Division of Laboratory Systems

@neLab

A Unified Respon ing Needs

The Survey Process: What You Need to Know
For Your CLIA Survey

Marranda Scott, MT (ASCP)

March 28, 2023




Division of Laboratory Systems

Agenda

* |Introduction
— New and relevant OnelLab™ Resources
— Today’s Presenters

* The Survey Process: What you Need to Know for Your CLIA
Survey

* Q&A
* Upcoming Events

Onelab™ is a registered trademarks of HHS



Division of Laboratory Systems

INTRODUCING @nel ab

> REACH

A Learning Management System for
Clinical and Public Health Laboratory Professionals

™

/

Give your learners access to the newest
and most relevant CDC-developed COVID-19
education and training.

EH o= [

"
REngter Download free Earn Continuing Access Onelab
T - materials Education Units REACH on your
ay! \ (Including P.ACE®) mobile device

Onelab REACH™ is part of the CDC Onelab initiative. OnelLab’s mission is to strengthen
interconnections between clinical, public health, and CDC laboratory education and training
professionals to collectively support rapid, large-scale responses to public health emergencies.

Learn more at www.cdc.gov/onelab
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Vision
Exemplary laboratory practice and systems

strengthen clinical care, public health,
emergency response, and health equity.

Mission
Improve public health, patient

outcomes, and health equity by
advancing laboratory systems.
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THE SURVEY PROCESS

GET THE SURVEY
READY SAYS

THE
SURVEYORS
ARE HERE

RESOURCES
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THE SURVEY PROCESS
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THE SURVEYOR

STATE AGENCY

COMPLAINTS

ENFORCEMENTS

XX
1111

SURVEYS
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THE SURVEYOR

How Surveyors Prepare

Check Survey Fees Are Paid

Pull Information From Last Survey
1. Were there any changes since the last survey?
2. Were there any citations or recommendations?
3. What was the last test volume reported?
4. How many specialties did the laboratory have?

Proficiency Testing Report
Open Enforcement Cases

Excellent Laboratories, Outstanding Hea
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THE LABORATORY

POLL QUESTION #1

)k

Would your laboratory be ready for survey if
it was conducted 1 year before the
CLIA certificate expired?

Excellent Laboratories, Outstanding Hea
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THE LABORATORY

care, therefore, to only cite to the portions of this document that are applicable to the
lahoratory operations and the complexity of testing performed.

1. Identifying Sources of Information
(Rev. 140, Issued: 05-29-15, Effective: 05-29-15, Implementation: 05-29-15)

A, Scheduling Surveys

There are three activities associated with scheduling surveys:

The intention to survey which is the in-office formulation of a work plan,
Announcing the survey, which is notifying the laboratory (when applicable) of the
survey date and time, and

Performing the survey, which is the actual on-site inspection.

For efficiency when scheduling, attempt to cluster surveys geographically to include
initials, recertifications, complaints and validations. Extenuating circumstances require
RO review. In instances where the State requires a laboratory survey at a different time
frame than CLIA. the State must meet both survey scheduling requirements as efficiently
as possible. For example, the State requires a survey before the laboratory can operate in
that State. The SA can survey the laboratory for compliance with the State requirements,
and return in the appropriate time frame to survey for compliance with the CLIA
requirements.

1. Initial Surveys: In order to permit observation of actual testing during the
initial survey, schedule the initial survey to occur at least 90 days after the 2

data eniry of the CMS Form-116, but no later than 12 months afier the data Recertification Surveys: Schedule the recertification survey to occur at least 6

entry of the CMS Form-116. For example, the CMS Form-116 data entry date months (180 days) prior to the expiration date of the laboratory’s current

is May 10, 2006. The initial survey should be conducted between August 8, T T e o "

2006 (90% day after May 10, 2006) and May 9, 2007 (365" day afier May 10, certificate, but no earlier than 12 months prior to the expiration date of the
Ilﬂbilﬁ.] If after the 90 da}};si a fepﬁsem‘;i;e from the laboratory states éhat current certificate. For example, the current certificate expiration date 1s
laboratory testing is not being performed because equipment is not ready. etc., . . I

advise the laboratory that the CLIA number will be terminated until such time December 3 1’ 2006. The recertification surv ey should be conducted between
testing is being performed. If there is suspicion that the laboratory is being December 3 1’ 2005 and Jul)u' 3’ 2006,

operated in a manner that constitutes a risk to human health, schedule an
unannounced survey. An unannounced survey is an option any time there is
suspicion of risk to human health.

2. Recentification Surveys: Schedule the recertification survey to occur at least 6
months (180 days) prior to the expiration date of the laboratory’s current
certificate, but no earlier than 12 months prior to the expiration date of the
current certificate. For example, the current certificate expiration date is
December 31, 2006. The recertification survey should be conducted between
December 31, 2005 and July 3. 2006.

Establish a date and time for the survey once the schedule has been completed. Ifa

cellent Laboratories, Outstanding Hea
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THE LABORATORY
CMS 116 .
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THE LABORATORY
CMS 209

DEFARTMENT CF HEALTH AND HUMAN SERVICES Form Approved INSTRUCTIONS FORM CMS5-209
CENTERS FOR MEDICARE & MEDICAID SERMICES CME Mo, 332 0151
LABORATORY PERSONNEL REPORT (CLIA) This form will be completed by the laboratory. It will be used by the surveyor to review the qualifications of
fFar moderate: and high complexity testing) technical personnel in the laboratory.
1. LABORATORY NAME 2 CLIA IDENTIFICATION NUMBER
Instructions
3. LABORATORY ADDRESS (NUMBER AND STREET) [S4] STATE 21 CODE 1. Only one person may be listed as the |aboratory director (D).
4. Instructions: 5. TELEPHONE (1ot Lo anes cong) 2. For a moderate complexity laboratory, list the positions of D, CC, TC and TP. For a high complexity laboratory,

. 2= below sl schvic persoreel by rne, wh ar amploped by she
Iaboratary. Check (v the a s i, f sach patizn el Far TC
anh TS et et o vevarea. For 3 miesars S

e pasition af D, €€, TC

s CC. T, G ana T A 2

b, IncHGaTE highestlavel of Tasting for which passannel a0 quasied: Lsa (M) for  crice

list the positions of D, CC, TS, G5 and TP. For cytology, list D, CC, TS, CT/GS and CT.

FOR OFFICIAL USE GNLY 3. Do not list individuals that only perform waived testing, no testing, and administrative functions.

ENOIF 7O 8F COMPLETED 87 LABCATONT)
UALIFIES ACCORDING T SLBPAKT b

| masderate and {H) for high compsealty. S Lr\nl-c:ﬁ:lx 4. Use a separate line for individuals performing more than one CLIA position.
- i
EMPLOYEE NAMES PDSITICIN HELD M 5. For 4(a) TOTS: s
. on ‘When listing those individuals holding technical consultantitechnical supervisor ) positions, use the
LAST MAME FIRST NAME I D |cc|re | |6s 1P fous|cT ) following grid to indicate the specialtyliesisubspecialtylies) in which they presently function. Record the
| number corresponding to the specialty/subspecialty in the appropriate column (TCTS). When an individual
+ functions as a TO/TS in more than one specialty/subspecialty, use a line for each specialtyfsubspecialty.
| | |
| [ GRID:
{ | 1. Bacteriology 10. Clinical Cytogenetics
i | 2. Mycobacteriology 11. Histocompatibility
! 3. Mycology 12. Radiobioassay
| 4. Parasitology 13. Histopathology
| 5. Virology 14. Oral Pathology
6. Diagnostic Immunology 15. Cytology
| 7. Chemistry 16. Dermatopathology
| B. Hematology 17. Ophthalmic Pathology
1| | 9. Immunohematalogy
[ EXAMPLE
1 | - T e o sumver
EMPLOYEE NAMES FOSITION HELD M
| | | | LAST NAME FIRST NAME Mi o |cc|tc|Ts |68 (TP [oms|cT ‘;;
- Smith John 1 M
| | 4 H
‘ & H
l Check () here if additional space is needed to list all technical personnel. Copy this page and attach continuation
sheet(s) to the original form. FOR OFFICIAL USE ONLY
Indicate the applicable regulatary citation under which the ft ing individuals are qualified: Each lak
READ THE FOLLOWING CAREFULLY BEFORE SIGNING director, technical consultant, technical supervisor, clinical ounsultant. general supervisor, cytology supervisor, and
Statement or Entities Generally: Whoever, in any manner within the jurisdiction of any department or agency of the United States those testing personnel and cytotechnologist sampled during the survey process.
knowingly and wilfully faifies, canceals or covers up by any trick, scheme, or device a material fact, o makes fabse, ficitious or
dulent statements or rep makes or uses any false writing or document knowing the same to contain any false,
||cm|ous or fraudulent statements orenr.ry shall be fined not more than $10,000 or imprisoned not more than five years, or both. According to the Papeswork RecuCton Ac of 1995, N0 PEFSsons are requined 10 respond 10 a coll ection of iNformation unless it GSpAays 3 valkd OME control

(U5, Code, Title 18, Sec 1001) nuMmEer. The vasd OMB coNDol AUMBES 107 this nfarmanicn collction & 0938-0151. EXprAON Dane: S302021. THE Tane required 1o Compsts this infarmatan
callectian is estimated to average 30 minutss per respanse, including the tne 1o review Mstrucions, seard existing Gaia ressurces, gather the data needed,

CERTIFICATION: | CERTIFY THAT ALL OF THE INDIVIDUALS LISTED ABOVE QUALIFY, TO FUNCTION IN THE POSITION INDICATED, and complate and review the information collection. commeents concerming the acouracy of the time estimateds) or suggessions for improving this

ACCORDING TO THE PERSONNEL REGULATIONS OF 42 CFR PART 453 SUBPART M. form, pledse writs to: CMS, 7500 Security Boubeward, Atin: PAA Reports Clearance Officer, Mail Stop C4-26-05, Baltimars, Maryland 212441550,

Le4e4CMS Disdaimara« +Fledca da nat sand spplications, daims, payments, medics recard or any decumants centaining sanctiun nformation ta the PRA
6. SIGNATURE OF LABORATORY DIRECTOR 7. DATE Beports Ol Ploase note that any partaining to the information callectson buren approved under the associated OMB control
e st o, i form sul e b estossad taruardec ot retsinad 1 ¥ou have questions or concerns regarding vhers 1o submit your decuments. please
contact LabExcellnce@cms hhs. gov.

FORM CMS 208 (1872011 IF CONTINUATION SHEET PAGE__ OF FORM ChIZ.207 (5720120

Excellent Laboratories, Outstanding Hea
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THE LABORATORY

TEST DIRECTORY

Excellent Laboratories, Outstanding Hea

i

Test Performed New Test Annual Test | Instrument /Kit Comments
since last Volume
survey? Yes
or No
Dynex Agility/InBios CHIKjj Test Discontinued, CDC
Chikungunya IgM No 0 Detect IgM ELISA Sendouts
Chlamydia/Gonorrhea by DNA Hologic Panther/Aptima
Probe No 105,589 Combo 2
Dynex Agility/InBios DENV Test Discontinued, CDC
Dengue IgM No 0 Detect IgM Sendouts
CMIA, Abbott, Architect
Hepatitis A IgG Yes 1 i1000SR
CMIA, Abbott, Architect
Hepatitis A IgM Yes 0 i1000SR
Abbott Architect i1000SR/
Hepatitis B Core Antibody (IgM| No 262 Architect CORE-M
Abbott Architect i1000SR/
Hepatitis B Core Antibody (Total) No 2135 Architect CORE
Abbott Architect i1000SR/
Hepatitis B Surface Antibody No p17 Architect AUSAB
Abbott Architect i1000SR/
Hepatitis B Surface Antigen No 286 Architect HBsAg Qualitative
CMIS, Abbott Architect
Hepatitis C EIA ' No 34,892 i1000SR/ Architect Anti-HCV
Hepatiti-s_E RNA (Qual) l Yes 4027 | Hologic Panther/ Aptima HCV i
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THE LABORATORY
PROCEDURES,POLICIES, and DOCUMENTS

* All tests, assays, and examinations

* Personnel Records
* Board of Certification for Laboratory Director
* Diplomas, Degrees, and Transcripts
* Training Records
* Competency Assessment

* Proficiency Testing
e Test runs with PT results
* Printouts
* Signed attestation sheets

 Remedial action and review for unsatisfactory results
* Twice a year verification

Excellent Laboratories, Outstanding Hea
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THE LABORATORY
PROCEDURES,POLICIES, and DOCUMENTS

e Quality Control Records
e Calibration/Calibration Verification Records
e Statistical Limits
 Remedial Action Information
* Instrument maintenance and function checks
* Quality Assessment
* Policies and procedures to monitor, assess, and correct problems
* Documentation of ongoing assessment activities

e Patient Testing Records
* Requisition
* Testing Records (Direct Printouts)
* Test Reports

Excellent Laboratories, Outstanding Hea
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THE LABORATORY

LABORATORY SHIPPING & HUMAN
PERSONNEL RECEIVING RESOURCES

Excellent Laboratories, Outstanding Hea
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THE SURVEY PROCESS

GET THE SURVEY
READY SAYS

THE
SURVEYORS

ARE HERE RESOURCES
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THE OPENING MEETING
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POLL QUESTION #2

of your quality managgment system?
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Division of Laboratory Systems ' 5, '

THE OPENING MEETING
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THE TOUR
OBSERVATION & INFORMATION GATHERING
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THE REVIEW

= Facility Quality Systems
Administration Subpart K
SubpartH Subpart)
Test runs with Space General Board of
PT results Safety Laboratory Certification for
: Systems Laboratory
Printouts Ventilation : Director
Siened o Preanalytic
attestation Analytic ’
<heets procedures Degrees, and
Postanalytic Transcripts
Remedial action _
and review for Training Records
unsatisfactory Competency
results Assessment

Twice a year
verification

Records generated since the last survey

Excellent Laboratories, Outstanding Hea
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THE SURVEY PROCESS

GET THE SURVEY
READY SAYS

THE
SURVEYORS

ARE HERE RESOURCES

Excellent Laboratories, Outstanding Hea
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THE SURVEY
SAYS

THE
REPORT

THE

POC/AOC
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POLL QUESTION #3
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THE CLOSEOUT
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THE CLOSEOUT

* |nvite the laboratory staff

e Listen to the findings and the
recommendations from the survey

* Ask questions if you require
clarification

Excellent Laboratories, Outstanding Hea
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THE REPORT

Table ¥11-1
Decision Algorithm for Laboratory Citations
MANDATORY CITATIONS
FINDINGS
YOU MUST AT LEAST |¥OU MUST AT LEAST
IF YOU FIND CITE THE STANDARD | CITE THE CONDITION
MON-COMPLTANCE WITH, .. | AT b-Tas. AT D-TAG. . .
Mon-errcllment in Proficiency Testing L2000
42 CFR & 493 BO1
| Proficiency Testing Referral D013 L2000
No Deficiency 42 CFR § 493 BOM[B)4)
Unsuccessful Porticipation in D202E, 2037, D20ds, L201s
Proficiency Testing D055, 2064, D20TA,
42 CFi § 493,803 D084, DZ0BS, DZ096,
D07, 2107, DEI0E,
D218, DEIS, 2130,
T D2131, bE162, D2163,
At the D217Z, b2181, 2190, OR
deficiencies [2191
Loboratory Director L5581 BE9E0
FRMF
Testing Personrel [l 5990
FRMF
Loboratory Director D&003 000
‘;‘::;“'L‘i;‘::u’:eo % | Moserste Complexity Teiting
Other Fed. Regs £ | Technical Consultant D&03s 6033
: & Moderate Complexity Testing
i [ Clinicol Consultant DedsT D056
v | Moderste Complexity Testing
Cite Applicable g Testing Personrel DEDSS L6063
CLIA Standard(s) Not £ | Meterte Complesity Testing
Ll & | Loboratory Director DEOTE BE0TE
[ [ Hagh Complesity Tasing
k o et 3- Technical Supervisor Delll D108
— —> A 3 |k comlesty Tening
| Clinical Consultant b&l35 o134
. Hugh Comp lesrty Teifting
Eeneral Supervisor bal43 Dl 41
High Comp lesity Teing
Cytology Senerol Supervisor DE155 D153
R Cytotechrologizt DEl&4 D162
S Testing Personnel BEIT D168
Immediate Jeopardy High Complexity Teifting

Excellent Laboratories, Outstanding Hea




Division of Laboratory Systems

THE REPORT

CMS 2567

T M OF INFORMATION ACT

{
. PRINTED 0112562015

DEPARTMENT OF HEALTH AND HUMAN SERVICES VED
- B 110, 09360
c 02 WL 0¢3) DATE SURVEY

< A BULDING AU
. 05D2025714 i — 11/20/2015
"NAME OF PROVIDER OR SUPPLER STREET ADDRESS, CITY, STATE, 2P COPE
7333 GATEWAY BLVD
_ | ERANOS INC . <} emic oA seRs0
o) STATEMENT OF DEFICIENCIES [ PROVIDER'S PLAN OF CORRECTION 0
X (EAGH S} DEEXCIENGY ARJST BE PRECEDED BY FULL PREFIX (EACH AGTION SHOULD 8€ COMPLETION

"G REGULATORY OR LSC IDENTIFYING INFORMATION) e maems:%w APPROPRIATE oA

D - I AG D2094 J93.841(e) ROUTINE CHEMISTRY ~ ™\ D2084 D2094 W16
(1) For any unsatisfactory analyte or test The lab has investigated this ungraded ( F R a n
PT event for ALP and has documented

performance or testing event for reasons other

than a fallure to participats, the laboratory must its investigation and conclusions.

undertake appropriate fraining and empioy the
technical assistance necessary to correct -

< I witha y testing >

falluré.
(2) For any unacceptable analyte or testing event
score, remedisl action must be taken and

ting, which reinforce the lab’s
systems for the investigation of
e o intained by‘lnhd gum for two mu!l':m GRG0 FY somle. The s

o " » Y years technical supervisors will be

Deficient B i Language
i ]

This STANDARD is not met as evidenced by: ] procedures are implemented and

Based on review of proficiency hsmg (PT) followed.

documentation and Interview with the Gen

P ra cti c e o | Supervisor (05) the leOf:‘b'YW to A S The lab will provide oversight through
thonthly QA meetings by reviewing
ngllded dkslne phosphatase (ALP) PT roaultJ investigati : e
s estigations and-corrective actidn
for the 3rd event of 2.014 Findings clude: for ungraded proficiency tosts with
a. The laboratory was enrolled with the College (outcomes of less than 100%. In
of American Pathologists {CAP) PT program for addition, the lab will monitor .

Sta te me nt AT R e SLaiA | complisnce through is improved
b. The CAP results showed that five of five ReCANI0S kA RamAK, Kud sudit

samples (CHW-08 through CHI-10) were procedures.
ungraded witha code [20). :

¢, There was no documenation that the
ungraded ALP results had been Investigated.

d. The general supervisor stated that the Quality
- CmtfolIQuaMy Assurance (QC/QA) Mannaar was
PTresulls. | |

e. The QC/QA Manger confirmed on 11/18/16
2 |

that an investigation was not done or
LA.DR.A DIRECTOR'S UPPllJE":dREPﬁ ﬁ;g‘lyﬁ'am TME O®) DATE
Kingshuk Das i Lab Director 212/16

Anymmmmmnnmmunum-mwmshmmummmmp.mnhmmnww

e saleguards patients. (See for nursig homes, the findings stated above are disclosable 50
uqu-m.dmww-rum-punum-pmm-u Fovnwinnmmu w»w-mn-wma:m-.amu
2 s lollowing the date these documants are mmmb»mhgm If deficlencies ara cited, sn approved plan of correction is requisite (o continued

4 program participation.

Focllly D A2 f confinuation sheet Page 1 of 121

FORM CMS- Provous

IVIDERINNOD )

10V NOBVIRIQENT 80 YOCHERE SET, WHONA ERDS0 TSI N0 S L
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PLAN OF CORRECTION (PoC)
ALLEGATION OF COMPLIANCE (AoC)

1. Documentation describingthe corrective actions that have seissannis | ol

= CENTERS FOR MEDICARE & MEDICAID SERVICES

been taken for patientsthat were identified by the survey and Q= " = [T =
subsequent analysis as having been affected by the deficient i BE=N
S| e | By | SRS |

practice(s); s | =
D2094 | 493.841(e) ROUTINE CHEMISTRY ~ 02004104 26

[§)) For any unsatisfactory analyte or test The lab has investigated this ungraded

performance or testing event for ressons other PT event for ALP and has documented
than a fallure to participats, the laboratory must its investigation and conclusions.
undertake appropriate training and empioy the

technical assistance necessary fo correct - The new lab director has approved

2. An explanation as to how the laboratory has identified other o o ey | Mo i npel

(2) For any unacceptable analyte or testing event
score, remedia action must be taken and systems for the investigation of
docurnented, and the décumentation must be ungraded PT results. The lab’s

patients who may have been affected by the deficient PSR, | [T Tl

event. g
This STANDARD s not met as evidenced by: procedures are implemented and

.
ra Ctl Ce S ) ¢ v Based on review of proficiency testing (PT) followed. .
) L documentation and Interviaw with the General
:“PBMW (3?&:: |°Qb'f;tf;"°f;lnfﬂ1°‘gﬂ‘: i The Iab will provide oversight through {
apligets & Kmunt ihe Iyesuion o ronthly QA meetings by reviewi
ungraded akaline phosphatase (ALP) PT resuts mvm;;sm piich by umg

e it of 2014,
for the 3rd event of 2014, Findings Include: for ungmd«ipmﬁcmcymw:th

a. The laboratory was enrolled with the College [outcomes of less than 100%. In
of American Pathologlsts {CAP) PT program for addition, the lab will monitor
ALP for the 3rd event 2014, {compliance through its improved

3. A description of the correction(s) that have been putinto SR i |

samples (CHM-08 through CHM- 10) were
ungraded withra code [20).

place and/or the systemic changes that have been made to T
ensure that the deficient practice does not recur; and e

Control/Quality Assurance (QCIQA) Managar was
responsible for investigating results,

e. The QC/QA Manger confirmed on 11/18/16 !
that an I vuugaﬂonwn not done or - {

LABOF OR PROVIDER/SUP > M‘ S?IH;-OYE‘SWM TME 0c®) OATE:
Klngshuk Das "““‘"’ ,*’""“' ub Director 212/16
hed that

Any deficiency statement ending with -umuhkn the Instibation delerm
2 saffcient protecton to the patients. (Seo Instructons.) Exceptfor nursing homes, the ﬁ.w mm-mdbdm days

4. How the corrective actions are being monitored to ensure e
the deficient practice does not recur. "

Feollly x CA22048272 f coninuation sheet Page 1of 121

|
f
oY NOmy £ i . > !
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THE SURVEY PROCESS

GET THE SURVEY
READY SAYS

THE
SURVEYORS

ARE HERE RESOURCES
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THE SURVEY PROCESS

RESOURCES
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WEBSITES, TRAININGS, AND DOCUMENTS

6 4 s:/,’www.cms.gov/Regulatl pns-and-Guidance/Regulations-and-Guidance ~ @& & | search..

M Regulations & GWidance | CMS * [ |

p ]

EE An official website of the United States government Here's how vou know v A

Home | About CMS | Newsroom | Archive | @ Help &= Print

CMS.gov

Centers for Medicare & Medicaid Services

Medicare-Medicaid Private Innovation Regulations & Research, Statistics, Outreach &

Hedicalel JMedicailiCHiE Coordination Insurance Center Guidance Data & Systems Education

Regulations & Guidance

Press Release: CMS Proposes
Medicare Coverage Policy for
Monoclonal Antibodies Directed

Adgainst Amyloid for the Treatment
of Alzheimer's Disease

Guidance gislation

Advisory Committees Clinical Laboratory Improvement Amendments (CLIA)

CMS Records Schedule

: T Participations (CoP e
CMS Small Business Administration Ombudsman SCEDETONS (088 Press Release: Biden-Harris
‘ ‘ ) Deficit Reduction Act Administration Requires Insurance
CMS Small Entity Compliance Guides - Companies and Group Health
. ) Economic Recovery Act of 2009 Plans to Cover the Cost of At-
Executive Order Guidance —_—
. Promoting Interoperability (Pl) Programs Home COVID-19 Tests. Increasing
Interoperability Access to Free Tests
Emergency Medical Treatment & Labor Act (EMTALA
Manuals
Freedom of Information Act (FOIA) Press Release: HHS Announces

Privacy Act System of Records

13.8 Million Americans with Health
Privaryu Nffira Legislative Update Care Coverage Ahead of Jan 15th
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Home | About CM5 | Newsroom | Archive | % Help #= Print

CMS . g o V Search CMS Search

Centers for Medicare & Medicaid Services

Medicare-Medicaid Private Innovation Regulations & Research, Statistics, Qutreach &

Medicare  Medicaid/CHIP Coordination Insurance Center Guidance Data & Systems Education

» Medicare * Quality, Sufety & Oversight - Certification & Compliance * Clinical Laboratory Improvement Amendments (CLIA)

linical Laboratory
Improvement
Amendments (CLIA)

R // PAY CLIA FEES ONLINE >

How to Apply for a CLIA Cerfificate,
Including International Laboratories

Clinical Laboratory Improvement Amendments (CLIA)

Payment Info (PDF

Accreditation Organizations/Exempt
States

S CERTIFICATION QUICK START GUIDE >

Certification Boards for Laboratory
Directors of High Complexity Testing

CLIA Brochures

Th¢ Centers for Medicare & Medicaid Services (CMS) regulates all laboratory testing (except research) performed on humans in the
4. through the Clinical Laboratory Improvement Amendments {CLIA). In total, CLIA covers approximately 260,000 laboratory
enfties. The Division of Clinical Laboratory Improvement & Quality, within the Quality, Safety & Oversight Group, under the Center

CLIA Regulations and Federal Register
linical Standards and Quality (CCSQ) has the responsibility for implementing the CLIA Program.

Documents

CLIA Related Hearing Decisions and
Compliance Topics

e objective of the CLIA program is to ensure quality laboratory testing. Although all clinical laboratories must be properly certified
tgreceive Medicare or Medicaid payments, CLIA has no direct Medicare or Medicaid program respensibilities.

Cytology Proficiency Testing

Individualized Quality Control Plan
ACP)

or the following information, refer to the downloads/links listed below:

= Frequently Asked Questions (FAQs), CLIA Guidance During the COVID-19 Emergency;
» Frequently asked Questions (FAQs), Abbott i-STAT;
- For additional information about a particular laberatery, contact the appropriate State Agency (PDF) or CLL

Operations Branch;

« Information about what is CMS’ authority regarding Laboratory Developed Tests (LDTs) and how does it differ from FDA's
autherity is found in the downloads section in the file called "LDT and CLIA FAQs";

= CMS Blog - FDA & CMS Form Task Force on LDT Quality Requirements;

» Information on research testing and CLIA is found in the file called "Research Testing and CLIA";

Interpretive Guidelines for Laboratories

L y D ics Lookup

Laboratory Registry

Profici Testing P

gram Descriptions/Projects
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CLIA Brochures

ncal Lat at y
mprovement A ir
CLIA Brochures to help explain the Clinical Laboratory Improvement Amendments (CLIA) regulation requirements
are listed below in the Downloads Section.
Clhinical Laboratory
r nen 1
CLI

How to Apply for a CLIA @ Downloads

CLIA Brochure -How to Obtain a CLIA Certificate (PDF)

A Tor
Organizations/Exempt States CLIA Brochure -How to Obtain a CLIA Certificate of Waiver (PDF)
Cate ) CLIA Brochure - Complaints, Do You Have a Concern About a Laboratory's Operation? (PDF)
LIA Brochure -Proficiency Testing and PT Referral (PDF)
1 on dast
Ry ': i hbo. CLIA Brochure -Verification of Performance Specifications (PDF
on ty Testing
CLIA Brochure -Calibration and Calibration Verification (PDF)
| CLIA Brochures

CLIA Brochure -Laboratory Director Responsibilities (PDF)

5 r’~ ¢ 1 § 14 )

[ LI/ I hat D Need to [ / f nne % r )

CLIA Brochure - CLIA Individualized Quality Control Plan Introduction (PDF)

CLIA Related Heanng Decisions

and Compliance Topics CLIA Brochure -CLIA IQCP, Considerations When Deciding to Develop an IQCP (PDF)
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Appendix €

Survey Procedures ond Interpretive Guidelimes for Laborotories and Loborotory
Services D5419
(Rev. 166, Issued: 02-03-17, Effective: 03-03-17, Implementation: 03-03-17)

Tater 10 1 Iwiated L s wectom o D S2ate Oper ataorm Maru ACgend s ot vy PYOCOOx we e

terpretve Ouadetmes Tor Labor stonwes aned Labr story Servce 0T ”

§493.1252 Standard: Test systems, equipment, instruments, reagents,
materials, and supplies

(e) Components of reagent kits of different lot numbers must not be interchanged
& Downloads unless otherwise specified by the manufacturer.

, Interpretive Guidelines §493.1252(e)

“Kit” means all components of a test that are packaged together.

§493.1253 Standard: Establishment and verification of performance
specifications

(a) Applicability. Laboratories are not required to verify or establish performance
v ot e - specifications for any test system used by the laboratory before April 24, 2003.

Interpretive Guidelines §493.1253(a)

; N The requirements of §493.1253 apply to each nonwaived test system (i.e., moderate and
high complexity) introduced into the laboratory on or after April 24, 2003. This includes
the following:

e A test system that is introduced into the laboratory for the first time to measure an
analyte that the laboratory has not previously measured;

e A test system introduced for the first time into the laboratory for a test that the
laboratory currently performs on an alternative test system (e.g., instrument A has
been used to perform cholesterol testing, now instrument B will be used);

« Ananalyte added to a test system that can measure multiple analytes which the
laboratory has been using for patient testing but has not previously reported
patient results for this particular analyte; and

« A modification to a test system that the laboratory has been using for patient
testing (e.g., the laboratory reduces the specimen and/or reagent volumes).
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< O ® (3 https://www.cdc.gov/clia/ A a e o a “):
€§3 Settings [7] Impact of COVID HR Epic vs. Cerner vs. A...

B3 08. BORDER | Powe... CDC Connects Hom... Q COVID-19 Health D... Gl Mail - Scott, Marran... [ TDWG Weekly Upd... >

Free Online CLIA Training ¢
Introduction to the Clinical Laboratory 3 - ¢¢”
Improvement Amendments 1988 (CLIA) o)

CCO o em )

The Clinical Laboratory Improvement Amendments of 1988 (CLIA) regulations include federal standards applicable to all U.S. facilities or sites that test human specimens

for health assessment or to diagnose, prevent, or treat disease. CDC, in partnership with CMS [4 and EDA [, supports the CLIA program and clinical laboratory quality.
Learn more about CLIA.

A-Z Topics

CLIA LAW & REGULATIONS CLIA DOCUMENTS TEST COMPLEXITIES

RN A
)

LABORATORY SEARCH
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CLIA LAW &
REGULATIONS

Clinical Laboratory Improvement Advisory Committee (CLIAC)

Find information about the Clinical Laboratory Improvement Advisory Committee (CLIAC), which is managed by the Centers for Disease Control and Prevention (CDC),
provides scientific and technical advice and guidance to the Department of Health and Human Services (HHS).

Get Answers to CLIA Related Questions

Find links for answers to frequently asked questions on the CLIA Quick Tips page or email CMS directly.

Find the Laboratory Quality Portal

Laboratories are on the frontline for protecting our communities’ health. CDC provides clinical and public health laboratories with training and technical assistance to
help them achieve the highest-quality laboratory science while ensuring the safety of laboratory professionals and the communities where they work. Learn more

about CDC's laboratory quality efforts.
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C A ()  https://www.aphl.org/programs/QSA/Pages/CLIA-Resources.aspx A 78 [ {3 s @
@ Settings [ Impact of COVID HR Epicvs. Cernervs. A.. [E§ 08. BORDER | Powe... CDC Connects Hom... l’ COVID-19 Health D... El§ Mail - Scott, Marran... [ TDWG Weekly Upd... >
|

APHL | APHL PROGRAMS | QUALITY SYSTEMS AND ANALYTICS | CLIA RESOURCES

CLIA Resources

About Quality The Clinical Laboratory Improvement Amendments of 1988 (CLIA) statute revised the
Systems and federal program for certification and oversight of clinical laboratory testing to ensure
Analytics accurate, reliable and timely diagnostic test results, no matter where testing is performed.
The final CLIA regulations were issued by the Centers for Medicare and Medicaid Services
Laboratory (CMS) in 1992, subsequently amended, establishing quality standards for laboratory
System testing performed on human clinical specimens, for the purpose of diagnosis, prevention,
Improvement or treatment of disease, or assessment of health.
Program

Regional = CLIA Checklists and Crosswalks
Consortia

‘ « APHL Guide for CLIA Internal Audits Related to High Complexity Testing
« Crosswalk of CLIA Requirements and Recommended Practices in Newborn

Monitoring and

Evaluation Screening Laboratories
« Crosswalk of CLIA Requirements and Recommended Practices in Biochemical
Research Studies Genetic Testing Laboratories
‘ « CLIA Inspection Checklist for LRN-C, Radiobioassay and Biomonitoring

Nata Srinnco

Laboratories
https://www.aphl.org/programs/QSA/performance/Pages/default.aspx

-
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Zi
£ - )
e S = o B
C ()  https://www.aphl.org/aboutAPHL/publications/Documents/QSA-2022-CLIA-Audit-Checklist.pdf#search=CLIA 8 e & é [
i’é} Settings [ Impact of COVID  HR Epicvs. Cernervs.A... [ 08. BORDER | Powe... CDC Connects Hom... @ COVID-19 Health D... Gl Mail - Scott, Marran... [ TDWG Weekly Upd... >

-

APHL GUIDE FOR

CLIA INTERNAL AUDITS

RELATED TO HIGH COMPLEXITY TESTING
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Digplaying title 42, up to date as of 1/12/2022. Title 42 was last amended 1/11/2022.

il 42. public Health State Operations Manual
«Chapter IV - Centers for Medicare & Medicaid Services, Department of Health and Human Services Al)l)?]ldi!( C _ SHI’\‘PV Procedures }'I]ld I]lti'l'l)l‘?ﬁ\"{’
Subchapter G - Standards and Certification v
Guidelines for Laboratories and Laboratory Services
ENHANCED CONTENT = TABLE OF CONTENTS
Part 493 Laheeatory Requirements 4931 — 4532007 Table of Contents
Subpart & General Provisions 4937 —453 25 (Rev. 166, 02-03-17)

§493.1 Basis and scope.
§493.2 Definitions

§493.3 Applicability. Transmittals for Appendix C
§493.5 Categories of tests by camplexity
§493.15 Laboratories performing waived tests, SURVEY PROTOCOLS

§493.17 Test categorization.
§493.19 Providerperformed microscopy (PPM) procedures.

§493.20 Laboratories performing tests of maderate complexity Introduction
§493.25 L ies performing lests of high I
Subpart B Certificate of Waiver 493.35 - 493.41 The Qutcome Oriented Survey Process
| §493.35 Application for a certificate of waivc.r. 1_Identifying Sources of Information
§493.37 Reguirements for a certificate of waiver.
§493.30 Notfication requirements for |aborstories issued & cartificate of waver. A. Scheduling Surveys
§493.47 Condition: Reporting of SARS-CoV-2 test results. B. Announced and/or Unannounced Surveys
Subpart C E{.‘gl.s'.lﬂllurl'Ccﬂlflc?'.i'. Certificate for Providerperformed Microscopy Procedures, and 493.43 - 49353 ¢ Pre-Survey Prepasation
ertificate of Compliance L. lre-suney lreparanon
§493.43 Application for regist certficate, cestificate for provide micrascopy (PPM) procedures, and I Entrance Interview

certificate of compliance.
§493.45 Requirements for a registration certificate.

LI Information Gathering

§493.47 Requirements for a certificate for providerperformed microscopy (PPM) procedures. A. Organizing the Surv
§493,49 Requirements for a certificate of compliance, B. Observation of Facilities and Processes

§493.51 Notificalion requirements for laboratonies issued a certificate of compliance

C. Interviews
§493.53 Notification requirements for laboratories issusd a certifizate for providerperformed microscopy (PPM) I e—

procedures, D. Record Review
Subpart D Certificate of Accreditation 493.55 - 493,63 IV. Assessing Qutcome or Potential Cutcome
§493.55 Application for registration certificate and cenificate of accreditation. V. Regulatory Compliance Decision
§493.57 Requirements for a registration certificate -~ Sespialony Lompuance Decion
§ 493,61 Requirements for a certilicate of accroditation, VI Exit Conference
§493.63 Notification requirements for laborataries issued a certificate of accreditation. VIL Development of the Statement of Deficiencies
Subpart E Accredilation by a Private, Nenprofit Accreditation Groanization or Exemption Under an 493,551 — 493,575

. A. Citing Standard Level Deficiencies
Approved State Leboratory Program e

§493.551 General requirements for |aboratories. B. Citing Condition-1 evel Deficiencies

§493.553 Approval pracess (apglication and

§493.555 Federal review of laboratory requirements

§493.557 Additional submission requirements.

§493.559 Publication of approval of deeming authority or CLIA exemption.

) for ion arg &nd State |icensurs pragrams. €. Choosing the Appropriate Citation
D. Mandatory Citations
E. Allegation of Compliance/Plan of Correction

§493.561 Danis| of application or reapplication VIIT. Survey Report Documentation and Data Entry

§ 493,563 Validation ngpections - Basls and focus, IX. Additional Information

§493.565 Selection for validation inspection - laboratory respensibilites. -

§493.567 Refusal to cooperate with validation inspection. A. Counting Tests

§493.569 Cor of & finding of s a result of a validation inspection B. Conducting Surveys of Multiple Testing Sites under One Certificate

§493.571 Disclosure of accreditation, State and CMS validaticn inspection resclls

C. Conducting Surveys of Waived Tests
§493.573 Continuing Federal eversight of private nonprofit accreditation argani

ations and approved State licensure

programs. D. Conducting Surveys of Certificate for PPM Procedures
§493.575 Removal of deeming autharity or CLIA exemption and final determination review.
Subpart F Genera| Administration 493.602 — 493.649
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Questions?
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THANK YOU!

CONTACT INFORMATION: JUZ2@CDC.GOV
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Continuing Education

In order to receive continuing education credits, you must:

1. Attend entire webinar/register for course on TRAIN
*  Register for the course in TRAIN
*  Registration passcode: W874
* Select "PACE" credit type

* Click"Launch™
CDC TRAIN

2. Complete webinarevaluation

. * Click green "Take Evaluation” button
CDC TRAIN

M Ro Webinar Series: The Future of FS®RP COURSE CATALOG  YOUR LEARNING  CA a 3. Obtain P.A.C.E Certificate
Inspections; Preparing for a Successful Imfspection e * (Click on the blue "Print Certificate"
Experience
= P> M Ro Webinar Series: The Futtye of FSAP button to download \
Inspections; Preparing for a Sudgessful Inspection CDC TRAIN
e Click on green "Mark Complete" Experience J R W .
' m © History & OME COURSE CATALOG OUR LEARNING CALENDAR RESOURCES DISCUSSI S
Y = HELP
CDC TRAIN [ «  Complete the evaluation
M Ro Webinar Series: The Future of FSAP
Inspections; Preparing for a Successful Inspegtion
M Ro Webinar Series: The Future of FSAP Experience
Inspections; Preparing for a Successful Inspegtion
Experience Sty -@
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Upcoming Onelab Network Events

Identifying and Recognizing Select Agents or Toxins
April 26, 2023
1:00-2:00 PM ET

Register Now!
https://cdc.zoomgov.com/webinar/register/WN_PyRX
H6o0MQIgKNXU7G69a3A
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For more information, contact CDC
1-800-CDC-INFO (232-4636)
TTY: 1-888-232-6348 www.cdc.gov

Images used in accordance with fair use terms under the federal copyright law, not for distribution.

Use of trade names is for identification only and does not imply endorsement by U.S. Centers for Disease Control and Prevention.

The findings and conclusions in this report are those of the authors and do not necessarily represent the official position of Centers

for Disease Control and Prevention.
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