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CLIA

llest Categeries

o \Nalved T ests

o \Vioderate Complexity: Tests

— Provider Performed Micrescopy. Precedures
(PPMIP)

o High Complexity Tests
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CLIA

Regulatery Reguiremenis

e \Walved Tests:

_ 42 CFR 8§ 493.15(e)(1)

o Follow manufacturers’ Instructions; for
performing the test
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CLIA

Regulatery Reguiremenis

o Non-Waived Tests (Mederate, PPMP;, and
High):
— Proficiency Tresting (42 CER 8 493.801)
— Facility Administration| (42 CFR § 493.1100)
— General Systems (42 CFR § 493.1230)
— Preanalytic Systems (42 CER § 493.1240)
— Analytic Systems (42 CFR 8§ 493.1250)
— Pestanalytic Systems, (42 CFR! & 493.1290)
— Personnel (42 CER § 493.1351)
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CLIA

Certificate ypes

o Certificate of \Walver
— Waived

o Certificate ofi PPMP

— Waived, PPMP

o Certificate of Compliance
— Walved), PEMP, Moderate, High

e Certificate of Accreditation
— Waived, PEMP, Moderate, High
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STATISTICS

CLIA Certification

Certificates Regien X Natlon

Waived

PPMP 3,625 4,818 39, 630

Compiiancs %

TOTAL 19,806 26,423 217,688
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STATISTICS

Self-Determined Lalboeratery TYpEes

Types Regieont X - INatien
POL
Nursing Facility
Home Health Agency
Hospita
Community Clinic
Independent
Ambulatory Surgery Center
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STATISTICS
CLIA Certification - POL

Certificates Natien = POLL

Walved
gl
Compliance
Accreditation
TOTAL
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STATISTICS

CLIA Certification of Accreditation

Organization INatieR
COLA 42%
CAP 35%
JC 21%

AABB 1%
ASHI 0.7%
AOA 0.3%
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CLIA
CMS? Current Survey: Appreach

Survey approach remains educational, pbut
deficiencies identified are cited

— [Laboratory has epportunity to correct

— Regulatery explanation &/er reseurces provided

In 2006, GAO stated survey: consiStency CONCENns
Training & guidance previded to surveyors
“Mandatery” citations determined

Accelerated enforcement for repeat offenders

Slight Increases In citations occurred
— Due tor mandatory citations & areas of training focus
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CLIA
CMS? Current Survey: Appreach

o The primary objective ofi the CLIA
SUrvey: proecess Is to determine Whether
oI not the laberatery: meets the CLIA
reguirements.
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CLIA
CMS? Current Survey: Appreach

o The surveyor meets this ebjective by

employing an outcome-oriented survey
PIOCESS OF approach.

— The intent ofi whichi Is to focus the surveyor
on the everall perfoermance of the
lalboratory and the way: it moniters Itself,
rather than on a methodical evaluation of
each standard level regulatery reguirement:
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ONSITE CLIA SURVEYS

o NOT subject to biennial iInspections:
— Certificate of \Walver
— Certificate off PPMP

e Subject to biennial Inspections:

— Certificate of Compliance
— Certificate of Accreditation
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ONSITE CLIA SURVEYS
Certificate of Waiver/PPMP

e Pursuant to 42 CER! S 493.1775(b):

— CMS/agent may: conduct an Inspection to:

o Determine If the lalboratory: Is operated and
testing| s performed infa manner that dees not
constitute an Imminent and serious risk to
public health

o Evaluate a complaint
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ONSITE CLIA SURVEYS
Certificate of Waiver/PPMP

o Determine whether the laberatory IS perferming
tests beyond the scope of the certificate hela
Py the laboratoery.

o Collect Infermation regarding| the
apprepriateness of tests specified as waived
tests or PPVIP

CENTERS for MEDNCARE 8 MEDICAD SSTVWCES



ONSITE CLIA SURVEYS

Certificate off Compliance

e [he Inspection sample for review: may.
Include testing In the categories of
walved tests and PPMP.
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ONSITE CLIA SURVEYS

Regulatery Reguiremenis

o Non-Waived Tests (Mederate, PPMP;, and
High):
— Proficiency Tresting (42 CER 8 493.801)
— Facility Administration| (42 CFR § 493.1100)
— General Systems (42 CFR § 493.1230)
— Preanalytic Systems (42 CER § 493.1240)
— Analytic Systems (42 CFR 8§ 493.1250)
— Pestanalytic Systems, (42 CFR! & 493.1290)
— Personnel (42 CER § 493.1351)
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FACILITY ADMINISTRATION

=acilities
Requirements for transfusion Services
Retention reguirements
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FACILITY ADMINISTRATION

Retention Reqguiremenits

o [lest Reports:

— Retain or e able to retrieve a copy. of the
erginal report (Including final, preliminary,
and coerrected reports) at least 2 years

after the date of reporting
(42 CFR §493.1105(a)(6))

o A COpY, el/tner paper or electionic, Includes all
Infermation sent to the individual reguesting
the test or using the test result(s).
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PROFICIENCY TESTING

o CLIA proficiency testing reguirements
pertain ter nen-waived: tests: enly.

o Proficiency Is required for enly the test
system,, assay, or examination used as
the primary methed for patient testing

during the proficiency testing event.
(42 CER § 493.801(b)(6))
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PROFICIENCY TESTING

o | a laboratory performs the same: test using
different methodologies or Instruments, or
perferms the same test at multiple testing
sites, the laberatery must have a system; that
twice a year evaluates and defines the
relationship between test results using| the
different methedoelegies, instruments, or
testing Sites. (42 CFR § 493.1281(a))
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PROFICIENCY TESTING

o Each laboeratery must enrell in a
proeficiency testing progam that meets
the criteria in subpart I.

o At least twice annually, the lalboratory
must Veriify the accuracy: off any. test or
proceadure It perferms that Is not
Included in subpart I. (2 crr §493.1236(c) (1))
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GENERAL SYSTEMS

Confidentiality’ ofi patient information
Specimen Identification and' integrity
Complaint investigatiens

Communications

Personnel competency assessment policies
Evaluation of preficiency: testing

Quality’ assessment program
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GENERAL SYSTEMS

Specimen ldentrfication and lntegrity/

e [he laboratery must establish and
follow: written pelicies and procedures
that ensure positive identification and
optimum; Integrity’ of a patient’s
Specimen firom the time of collection or
[eceipt off the specimen through
completion of testing and' reporting of
results. (2 crr s 493.1232)

CN7S,

CENTERS for MEDNCARE 8 MEDICAD SSTVWCES



GENERAL SYSTEMS

Personnell Competency Assessment Policies

o As specified In the personnel
requirements in subpart M, the
laboratery: must establish and' fiellow:
wiritten policies and procedures to asses
employee and, Iif applicable, consultant
COMPELENCY/. (42 CFR & 498.1235)
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PREANALYTIC SYSTEMS

o [est reguisition

e Specimen submission, handling, and
refierral policies andl precedures

o Quality assessment pregram
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PREANALYTIC SYSTEMS

llest Reqguisitions

o [est requisitions must Include:

— The name and address; or other suitable
identifiers ofi the authorized person
reguesting the test and, I appropriate, the
Individual responsible for using the test
results;, or the name and address of the
lalboratory submitting the specimen. . .

(42 CFR § 493.1241(c)(1))
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PREANALYTIC SYSTEMS

llest Reqguisitions

o 42 CER § 493.1241(c)(1) Interpretation:

— The test reguisition must provide the
Infiermation necessary: to identify, and send
test results te the individual' whe: orderead

the test (the authorized person), or,
where applicable; to the authorized

PErson’'s agent.
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PRETANALYTIC SYSTEMS

llest Reqguisitions

o “Authorized persen”

— An Individual' authorized under State law: to
order tests or received test results, or both

PS ((Agent”
— Anl individuall or entity: legally acting on

pehall of the authorized persen to receive
test results
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ANALYTIC SYSTEMS

Procedure manual

Test systems, equipment, Instruments, reagents,
materials, and supplies

Performance specifications

Maintenance and functien cheeks

Calibration and calibration verification precedures
Control procedures

Test records

Quality’ assessment program
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ANALYTIC SYSTEMS

PErfeormance Speclifications

o Establish/Verify Perfiermance Specification:

— When MULTIPLE INSTRUMENTS (including
the same make and model, e.g., point-of-
care instruments) are used te perferm the
same test, the laboratory must establish or
Verity, as applicable, performance
Specifications fier each Instrument.
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ANALYTIC SYSTEMS

PErfeormance Speclifications

o \When a temporary: replacement (leaner)
Instrument Is received whichis identical
(I.e., same make and model, and
method fer the same analyte) to the
Instrument Which IS, belng replaced. . .
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ANALYTIC SYSTEMS

PErfeormance Speclifications

. . .the laboratery must Verity.
comparable performance by comparing,
at a minimum,, results of two: or more
levels of controls  AND! either previously:
tested proficiency testing samples or
previeusly tested patient specimens.
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ANALYTIC SYSTEMS

Quality, Contrel Procedlres

o Quality Control Procedures must detect
Immediate errors that eceur due: to:

— Test System Failures
— Environmental Conditions
— Operator Perfermance

(42 CFR § 493.1256(c)(1))
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ANALYTIC SYSTEMS

Quality, Contrel Procedlres

o Jest System Failures
— Reagent contamination or deterieration
— Reagent let variation
— Reaction temperature fluctuations
— Inadeguate sampling
— Improper or loss of calibration
— Electronic or mechanical faiure
— Power supply: variances
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ANALYTIC SYSTEMS

Quality, Contrel Procedlres

o Envirenmental Condition Changes
— [lemperature
— Alrfilow
— Light intensity.
— Humidity:
— Altitude
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ANALYTIC SYSTEMS

Quality, Contrel Procedlres

o Operator Performance

— |mproper specimen preparation and
handling

— |ncoerrect test Interpretation

— Fallure to follow: the manufacturer’'s test
system Instructions

CENTERS for MEDNCARE 8 MEDICAD SSTVWCES



ANALYTIC SYSTEMS

Quality, Contrel Procedlres

o Operator training prior to testing Is
critical and cempetency’ assessment
OVEr time Is necessary. te ensure
continuead appropriate test
PEerfermance.
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ANALYTIC SYSTEMS

Quality, Contrel Procedlres

e [n general, at least ONCE each day patient Specimens
are assayed or examined perferm the follewing for —

— Each quantitative procedure, imclude 2 control
materials of different concentrations;

— Each gualitative proecedure, include a negative and
positive control material;

— Jlest procedures producing graded/titered results,
Include a negative controll material and a control
material with graded/titered reactivity
respectively. (42 CFR § 493.1256(d)(3)(i-iii))
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ANALYTIC SYSTEMS

Quality, Contrel Procedlres

e For CLIA purpeses, ‘contrel materials™
are defined as:
— External guality centroll materials

— Have a similar matrix te that of patient
SPECIMENS

— [reated in the same manner as patient
SPECIMENS

— GO threughr all' analytic phases of testing
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ANALYTIC SYSTEMS
Quality Contrelf Preceduresi - EQEC

o However, a laboratery can perfiemnm
EQUIVALENT QUALITY TESTING (EQC)
as specified in' Appendix C of the State
Operations Manual (CMS Pul.7)

(42 CFR § 493.1256(d))
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ANALYTIC SYSTEMS
Quality Contrelf Preceduresi - EQEC

o EQC may only be used for laboratory testing
subject to the following control proceaure
reguirements:

— 42 CFR § 493.1256(d)(3)(i-iii)
— 42 CER § 493.1256(d)(3)(1v) — test procedures

that include an extraction phase (limited to
Options 1 anal 2)

— 42 CER 88 49311267 1o 493.1269 — control
reguirements for roeutine chemistry and

nematology (limited to Options 1 and 2)
NS,
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ANALYTIC SYSTEMS
Quality Contrelf Preceduresi - EQEC

o OPTION 1 — Test system USEeS one: or more
iInternal/procedural contrel(s) tor monitor all of
itS analytic Components

— Evaluation Process:

o For ten (10) consecutive days of testing, perferm the
test system’s internal contrel procedures per the
manufacturer’s instructions and test two levels of
externall controll material daily. If acceptable. . .

o The laboratory may reduce the freguency. of testing two
levels off external contrel materal from daily to once per

calendar month.
&, A)
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ANALYTIC SYSTEMS
Quality Contrelf Preceduresi - EQEC

o OPTION 2 — Test system USes; some
Internal/procedural contrels to meniter only.
certain components

— Evaluation Process:

o For thirty (30) consecutive days of testing,, perferm the
test system’s internal contrel procedures per the
manufacturer’s instructions and test two levels of
externall controll material daily. If acceptable. . .

o The laboratory may reduce the freguency. of testing two
levels off external contrel materal from daily to once per

calendar week.
&, A)
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ANALYTIC SYSTEMS
Quality Contrelf Preceduresi - EQEC

e OPTION 3 — Test systems withoeut
Internal/precedural controels

— Evaluation Process:

o For sixty (60) consecutive days ofi testing, perform the
test system’s control procedures per the manufacturer’s
Instructions and, at a minimum, test two levels of
externall controll material daily. If acceptable. . .

o The laboratory may reduce the freguency. of testing two
levels off external contrel materal from daily teronce per
calendar week.
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ANALYTIC SYSTEMS

Quality Contrelf Preceduresi - EQEC

o | any Internal/external control results are
Unacceptable during the evaluatien precess
OR after the laboratory has reduced the
freguency for testing external control
materals, the laboratory must repeat the
testing of the unacceptable control.

— I repeat contrel result Is acceptable, no further
Corrective action| Isinecessary. Resume evaluation
Process or reduced external control testing

freguency. TS
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ANALYTIC SYSTEMS
Quality Contrelf Preceduresi - EQEC

— |t repeat contrel result is NOT acceptable, the
laberatery must:

o |dentify the problem and take appropriate corrective
action.

o Evaluate all patient test results obtained in the
Unacceptable test run and since the last acceptable test
run te determine If patient test results have been
adversely affected. (42 CER 493.1282(1)(2))

o Restart and successfully: complete the evaluation process
pefore reducing the fireguency: of testing external control
materials.
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ANALYTIC SYSTEMS
Quality Contrelf Preceduresi - EQEC

o Remember, the followingl 6ngoing assessment
activities are also reguirea:

— Proficiency testing results MUST demoenstrate
acceptable/satisfiactory: performance

— Analytic system gquality assessment activities must
demonstrate problems are not eccurring

— Competency assessment evaluations must
demoenstrate testing personnel are accurately
performing testing
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ANALYTIC SYSTEMS
Quality Contrelf Preceduresi - EQEC

o | Unacceptable results are obtained for
any of these assessment activities, the
lalboratery: must:

— |nvestigate

— |dentify the problem

— Document the cerrective action(s) taken
— RESTART the evaluation; process
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ANALYTIC SYSTEMS

Quality Contrelf Preceduresi - EQEC

o |f the |laboratery cheoses to Implement
the reduced QC freguency (EQC) fior
MULTIPLE INSTRUMENTS (including the
same make and model used to perferm
the same test) a successiul evaluation
PreCcEess must be performed for each
Instrument for which the QC freguency
applies.
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ANALYTIC SYSTEMS
Quality Contrelf Preceduresi - EQEC

OTHER POSSIBLE
OPTIONS??77
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POSTANALYTIC SYSTEMS

Jlest Reports

e [he laboratery must have an adeguate

manual or electrenic system(s) in place
10 ensure test results and ether patient-
Specific data are accurately: and: relially
sent firom the point of data entry.

(Whether interfaced or enteread

manually) to final report destination, In
a timely manner. (42 crr § 493.1291(a))
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POSTANALYTIC SYSTEMS

Jlest Reports

o [est results must be released only to
authorized persens and, I applicaible,
the Individual responsible for using the
test results and the laboeratory that
Initially’ reguested the test.

(42 CFR § 493.1291(f))

CN7S,

CENTERS for MEDNCARE 8 MEDICAD SSTVWCES



POSTANALYTIC SYSTEMS

Jlest Reports

o 42 CER' § 493.1291(1) Interpretation:

— Test results must be released to the
authoerzed person, or, I applicable, thelr
agent.

— Jest results must also be released to any
additienal individuals/entities designated
On the test requisition.

e hese entities are understood to be
“responsible for using” the test results
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POSTANALYTIC SYSTEMS

Jlest Reports

e For CLIA purpeses, when the authorized
pPerson, designated agent, or individual
responsible for using the test result
receives the results,, the laboratery’s
CLIA responsibility: ends.
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CLIA WEBSI TE

|nformation; can be found at
the CNMS \Website:
WAWWAW. CIMS. NIAS.qov/clia
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