
ploy the technical assistarnice necessary
to correct problems associated with a
proficiency testing failure.

(2) For any unsatisfactory testing
events, remedial action must be taken
and documented, and the documenta-
tion must be maintained by the labora-
tory for two years from the date of par-
ticipation in the proficiency testing
event.

(e) Failure to achieve an overall test-
ing event score of satisfactory perform-
ance for two consecutive testing events
or two out of three consecutive testing
events is unsuccessful performance.

§493.833 Condition: Diagnostic immu-
nology.

The specialty of diagnostic immu-
nology includes for purposes of pro-
ficiency testing the subspecialties of
syphilis serology and general immu-
nology. '

§493.837

§493.835 Standard; Syphilis serology.

(@) Failure to attain an overall test-
ing event score of at least 80 percent is
unsatisfactory performance.

(b) Failure to participate in a testing
event is ‘unsatisfactory performance
and results in a score of 0 for the test-
ing event. Consideration may be given
to those laboratories failing to partici-
pate in a testing event only if— -

(1) Patient testing was suspended
during the time frame allotted for test-
ing and reporting proficiency testing
results;

(2) The laboratory notifies the in-
specting agency and the proficiency
testing program within the time frame
for submitting proficiency testing re-
sults of the suspension of patient test-
ing and the circumstances associated
with failure to perform tests on pro-
ficiency testing samples; and

(3) The laboratory participated in the
previous two proficiency testing
events.

(c) Failure to return proficiency test-
ing results to the proficiency testing
program within the time frame speci-
fied by the program is unsatisfactory
performance and results in a score of 0
for the testing event.

(d)(1) For any unsatisfactory testing
event for reasons other than a failure
to participate, the laboratory must un-
dertake appropriate training and em-
ploy the technical assistance necessary
to correct problems associated with a
proficiency testing failure.

(2) For any unacceptable testing
event score, remedial action must be
taken and documented, and the docu-
mentation must be maintained by the
laboratory for two years from the date
of participation in the proficiency test-
ing event.

(e) Failure to achieve an overall test-
ing event score of satisfactory perform-
ance for two consecutive testing events
or two out of three consecutive testing
events is unsuccessful performance.

§493.837 Standard;  General immu-
nology.

(a) Failure to attain a score of at
least 80 percent of acceptable responses
for each analyte in each testing event
is unsatisfactory analyte performance
for the testing event.
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(b) Failure to attain an overall test-
ing event score of at least 80 percent is
unsatisfactory performance.

(¢) Failure to participate in a testmg
event is unsatisfactory performance
and results in a score of 0 for the test-
ing event. Consideration may be given
to those laboratories failing to partici-
pate in a testing event only if—

(1) Patient testing was suspended
during the time frame allotted for test-
ing and reporting proficiency testing
results; '

(2) The laboratory notifies the in-
specting agency and the proficiency
testing program within the time frame
for submitting proficiency testing re-
sults of the suspension of patient test-
ing and the circumstances associated
with failure to perform tests on pro-
ficiency testing samples; and

(3) The laboratory participated in the
previous two proficiency testing
events.

(d) Failure to return proficiency test-
ing results to the proficiency testing
program within the time frame speci-
fied by the program is unsatisfactory
performance and results in a score of 0
for the testing event.

(e)(1) For any unsatisfactory analyte
or test performance or testing event
for reasons other than a failure to par-
ticipate, the laboratory must under-
take appropriate training and employ
the technical assistance necessary to
correct problems associated with a pro-
ficiency testing failure.

(2) For any unacceptable analyte or
testing event score, remedial action
must be taken and documented, and
the documentation must be maintained
by the laboratory for two years from
the date of participation in the pro-
ficiency testing event.

() Failure to achieve satisfactory
performance for the same analyte or
test in two consecutive testing events
or two out of three consecutive testing
events is unsuccessful performance.

(g) Failure to achieve an overall test-
ing event score of satisfactory perform-
ance for two consecutive testing events
or two out of three consecutive testing
events is unsuccessful performance.

§493.839 Condition: Chemistry.

The specialty of chemistry includes
for the purposes of proficiency testing

42 CFR Ch. IV (10-1-03 Edition)

the subspecialties of routine chem-
istry, endocrinology, and toxicology.

§493.841 Standard; Routine chemistry.

(a) Failure to attain a score of at
least 80 percent of acceptable responses
for each analyte in each testing event
is unsatisfactory analyte performance
for the testing event.

(b) Failure to attain an overall test-
ing event score of at least 80 percent is
unsatisfactory performance.

(c) Failure to participate in a testing
event is unsatisfactory performance
and results in a score of 0 for the test-
ing event. Consideration may be given
to those laboratories failing to partici-
pate in a testing event only if—

(1) Patient testing was suspended
during the time frame allotted for test-
ing and reporting proficiency testing
results;

(2) The laboratory notifies the in-
specting agency and the proficiency
testing program within the time frame
for submitting proficiency testing re-
sults of the suspension of patient test-
ing and the circumstances associated
with failure to perform tests on pro-
ficiency testing samples; and

(3) The laboratory participated in the
previous two proficiency testing
events.

(d) Failure to return proficiency test-
ing results to the proficiency testing
program within the time frame speci-
fied by the program is unsatisfactory
performance and results in a score of 0
for the testing event.

(e)(1) For any unsatisfactory analyte
or test performance or testing event
for reasons other than a failure to par-
ticipate, the laboratory must under-
take appropriate training and employ
the technical assistance necessary to
correct problems associated with a pro-
ficiency testing failure.

(2) For any unacceptable analyte or
testing event score, remedial action
must be taken and documented, and
the documentation must be maintained
by the laboratory for two years from
the date of participation in the pro-
ficiency testing event.

(f) Failure to achieve satisfactory
performance for the same analyte or
test in two consecutive testing events
or two out of three consecutive testing
events is unsuccessful performance.
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(g) Failure to achieve an overall test-
ing event score of satisfactory perform-
ance for two consecutive testing events
or two out of three consecutive testing
events is unsuccessful performance.

§493.843 Standard; Endocrinology.

(a) Failure to attain a score of at
least 80 percent of acceptable responses
for each analyte in each testing event
is unsatisfactory analyte performance
for the testing event.

(b) Failure to attain an overall test-
ing event score of at least 80 percent is
unsatisfactory performance.

(c) Failure to participate in a testing
event is unsatisfactory performance
and results in a score of 0 for the test-
ing event. Consideration may be given
to those laboratories failing to partici-
pate in a testing event only if—

(1) Patient testing was suspended
during the time frame allotted for test-
ing and reporting proficiency testing
results;

(2) The laboratory notifies the in-
specting agency and the proficiency
testing program within the time frame
for submitting proficiency testing re-
sults of the suspension of patient test-
ing and the circumstances associated
with failure to perform tests on pro-
ficiency testing samples; and

(3) The laboratory participated in the
previous two proficiency testing
events.

(d) Failure to return proficiency test-
ing results to the proficiency testing
program within the time frame speci-
fied by the program is unsatisfactory
performance and results in a score of 0
for the testing event.

(e)(1) For any unsatisfactory analyte
or test performance or testing event
for reasons other than a failure to par-
ticipate, the laboratory must under-
take appropriate training and employ
the technical assistance necessary to
correct problems associated with a pro-
ficiency testing failure.

(2) For any unacceptable analyte or
testing event score, remedial action
must be taken and documented, -and
the documentation must be maintained
by the laboratory for two years from
the date of participation in the pro-
ficiency testing event.

(f) Failure to achieve satisfactory
performance for the same analyte or

§493.845

test in two consecutive testing events
or two out .of three consecutive testing
events is unsuccessful performance.

(g) Failure to achieve an overall test-
ing event score of satisfactory perform-
ance for two consecutive testing events
or two out of three consecutive testing
events is unsuccessful performance.

§493.845 Standard; Toxicology.

(a) Failure to attain a score of at
least 80 percent of acceptable responses
for each analyte in each testing event
is unsatisfactory analyte performance
for the testing event.

(b) Failure to attain an overall test-
ing event score of at least 80 percent is
unsatisfactory performance.

(c) Failure to participate in a testing
event is unsatisfactory performance
and results in a score of 0 for the test-
ing event. Consideration may be given
to those laboratories failing to partici-
pate in a testing event only if—

(1) Patient testing was suspended
during the time frame allotted for test-
ing and reporting proficiency testing
results;

(2) The laboratory notifies the in-
specting agency and the proficiency
testing program within the time frame
for submitting proficiency testing re-
sults of the suspension of patient test-
ing and the circumstances associated
with failure to perform tests on pro-
ficiency testing samples; and

(3) The laboratory participated in the
previous two proficiency testing
events. :

(d) Failure to return proficiency test-
ing results to the proficiency testing
program within the time frame speci-
fied by the program is unsatisfactory
performance and results in a score of 0
for the testing event.

(e)(1) For any unsatisfactory analyte
or test performance or testing event
for reasons other than a failure to par-
ticipate, the laboratory must under-
take appropriate training and employ
the technical assistance necessary to
correct problems associated with a pro-
ficiency testing failure.

(2) For any unacceptable analyte or
testing event score, remedial action
must be taken and documented, and
the documentation must be maintained
by the laboratory for two years from
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