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Objectives

= Provide information so laboratories are well prepared and ready
for a CLIA survey.

 Review of CMS-2567 Statement of Deficiencies (SOD) and Response
Requirements including Plan of Correction (POC) or Allegation of
Compliance (AOC) and discuss Commonly Cited Deficiencies.

* Provide an overview of Proficiency Testing (PT), PT Referral, and
CLIA PT Changes.

 Explain Competency Assessment and New Test Performance
Verification Requirements.

Disclaimer: The information presented in this CLIA Provider Forum is for educational purposes
only. Refer to Standards and Certification: Laboratory Requirements (42 CFR 493) for official
CLIA Regulations.



https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-G/part-493

To Ask a Question

= Click the Q&A button
= Type your question in the Q&A box and Submit

= Please DO NOT submit questions using the Chat Button
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https://www.dhs.wisconsin.gov/publications/p01227.pdf
https://www.dhs.wisconsin.gov/publications/p01227.pdf

Survey Results

Tracy Moraine, Laboratory Certification Officer



Survey Results

CMS-2567
Statement of

Deficiencies (SOD)

No Deficiencies Cited

o

Electronic Plan
of Correction

(POC) Provider

Agreement Form

g The Exit Conference is an opportunity for the lab to present
@ additional information in response to the survey findings.

v




Survey Results (cont.)

CMS-2567 SOD—No Deficiencies

chites onocuns s peca sensces :Eg“‘“ (X4) ID SUMMARY STATEMENT OF DEFICIENCIES
R PREFIX (EACH DEFICIENCY MUST BE PRECEDED BY FULL
TAG REGULATORY OR LSC IDENTIFYING INFORMATION)
::;::.Z;s:::;:‘:;i e D 000 | INITIAL COMMENTS
The Iaboratory was found to be in substantial
compliance with CLIA regulations (42 CFR Part
493, effective April 24, 2003). No deficiencies
were cited.
_ S Lab Director’s or
e s Representative's Signature




Survey Results (cont.)
No Deficiencies—Laboratory is Compliant

Confirmation

Letter




Survey Results (cont.)
Deficiencies Present

=Types of Deficiencies
- Standard Level
- Condition Level

=Immediate Jeopardy
Consideration
* Non-Compliance
* Injury, Harm, Impairment or Death
* Need for Immediate Action




Survey Results (cont.)  “gmpse

Divi
F- 00393 (02 2023)

PROVIDER AGREEMENT

Electronic POC Provider e —————

- READ THIS FORM CAREFULLY BEFORE SIGNING.

= This form must be signed by an suthorized representstive of the entity entering into this agreement.

- This agreement shsll remain in effect until revoked by the provider or when any of the provider information below
changes, st which time s new sgreement must be executed
NOTE: C ion of this ag is y for provider participstion in the electronic SOD and

POC process.
Name — Provider License/Cetification No.
YourLab S2DX000OOK
Location - Street Address City State | Zip Code
123 Main Street Your Town w1 99999
Names - = ive (CEO! 1] E-mail Address and phone number— Authorized Representative
S {CEOQ/Administrator)
YourLab.com and (999) 999-9999
Name — Additional Recipient E-mail Address and phone number— Additional Recipient

By signature of the provider's authorized representative below, the provider agrees to:

1. Accept electronic (e-mail) service of of Deficiency (SODs). Itis that the provider
check incoming e-mail dsily to ensure timely receipt of SODs and to acknowledge receipt with a reply e-mail to
the sender.

Not siter the original eSOD or other documents not intended to be completed by the provider.
Complete Plans of Comrection (POCs) using the supplied DQA form F-00344, Plan of Correction.
Return completed form(s) F-00344, Plan of Comection, to the Division of Quallty Assurance via e-mail.

9 ok WN

Notify DQA promptly of any change in the provider's i or ipient to
whom e-mails are fo be sent

8. Accept and adhere to the following terms:

8. The effective date of service for of Defici is the date the itting e-mail is
sent from the Division of Quality to the i named above.
b.  Failure by the Authorized ive or his/her agent to open the transmitting

e-mail does not delay or slter the effective date of service for Statements of Deficiency.

c. Failure by the Authorized or hizsfher agent to reply to the fransmitting e-mail
with an acknovdedgement uf receipt does not constitute refusal to accept service of the Statement of
Deficiency or change any other terms of this agreement.

d.  The facility acknowledges that it has the ability to open and read PDF documents. If the facility is unable

to open or view s file sent by DHS, it is incumbent upon the facility to notify the appropriste DHS regional
office to request s new file.

SIGNATURE - Provider's Authorized Representative Date Signed

Wisconsin.gov




Deficiencies Present (cont.)
Laboratory is Non-Compliant

CMS-2567 Letter to Request

St s el Plan of Correction
Deficiencies (SOD) (POC) or Allegation
of Compliance (AOC)

Personnel Identifier Plan of Correction
Form (POC) Form

All correspondence sent securely via email with attachments.



CMS-2567 Statement of Deficiencies

DEPARTMENT OF HEALTH AND HUMAN SERVICES ez (X4) 1D SUMMARY STATEMENT OF DEFICIENCIES
CENTERS FOR MEDICARE & MEDICAID SERVICES OMB NO. 0938-0391 PREFIX (EACH DEFICIENCY MUST BE PRECEDED BY FULL
SAHMSTOTOECRICES [ OVDENSUPLERCU | 0y MATILE CoRSTRUGTON oo gz e TAG REGULATORY OR LSC IDENTIFYING INFORMATION)
5209999999 B.WING 03/01/20XX .
NAME OF PROVIDER OR SUPPLIER STREET ADDRESS, CITY. STATE, ZIP CODE —
123 Main Street
OUR LAB y ] )
v YouR Town, Wi 99999 D5413 | TEST SYSTEMS, EQUIPMENT
{X4) ID 2 SUMMARY STATEMENT OF DEFICIENCIES D PROVIDER'S PLAN OF CORRECTION “L.Xﬂ
FIEX | AEGULATORY OR L5C IDENTIRY NG INFORUATION) e c.%3‘%%1%32;55&?5;:535?&”&%&9& o INSTRUMENTS, REAGENT
‘ CFR(s): 493.1252(b)
D5413 TEST SYSTEMS, EQUIPMENT, D5413
INSTRUMENTS, REAGENT s
CFR(s) 493 1252(b) The laboratory must define criteria for those
The laboratory must define criteria for those conditions that are essential for pr Oper S'orage Of
conditions that are essential for proper storage of . %
reagents and specimens, accurate and reliable reagents and SpeCImenS, aCCUfate and fe|lab|e
The o et test system operation, and test result reportin
h be ith th !
D e Code of Federal VTP o, AN g
ions must b mniored and . The criteria must be consistent with the
v E Regulations manufacturer's instructions, if provided. These
(2) Temperature. R el 1
o y——— (CFR) Reference conkl e ok bestnonk et ot menind
fluctuations and interruptions in electrical current an ’ app Ica El Include € 10| OWIng
xat adversely affect patient test results and test (1 ) W at er q Uallty
ports. g
This STANDARD i idenced by:
Ba:ed on surveyorzggér’\?::l:: :2’ m:’;;bora{:ry (2) Temperatu re.
freezer, review of the freezer temperature log, (3) Hum|d |ty.
and interview with the general supervisor, staff A, ¥ - -
the aboratory did not define an acceptable (4) Protection of equipment and instruments from
freezer temperature range consistent with the K W > z x
manufacturer's requirements for storage of one fluctuations and interruptions in electrical current
of one box of ACME Gold Standards calibration >
verification material that adversely affect patient test results and test
Jeports.
This STANDARD is not met as evidenced by:
Based on surveyor observation of the laboratory
= freezer, review of the freezer temperature log,
Deficient and interview with the general supervisor, staff A,
LABORATORY DIRECTOR'S OR P TER REPRESENTATIVE'S SIGNATURE THE 61 DATE Practice the Iaboratory did not define an ?cceptab[e
e SV freezer temperature range consistent with the
g T e o W s e R S et 8 W o e s B A g St it o St 6 Aeatia T manufacturer's requirements for stor: age of one
days following the date these documents are made available to the facility. If deficiencies are cited, an approved plan of correction is requisite to continued - 3
program paticpstion of one box of ACME Gold Standards calibration
FORM CMS-2667(02-08) Previous Versions Obsolete Event ID:X00000C Facity ID: CLog0 If continuation sheet Page 10f2 verification material.




CMS-2567

Statement of Deficiencies (cont.)

PRINTED: 11/22/2023

(X4) ID SUMMARY STATEMENT OF DEFICIENCIES
PREFIX (EACH DEFICIENCY MUST BE PRECEDED BY FULL
TAG REGULATORY OR LSC IDENTIFYING INFORMATION)

DEPARTMENT OF HEALTH AND HUMAN SERVICES FORMAPPROVED
CENTERS FOR MEDICARE & MEDICAID SERVICES OMB NO. 0938-0391
STATEMENT OF DEFICIENCIES (X1) PROVIDER/SUPPLIERICLIA (X2) MULTIPLE CONSTRUCTION (X3) DATE SURVEY
AND PLAN OF CORRECTION IDENTIFICATION NUMBER A BLoNG MPLETED
5200000099 B.WING 03/01/20XX
NAME OF PROVIDER OR SUPPLIER STREET ADDRESS. CITY. STATE, ZIP CODE
123 Main Street
YOUR LAB
YOUR TOWN, WI 99999
x4) 1D 'SUMMARY STATEMENT OF DEFICENCIES D PROVIDER'S PLAN OF CORRECTION 05)
PREFIX (EACH DEFICIENCY MUST BE PRECEDED BY FULL PREFIX (EACH CORRECTIVE ACTION SHOULD BE COMPLETION
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) T CROSS-REFERENCED TO THE APPROPRIATE OATE
DEFICIENCY)

D5413 Continued From page 1
Findings include:

1. Observation of a box of ACME Gold Standards
calibration verification material stored in the
laboratory freezer on March 1, 20XX, at 10:00 AM
showed the manufacturer required storage of the
material at-10 to -25 degrees Celsius (C).

2. Review of the laboratory's freezer temperature
log showed the laboratory defined the acceptable
storage temperature range of -15 degrees C to -30
degrees C.

AM confirmed the laboratory's acceptable
temperature range for the freezer was not

the calibration verification material.

D5413

3. Interview with staff A on March 1, 20XX at 10:50

consistent with the storage range required by the |
manufacturer and did not ensure proper storage of|

FORM CMS-2567(02-09) Previous Versions Obsolete Event ID: X XXX

XX Faciity ID: CLOe9 If continuation sheet Page 2 of 2

T

D5413 Continued From page 1
p——
Findings include:

1. Observation of a box of ACME Gold Standards
calibration verification material stored in the
laboratory freezer on March 1, 20XX, at 10:00 AM
showed the manufacturer required storage of the
material at -10 to -25 degrees Celsius (C).

2. Review of the laboratory's freezer temperature
log showed the laboratory defined the acceptable
storage temperature range of -15 degrees C to -30|
degrees C.

3. Interview with staff A on March 1, 20XX at 10:50
AM confirmed the laboratory’s acceptable
temperature range for the freezer was not
consistent with the storage range required by the
manufacturer and did not ensure proper storage of|
the calibration verification material.

—




Personnel Identifier Form

[H
DEPARTMENT OF HEALTH SERVICES STATE OF WISCONSIN
Division of Quality Assurance
F-62552 (12/2022)
STATEMENT OF DEFICIENCIES (SOD) IDENTIFIER KEY
CONFIDENTIAL — DO NOT POST OR RELEASE.
Must be obtained per DQA Open Record Request Process.
Name — Facility City — Facility License/Faciity No.
Your Town 52D9999999
Survey Type Exit Date y SOD
CLIA 03/01/2099 X3OOXKX (Event ID)
RESIDENT, PATIENT, CLIENT, OR TENANT STAFF, COMPLAINANT, OR FAMILY MEMBER
(Identify with 8 number.) (Identify with an slphsbetical charscter)
Staff Position or
Identifier Nsme Identifier Nsme Relstionship to Resident/
Pstient/ClientTenant
A Wanda Best General Supervisor

D Check here if there is an additional page to this identifier key. Complete the header information at the top of each page.




Letter to Request Plan of Correction
(POC) or Allegation of Compliance (AOC)

Four Points to Address in POC or AOC:

1. Who (by position title) will be responsible for the plan of
correction?

2. Exactly what will be done to correct the deficiency?

3. Has the deficient practice affected or potentially affected
any patient results and if so, what corrective actions will
be taken for these patients?

4. What systemic changes will you make to ensure that the
deficient practice does not recur and how will this be
monitored?



Plan of Correction (POC)/Allegation of Compliance (AOC)

Completion
Date

TH SERVICES STATE OF WISCONSIN

DEPARTMENT OF HEAL
n / ce

PLAN OF CORRECTION

The individual signing the first page of the CMS-2567, of D (SOD), is ing their
approval of the plan of correction being submitted on this form.

- — ID Prefix Tag Provider’s Plan of Correction Completion
larre -~ Proudded 3 ippier (X4) (Each corrective acfion must be cross-referanced fo the appropriste deficiency.) Date (X5)
Your Lab ) . . . .
; = D5413 [1. Who (by position title) will be responsible for the plan of correction? 03/02/20XX
Street Address/City/Zip Code: =
123 Main S\reeL/ Your Town, W1 99999 General SUDEN‘SOI—
- 2. Exactly what will be done to correct the deficiency?
5209999999 s ¥
The manufacturer’s storage requirements for all products stored in the
03/01720XX : - 2
laboratory freezer will be reviewed. A freezer temperature range that i
kit consistent with the manufacturers’ storage requirements for all productg
stored in this freezer will be defined.
D Prefix Tag Provider's Plan of Correction ] Completion 3. Has the deficient practice affected or potentially affected any patient resuits|
(X4) (Each comective action must be cross-referanced to the appropriste deficiency.) Date (X5) dif hat cti cti ill be taken for th tients?
D5413  |1. Who (by position title) will be responsible for the plan of correction? 03/02/20XX an 50, Wi .a corre: .I\IE a fons will be tal Eﬂ or these patients?
General Supervisor No, the deficient practice did not affect any patient results as actual laboratory]
2. Exactly what will be done to correct the deficiency? P .
The. rsniactiters Siorge saqurehieits for all adics arsain e freezer temperatures were thh:p the manufacturer‘s.reqmred temperature
laboratory freezer wiill be reviewed. A freezer temperature range that ig range for the ACME Gold calibration verification material.
ctonsi;ten:hsvi:h the rnm:zfa;t:rer: storage requirements for all producty 4. What systemic changes will you make to ensure that the deficient practice
stored in this freezer will be defined. a5 3 X
3. Has the deficient practice affected or potentially affected any patient resuits| does not recur and how will this be monitored?
and if 5o, what ooective actions Wil e taken for. these paticnts? *  Similar reviews of manufacturer's storage requirements will be done for]
No, the deficient practice did not affect any patient results as actual laboratory] 2 2
freezer temperatures were within the manufacturer’s required temperature] all products stored in the 'abOfalOfV'S refngerato rs. Defined temperature
e ::“”::‘::ngn‘;z's";ﬁ:'3‘::‘;:’3;:"&‘::::[::;:{';‘le et peaiod ranges for each unit will be adjusted as needed to be consistent with
" does not recur s fiow will this be monitored? manufacturers’ storage requirements for all products stored in the unit.
*  Similar reviews of manufacturer’s storage requirements will be done fol * The General Supervisor will review storage reguirements for new
all products stored in the laboratory's refrigerators. Defined temperature] laboratory products requiﬁng refrigerator or freezer storage and ensureg
ranges for each unit will be adjusted as needed to be consistent with|
manufacturers’ storage requirements for all products stored in the unit. that the required storage temperature range is consistent with the f
* The General Supervisor will review storage reguirements for new A ,
laboratory products requiring refrigerator or freezer storage and ensurg| defined temperature range for the refrlgerator or freezer. 1
that the required storage temperature range is consistent with thef P
defined temperature range for the refrigerator or freezer.

The POC/AOC is the lab’s opportunity to demonstrate their commitment to providing quality
lab services through their efforts in becoming and maintaining CLIA compliance.




Laboratory’s Expected Response

= Acknowledge receipt of email and attachments.

 Confirm that you can open all attachments.
- Contact the surveyor with any questions or concerns.

=Within 10 calendar days, return the following:

« CMS-2567 SOD signed and dated by the Laboratory Director.
- POC/AOC with responses to all 4 questions for each deficiency.
« For AOCs, must include documentation of corrective action.




Surveyor’s Review of POC/AOC

= Acknowledge receipt of POC/AQC.

= Evaluate POC/AOC and corrective action documentation for
AOC.

= Accept or reject POC/AOC.
- If accepted, send letter confirming laboratory’s compliance.

- If rejected, provide analysis of rejected response(s). Send new
CMS-2567 SOD, letter requesting POC/AOC, and POC Form to
complete.

+ The laboratory has 10 calendar day to respond and should follow steps in
- » “Laboratory’s Expected Response.”

W  Iftheinitial POC/AOC is rejected, please submit the new CMS-2567 (signed and
dated) and POC Form. It is acceptable to cut and paste from the initial POC Form.

v



Common Deficiencies




Common Deficiencies

Procedure Manuals--including IQCPs

Retention Requirements

Personnel Qualifications and Responsibilities

Test Systems, Equipment, Instruments, Reagents, Materials,

and Supplies

Quality Assessment and Corrective Action

Proficiency Testing




Common Deficiencies (cont.)

Procedure Manuals--including IQCPs

* Control Procedures

* Step-by-Step Directions

* Initiation and Discontinuation Dates
* Lab Director Approval

* IQCPs

Retention Requirements

* Records for Discontinued Methods
* Verification Records

* Reagent Records

* Maintenance Records




Common Deficiencies (cont.)

Personnel Qualifications and

Responsibilities

* Lab Director
* Technical Consultant/Supervisor
* Testing Personnel

Test Systems, Equipment, Instruments,

Reagents, Materials and Supplies

* Calibration and Calibration Verification
* Maintenance and Function Checks
* Environmental Monitoring




Common Deficiencies (cont.)

Quality Assessment and Corrective Action

- Having a Plan
* Documenting Corrective Action for Problem Resolution

Proficiency Testing

* Pt Referral and Communication

* Signatures

* Review of Unacceptable and Not Scored/Non-Consensus Results
* Twice Annual Accuracy




Proficiency Testing

Joann Amend, Laboratory Certification Officer



See § 493 Subpart H,

Proficiency Testing 453 Subpart |

§ 493.1236 for Details

= What is Proficiency Testing (PT)?

 The testing of unknown samples sent by an HHS-approved PT
program.

- Required for requlated, non-waived analytes.

« The PT program grades the results using the CLIA grading
criteria and sends the scores back to the lab.

« CMS (State Agency) and accreditation organizations routinely
» monitor their labs’ PT performance for regulated analytes.

v’ Can’t assay PT samples on two analyzers or methods.
@ v Some PT programs offer verification samples.



https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-G/part-493/subpart-H
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-G/part-493/subpart-I
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-G/part-493/subpart-K/subject-group-ECFR6b8923402db3f2f/section-493.1236

Proficiency Testing (cont.)

= Are there CLIA requirements for non-regulated
analytes?

* Yes, accuracy must be verified for these methods twice a year.

= How can accuracy be verified for non-regulated
analytes?

 Enroll in a PT program that offers samples for the analyte.
- Split patient samples with a peer lab.
 Re-test previously tested samples. Don't .‘V.

v

Lab needs to establish acceptability criteria for non-regulated 1F orget!

analytes and evaluate against these established criteria. =



Proficiency Testing (cont.)

= What PT records do I need to
maintain?*
* Proficiency Testing Instructions
« Instrument Testing Records & Printouts

* PT Program Results Forms

+ If results submitted electronically, print out a
record of the submitted results.

» Attestation Statements
* PT program Evaluation of Survey Results

» Documentation of Survey Result Review and
Corrective Action as needed

*Records must be maintained for a minimum of 2 years
from the date of the PT survey.




Proficiency Testing (cont.)

= What are surveyors looking for when reviewing PT
records?

 Enrollment in PT for all regulated, non-waived analytes

« Wet or electronic attestation signatures of the laboratory
director/designee and testing personnel

- Documented review and sign-off of survey results in both
formats

* PT samples tested like patient samples

+ For example: same number of runs, primary testing method,
clerical process

- PT testing rotated among all testing personnel




Proficiency Testing (cont.)

= What steps should I take when I receive PT results?
 Review PT results with testing personnel and lab director.

- Evaluate PT results against scores published by the PT
program.

- Investigate any unacceptable/unsatisfactory PT results—
even those with passing event scores.

- Document review and any investigation and/or corrective

action taken. ‘N

Look for bias in results. Document and follow-up even if results are acceptable. ‘A=
“ormmme
v




Proficiency Testing (cont.)

= What about Not scored/Not graded including non-
consensus or educational challenges?

« These scores may indicate that the lab scored 100% and passed.
Lab needs to take a closer look and review all not scored results.

- Compare/calculate with expected results provided by PT provider.
- Evaluate and follow-up as necessary if lab review shows results to

be unacceptable.
Vs
Don’t forget to look at ungraded results. e

v



Proficiency Testing (cont.)

= What must I do if I get an unsatisfactory/unacceptable
score for an analyte?

« Review submitted results and check for clerical and transcription
errors.

« Compare PT results with the inter-laboratory comparison evaluations
that are provided by the PT provider.

- Investigate the cause of the error(s), take corrective action,
document the investigation and steps taken.

-« Review patient results reported when PT was unacceptable. If patient
results were affected or potentially affected, address the patient
results and document actions taken.



Proficiency Testing (cont.)

= What does unsuccessful

performance in PTmean? e o

Event Event vent ven

¢ Unacceptable/ unsatISfaCtory Analyte # Pfolg:ae;t# Sclre Sccfre chre chre

results for an analyte T SESTRY . = & o @

specialty or subspecialty in 0345 CA, TOTAL 9 100 100 100 o

. 0355 CL i

two consecutive or two out of  gae eroLesreroL - T i

th PT t TOTAL 9 100 100 100 0

ree events 0375 CHOLESTEROL, HDL 2 183 Eg ;g? g:

- Mandatory condition level ey o w0 00 100 -

deﬁC|ency ?515 _URIC ACID 9 100 100 100 0*

oV

‘5 v’ Review unacceptable PT result follow-up. Why didn’t the corrective action

work the first time?




Proficiency Testing (cont.)

= What does “"subsequent” unsuccessful performance in PT mean?
+ A repeat of unsucessful PT performance
+ For subsequent unsuccessful PT performance in the same analyte, specialty,

or subspecialty— CMS may impose more stringent sanctions including

testing limitations and possible cancellation of a laboratory’s
Medicaid/Medicare payments

+ A lab may voluntarily cease testing prior to CMS imposing sanctions

....... 2020  =meme-- meemees 2021 emeeees mmeeeen 2022
Event Event Event Event Event Event Event Event Event
Current 1 2 3 1 2 3 1 2 3
Analyte # Program# Score Score Score Score Score Score Score Score Score
0495 TRIGL 9 100 100 60" 0* 100 100 o* 100 40"
0505 BUN 9 100 100 100 o* 100 100 0 100 100
0515 URIC ACID 9 100 100 100

0* 100 100 0* 100 100

* Unsatisfactory Scores




Proficiency Testing (cont.)

= How else can I use the PT materials (after
PT event cut-off date only)?

» Testing personnel competency

- Calibration verification

» Training for new hires

- Accuracy assessment of 2nd analyzer




Proficiency Testing (cont.)

= What about PT Referral?

- PT Referral is when PT samples are sent to another lab for
testing.

* This includes sending a PT sample to another lab even in cases
when a patient sample would be forwarded for reflex,
confirmatory, or distributive testing.

« PT Referral applies to any PT sample regardless of whether the
analyte is regulated, non-regulated, or a waived test.

« PT Referral can result in significant fines and CLIA certificate
testing limitations.




Proficiency Testing (cont.)

= What are best practices for avoiding PT Referral?

« Develop a laboratory PT procedure that addresses PT Referral
including:

¢

Prohibits staff from forwarding PT samples to other laboratories even
when they would normally forward a patient specimen for testing.

Prevents staff from splitting PT samples with any lab including other
labs within the same lab system.

Prohibits staff from discussing PT results with another lab prior to the
event cut-off date.

Addresses staffing situations in which Testing Personnel may have the
opportunity to test the same PT event samples for multiple labs.

— This includes staff that work at multiple lab sites within the lab system or
have a second job at an external lab.



Proficiency Testing (cont.)

= What should I do if I receive PT samples from
another lab for testing?

+ Immediately notify your inspecting agency
(accreditation organization or State Agency) that you
have received PT samples from another lab.

+ Tell the inspecting agency the name of the other lab
and the test(s) requested.

+ Do not test the samples.




Proficiency Testing (cont.)

= What about PT Changes?

« Current requirements for moderate and high complexity testing
labs that also perform waived testing:
+ Not required to enroll in PT for waived tests

+ Are held to requirements for testing of PT samples if enrolled for waived
tests

+ Can be subject to PT referral for waived testing PT

« Changes seen with enrollment in 2025 PT
+ Overall, an increase in regulated analytes
+ Changes to grading and determination of acceptable performance

» For details, see CLIA Proficiency Testing - Analytes and Acceptable
Performance Final Rule (QS0-22-21-CLIA).



https://www.cms.gov/files/document/qso-22-21-clia.pdf
https://www.cms.gov/files/document/qso-22-21-clia.pdf

Competency Assessment




Competency Assessment See § 493.1235,

§ 493.1413(b)(8) & (b)(9) (moderate complexity) and
8 493.1451(b)(8) &(b)(9) (high complexity) for Details

Six Required Procedures for Competency Assessment of Testing Personnel

1. Direct observations of routine patient test performance, including patient
preparation, if applicable, specimen handling, processing and testing

2. Monitoring the recording and reporting of test results

3. Review of intermediate test results or worksheets, quality control records,
proficiency testing results, and preventive maintenance records

4. Direct observations of performance of instrument maintenance and function checks

5. Assessment of test performance through testing previously analyzed specimens,
internal blind testing samples or external proficiency testing samples

6. Assessment of problem solving skills



https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-G/part-493/subpart-K/subject-group-ECFR6b8923402db3f2f/section-493.1235
https://www.ecfr.gov/current/title-42/section-493.1413
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-G/part-493/subpart-M/subject-group-ECFR2640b368593bdb0/section-493.1451

Competency Assessment (cont.)

= Who is required to have a competency assessment?

» All Testing Personnel (TP), including Clinical Consultants
(CC), Technical Consultants (TC), Technical Supervisors (TS), and
General Supervisors (GS) who perform testing on patient
specimens are required to have the six required procedures in
their competency assessment.

* CCs, TCs, TSs, and GSs are required to have their competency
assessed based on their federal regulatory responsibilities.




Competency Assessment (cont.)

= Who is responsible for performing the competency
assessment of Testing Personnel?

 For Moderate Complexity Testing

+ The Technical Consultant (TC) or other personnel who meet the regulatory
qualification requirements for a TC for moderate complexity testing.

 For High Complexity Testing

+ The Technical Supervisor (TS) but annual competency can be delegated to
the General Supervisor (GS) in writing if the GS meets the regulatory
qualifications as a GS for high complexity testing.

v Peer testing personnel who meet the regulatory qualification of a TC, TS, or .
GS, can be designated to perform competency assessments. E =)

v'The Laboratory Director is ultimately responsible to ensure that all testing
personnel are competent. v




Competency Assessment (cont.)

= How often should competency assessment be performed?

* At least semiannually during the first year the individual tests patient
specimens

- At least annually after the individual’s first year of testing patient
specimens

« When test methodology or instrumentation changes, an individual’s
competency must be reevaluated to include the use of the new test
methodology or instrumentation prior to reporting patient test results.

£

— f Competency assessment can be done throughout the entire year by coordinating it
with routine practices and procedures to minimize impact on workload.

v



Competency Assessment (cont.)

= What are the competency assessment requirements for
testing personnel that work at multiple lab locations?

* When testing personnel are new to a laboratory site (different CLIA
number) but not the laboratory system, their competency must be
assessed semiannually the first year at the new laboratory site.

- Even though test methodology or instrumentation may be the same at
the lab sites, Direct Observation (DO) competency assessment
procedures must be performed annually at each lab site. .

.

-
L

Consider having staff collect and document their own | -
relevant competency assessment records.

v




Competency Assessment (cont.)

= May I combine for competency purposes, all tests
performed simultaneously on the same testing platform?

* Yes, procedures associated with any test on the testing platform and
all tests performed simultaneously on the same testing platform may
be combined.

 Any test with unique aspects, problems or procedures within the same
testing platform should be assessed separately to ensure that staff
maintain their competency to report test results promptly, accurately
and proficiently.

0\ (‘.
22 Don’t forget to perform competency assessment of special specimen
handling such as pre-treatment steps or dilution of specimens.

v



Competency Assessment (cont.)

= May I use training and personnel evaluations to assess
competency?

* No, training and personnel evaluation are not the same as competency
assessment.

« Competency is the application of the knowledge, skills and behaviors for
performance and is developed during training to meet established
requirements.

» Training happens before someone begins testing independently and
competency assessment confirms that they are performing the test
correctly.*

* Personnel evaluations evaluate other behaviors and attributes as they
relate to the position or job (such as customer service or teamwork).

perform testing independently.

| ®
"When documenting training, make sure to assess the ability to S ¢

A 4



Competency Assessment (cont.)

= I have personnel in my laboratory that only draw blood and
label samples. Does CLIA require that I perform competency
assessments on them?

« Competency assessment is not required by CLIA for non-testing
personnel such as phlebotomists, accessioning personnel, or
specimen processors.

- The Laboratory Director is responsible for the entire testing process
and needs to ensure that preparation is done correctly--competency
assessment of such non-testing personnel would be considered good
laboratory practice and a good quality assurance measure.

I

@\:}@ Competency assessment of all 6 elements is not required for non-

== testing personnel or for waived testing.

v




New Test Performance
Verification and Establishment

Tracy Moraine, Laboratory Certification Officer



Verification of Performance
See § 493.1253 and

SpeCiﬁcatiOnS SOM, App. C § 493.1253 for Details
= Applies to FDA-approved methods

= Verification must be completed and approved by the Laboratory
Director or designee prior to reporting patient test results.

= Develop a plan to compare the performance of the test system in

your lab to the performance specifications established by the
manufacturer.

 Consider test type—Qualitative vs Quantitative

. Defcilne the minimum number of specimens to test for each verification
study.

- Define acceﬁtability criteria for each performance characteristic. At
minimum, should meet manufacturer’s performance specifications.

= Document all verification of performance specification activities.



https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-G/part-493/subpart-K/subject-group-ECFRc96daead380f6ed/section-493.1253
https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/downloads/som107ap_c_lab.pdf

Verification of Performance

Specifications (cont.)
= Performance Characteristics to be verified are:

1. Accuracy — getting the correct result

+ Compare split samples with a verified in-house or reference lab method
and/or use reference materials.

+ For qualitative methods, lab must verify that method will correctly identify
the presence/absence of the analyte. Specimens of known quantitative
value may be used to verify the accuracy of a qualitative test.

2. Precision — getting the same result time after time

+ Consider day-to-day, run-to-run, and within-run precision, as well as Testing
p o Personnel variance if applicable.

It is a good practice to verify that within-run precision is acceptable prior to performing
G== other verification studies.

v

51



Verification of Performance

Specifications (cont.)

= Performance Characteristics to be verified continued:

3. Reportable Range

+ Must verify manufacturer’s range and may only report patient test results
that fall within the verified range.

+ To verify very low or very high samples, use previously reported patient
samples, PT samples, QC, or calibration materials.

4. Reference Interval

+ Manufacturer’s range is acceptable if verified as appropriate for the lab’s
patient population.

» Other studies as needed depending on the test method
= Determine calibration and control procedures based on verification

of performance specifications—May not be less frequent than
manufacturer’s instructions.



Establishment of Performance e
S peCIfI cations SOM. App. C § 49(:9>,e.1§253 for Detail

= Applies to laboratory modified FDA-approved methods and
laboratory developed methods (LDTs)

 Modifications include but are not limited to changes to specimen
matrix tested (serum vs plasma vs fluids), specimen handling, dilution
protocol, reagents or calibration materials.

* Note: Modifications of an FDA approved moderate complexity test
changes the test to high complexity.

= Prior to reporting patient results, the lab must establish the
performance specifications of the method.

- The Laboratory Director and Clinical Consultant determine and
approve that the performance specifications meet the needs of the

clients.



https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-G/part-493/subpart-K/subject-group-ECFRc96daead380f6ed/section-493.1253
https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/downloads/som107ap_c_lab.pdf

Establishment of Performance
Specifications (cont.)

= Develop a plan to establish the performance specifications of the test
method.

 Define the minimum number of specimens to test for each study and
acceptability criteria for each performance characteristic.

= Performance Characteristics to be established are:
 Accuracy, Precision, Reportable Range, and Reference Interval
* Analytical Sensitivity
+ Analytical Specificity--including interfering substances
 Other performance characteristic required for test performance
= Determine calibration, quality control, maintenance and function
check procedures based on established performance characteristics.

= Document all establishment of performance specification activities.




CLIA Resources

Anita Iwanski, Laboratory Certification Officer



CLIA Resources

= CLIA Regulations, CMS Survey Guide, & FDA CLIA
Database

- Standards and Certification: Laboratory Requirements (42 CFR
493)

» Survey Procedures and Interpretive Guidelines for Laboratories

+ Also know as the State Operations Manual (SOM), Appendix C
+ Interpretive guidelines are listed by the regulation.

« FDA CLIA Database—Test Complexity Look-up



https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-G/part-493#part-493
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-G/part-493#part-493
https://www.cms.gov/regulations-and-guidance/guidance/manuals/downloads/som107ap_c_labpdf.pdf
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfclia/search.cfm

CLIA Resources

= CLIA Brochures
» Personnel Competency

* Proficiency Testing and PT Referral

» Verification of Performance Specifications

- Calibration and Calibration Verification
- Individualized Quality Control Plan (IQCP)
+ IOCP Workbook



https://www.cms.gov/medicare/quality/clinical-laboratory-improvement-amendments/brochures
https://www.cms.gov/regulations-and-guidance/legislation/clia/downloads/clia_compbrochure_508.pdf
https://www.cms.gov/regulations-and-guidance/legislation/clia/downloads/cliabrochure8.pdf
https://www.cms.gov/regulations-and-guidance/legislation/clia/downloads/6064bk.pdf
https://www.cms.gov/files/document/clia-brochure-calibration-and-calibration-verification-april-2006.pdf
https://www.cms.gov/medicare/quality/clinical-laboratory-improvement-amendments/quality-control
https://www.cms.gov/regulations-and-guidance/legislation/clia/downloads/iqcp-workbook.pdf

CLIA Resources (cont.)

= DHS Survey Guide for Clinical Laboratories

= Association of Public Health Laboratories (APHL) CLIA
Resources
¢ Clinical Consultant Competency Assessment Form
 Technical Supervisor Competency Assessment Form

» General Supervisor Competency Assessment Form
» How to Write a Lab Quality Manual

APHL recently launched their Learning Center. Sign up for a free
account to access on-demand laboratory related training and resources.



https://www.dhs.wisconsin.gov/publications/p01227.pdf
https://www.aphl.org/programs/QSA/Pages/CLIA-Resources.aspx
https://www.aphl.org/programs/QSA/Pages/CLIA-Resources.aspx
https://www.aphl.org/programs/QSA/_layouts/15/WopiFrame.aspx?sourcedoc=/programs/QSA/Documents/CLIA_Supervisory_Competency_Assessment_Clinical_Consultant_Form_Updated.docx&action=default&DefaultItemOpen=1
https://www.aphl.org/programs/QSA/_layouts/15/WopiFrame.aspx?sourcedoc=/programs/QSA/Documents/CLIA_Supervisory_Competency_Assessment_Technical_Supervisor_Form.docx&action=default&DefaultItemOpen=1
https://www.aphl.org/programs/QSA/_layouts/15/WopiFrame.aspx?sourcedoc=/programs/QSA/Documents/CLIA_Supervisory_Competency%20Assessment_General_Supervisor_Form_Updated.docx&action=default&DefaultItemOpen=1
https://www.aphl.org/aboutAPHL/publications/Documents/QS-2017May-QA-Manual.pdf
https://learn.aphl.org/learn

CLIA Resources

= Department of Health Services (DHS) CLIA Webpage

* The "Memos, Publications, & Resources” tab has links to many
of the CLIA Survey Resources and additional federal resources.

L

)

v Just type “CLIA” in the DHS Search box to get to the CLIA
<& pages.
A 4
v



https://www.dhs.wisconsin.gov/regulations/labs/introduction.htm

CLIA Educational Resources

= CDC Division of Laboratory Systems (DLS)

B e |8 | e

Safe Prepared Laboratory Laboratory
Laboratories Laboratories Quality Training

- y = i
Lécs L'!? Q jwl
LOCS CLIA CLIAC CDC

Biorepository

« Next Generation Seguencing (NGS) Quality Initiative



https://www.cdc.gov/csels/dls/
https://www.cdc.gov/labquality/ngs-quality-initiative.html

CLIA Educational Resources (cont.)

- CDC OneLab™ é nelLa b

A Unified Response to Training Needs

Onelab
REACH
Onelab Onelab
Network TEST
(*)
(o) (o)
Onelab Onelab
Summit VR
OnelLab OnelLab
Assessments Resources



https://www.cdc.gov/labtraining/onelab.html

CLIA Updates and Correspondence

= DHS GovD CLIA Message

» Sign up to receive email notices about DQA and CMS CLIA
memos, DQA Quarterly Information Updates, and health care

policy-related information. '\ P
« Join our email list Look for the sign-up on the DHS CLIA Webpage. ‘;‘;

= DHS CLIA Mailbox
- Email for all of your CLIA questions and correspondence.
« DHSDQACLIA@WI.GOV

A 4



https://public.govdelivery.com/accounts/WIDHS/subscriber/new?topic_id=WIDHS_58
mailto:DHSDQACLIA@WI.GOV

Questions and Answers

Angela Mack, LCCS Section Manager



Future Forum ‘\\

W
G
“wagu®

v

February 21, 2024
12-1:15 pm
= Certificate of Waiver (CoW) and Provider Performed Microscopy (PPM)
« CLIA Application Updates, Fees & Certificates
« PPM Overview, Personnel Competency Assessment, and Resources
o CoW CLIA Requirements, Best Practices & Resources
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