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Preparing for Your
CAP Point of Care Inspection

On Your Mark, Get Set, Go!

Ken Byrd, MT(ASCP)

Inspection Analyst

Laboratory Accreditation May 9, 2023
College of American Pathologists




Objectives

* |dentify required documents

* |dentify most commonly cited deficiencies

* Prepare for the day of Inspection — Get it Together
* Assess how to respond to deficiency responses

* EXxplain accreditation resources
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Documents? What Documents??
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Documents include:

* Policies & Procedures
- Every instrument
- Every method
- Every process
- Approval by Medical Director
- Review by staff
- Biennial Review

- Downtime procedures

© 2022 College of American Pathologists. All rights reserved.



Documents include:

* Quality Plan
- List of Quality Indicators
- Quality Dashboard
- Root Cause Analysis
- Annual evaluation

- |QCP’s & biennial evaluations

© 2022 College of American Pathologists. All rights reserved. 5



Documents include:

* Proficiency Testing
- Activity Menu

- Attestation Pages

« Signed by all testing personnel

- Raw Date / Instrument Printouts

- Final Report <y

« Signed by Medical Director / Designee
« Evaluation of Unacceptable Results

« Evaluation of Ungraded

Educational Challenges / Lack of Consensus, etc.
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Documents include:

« Safety Plan

- Chemical Hygiene Plan

« Chemical Inventory

« Carcinogens / Acute & Reproductive Toxins
« Spill Kits & posted instructions
« Formaldehyde / Xylene Monitoring
 Biological Safety Cabinets

- Eyewash Activations
- Safety Inspections (Medical Director Review)

- Fire Safety Training

© 2022 College of American Pathologists. All rights reserved. 7



Documents include:

« Quality Control Records
o Per instrument/method
o Dalily / Weekly / Monthly
o Supervisor's Monthly Review

o Corrective Action for outliers
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Documents include:

 Instrument / Method Validations
- Analytical Accuracy

- Analytical Precision

- Reportable Range
— All validations since the last inspection
- Others may be requested as needed

- Summary Statement

"l have reviewed the verification (or validation) data for the performance
specifications listed below for the (insert instrument/test name), and the
performance of the method is considered acceptable for patient testing."

© 2022 College of American Pathologists. All rights reserved. 9



Documents include:

e Maintenance Records
- Every Instrument

- Centrifuges

- Microscopes
- Pipette Calibrations
- Thermometers

- Temperatures

* Remote Monitoring

« Dalily and/or Min/Max Thermometers
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Documents include:

LIS Records

— Director’s Biennial Review of Report
- Downtime Reports

- Reference Intervals

- Critical Results with read-back

- Interface Verifications
* Prior to implementation of an interface

« Whenever any change is made to an existing
Interface that could affect the accuracy of
transmission of patient results

© 2022 College of American Pathologists. All rights reserved. 11



Documents include:

* Personnel files
- Diploma/Transcript/PSV/Licensure
- Job Descriptions
- Training / Competency Records
- Delegation Documents

- Performance assessments of delegated
duties

- Medical Directors assessment of adeguacy
of staff

© 2022 College of American Pathologists. All rights reserved. 12



Most Commonly Cited Deficiencies and
How to Avoid Them
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Top 10 Deficiencies

Checklist Requirement CAP-wide Ranking

GEN.55500 Competency Assessment 1
Comparability of Instruments and Methods —

COM.04250 2

Nonwaived Testing
COM.01200  Activity Menu
COM.10000 Policy & Procedure Manual
COM.01700 PT and Alternative Assessment Result Evaluation
COM.30600 Maintenance/Function Checks
COM.04200 Instrument/Equipment Record Review
COM.01400 PT Attestation Statement

COM.30750 Temperature Checks
GEN.20450 Correction of Laboratory Records 10
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#1 Non-Waived Competency Assessment

* The competency of personnel performing nonwaived
testing Is assessed at the required frequency at the
laboratory (CAP/US-based CLIA number) where

testing Is performed.
o All variations must be included. m
o May be maintained centrally within a healthcare system

but must be available upon request.

© 2022 College of American Pathologists. All rights reserved.
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Competency Assessment Frequency

» During the first year of an individual’s duties, competency must be
assessed at least semiannually and annually thereafter.

o Prior to performing patient testing, training must be completed and
evaluated for proper test performance.

O Training and competency assessments are separate processes.

o Applicable to new testing personnel only.

© 2022 College of American Pathologists. All rights reserved.



Competency Assessment Elements

« Assessment includes all applicable six elements of competency for
each test system.

o Use laboratory activity menu to identify test systems.

- Same analyte with two test systems (eg, automated, manual) needs separate competency
assessments.

- Multiple analytes under single test system do not need separate competency assessments (eg,
chemistry panel).

- Each test system includes assessment of
— Pre-analytic
— Analytic
— Post-analytic steps
In the testing process.

© 2022 College of American Pathologists. All rights reserved.
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Competency Assessment — Example

Sample Employvee
1/1/2018
O01/01/2018 - 12/31/2018
Sample Manager (SLM)

Employee NMame:
Date of Hire:

Period of Evaluation:
Ewvaluator(s):

Elements:

Dirsct mbhrar H mF Eart Ba - L} L - [H] hela, H id iFE il prspar iy mmd eI

Hunitmring ths recarding snd rapmrting of tort reoruler, i 1 L - L L] Els, rapmrting critical rermier

FRaviswu mf intermadiats tart reruits mr - (L1 3 -mrmficiamcr tarting rearwiter, and pr

Darsct mbrar mF - C LT, chechks

Arrerrment mf tert parfarmeancs thraegh tarting provimurly analryxsed spscimenr, internal blind terting rampleor mr sxtornal proficismncy terting rampler

Evalmatims mf probism—relving rkills

Specify
Instrument f Assay

Point of Care

Istat - Monwaived

Point of Care

Glucometer (WVWaived)

Point of Care

ABL

Point of Care

GEM

Patient IDfPrep

01/08/M18 SLIMM

02/01M18 SLM

nia

nfa

Specimen Collection

01/08/M18 SLIMM

02/01M18 SLM

nia

nfa

Handling/Processing

01/08/M18 SLIM

n/a

01/08/M8 SLIM

01/08/M18 SLIM

Testing

o1/08/18 SLIM
Accession # M123456

02/01/18 SLM
MREHE 111222333

o1/08/18 S
Accession # M123456

o01/08/18 SLIM
Accession # M123456

Reporting Criticals

o1/508/M18 SLM
Accession # M123456

nfa

o1/08/M18 SLM
Accession # M123456

o1/08/M18 SLM
Accession # M123456

Reporting NMormals

01/08M18 SLM
Accession # M123456

02/01/M18 SLMA
MRE# 111222333

01/08M18 SLM
Accession # M123456

01/08/M18 SLM
Accession # M123456

Rewview worksheets

nfa

nfa

nia

nfa

Rewview QUC

01/08/M18 SLIM

01/08/M18 SLIM

01/08/M8 SLIM

01/08/M18 SLIM

Rewview PT results

03/15M18 SLM
Sample IStat-15

n/a

031518 SLM
Sample ABG-16

03/15M18 SLM
Sample ABG-17

Rewview PM records

031518 SLMA

nfa

nia

nfa

Maintenance

01/08/15 SLM

02/01/M18 SLM

01/08/M18 SLM

01/08/M18 SLM

Proficiency Testing

02/M17/18 SLM
Sample Istat-15

n/a

021518 SLM
Sample ABG 16

021518 SLM
Sample ABG-17

Blind Samples

o1/508/M18 SLM
Accession # M234567

nfa

o1/08/M18 SLM
Accession # M234567

o1/08/M18 SLM
Accession # M234567

o | |0 b 0w (WWR N

Problem Solving

Comments

Wrritten Qiuiz = 100%

01/08/M18 SLM

Compstent = uss O3M5M15 SLM

Online Quiz = 100%0
o01/10M18 SLM

Compestent = ves 02/015 SLM

COnline quiz = 100%
01/08M18 SLM

Competent = us=s 025015 SLM

“erbal guiz = 100%%
01/08M18 LM

Compstent = uss O53M15M15 SLM
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#2 Comparability of Instruments and Methods —
Nonwalved testing

* Non-waived methods only
* Methods within a single CAP/CLIA number
* At least twice a year

* Applies to instruments/methods producing the same reportable

results (eg, manual differential vs. automated differential)

* Written procedures including acceptance criteria

© 2022 College of American Pathologists. All rights reserved. 19



#2 Comparability of Instruments and Methods —
Nonwalived testing

 Compared twice each year

* Missing acceptabllity criteria

* Does not include all non-walived testing .

© 2022 College of American Pathologists. All rights reserved. 20



#3 Activity Menu

* New testing performed but not added

» Discontinued testing still on menu

T1 (Section ID: 1924573) - Activities

B Watch the Section Activities Demo

m MOVE/REASSIGN REMOVE Download CAP Master Activity Menu

1Activity | Type: S - Scope of Service, R - Reportable Assay | Export fo Excel

Activity Name - Discipline o Subdiscipline

Glucose, whole blood, waived (glucose meter), Point-of-Care Testing Point of Care Testing - Waived R

POCT

21
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#3 Activity Menu

« Laboratory’s current CAP Activity Menu
accurately reflects the testing performed
- Add to new test implementation process
- Audit Activity Menu periodically
- Remove retired tests

- Custom checklist generated by Activity Menu
selections

- Proficiency Testing Failures linked to menu

© 2022 College of American Pathologists. All rights reserved.

|
Sections/Departments

Section/Department List ==

T1 ==

Section Details

Section Activities

22




#4 Procedure Manual

 Complete procedure manual is available:
- Paper-based
- Electronic
- Web-based format

- at the workbench or in the work area

* Procedures must match practice.

© 2022 College of American Pathologists. All rights reserved.



#5 Proficiency Testing Evaluation

* Ongoing evaluation of proficiency testing/external quality assessment
(PT/EQA) and alternative assessment results with appropriate
corrective action taken for each unacceptable resuilt.

- Each unacceptable PT or alternate assessment result must be evaluated.

* Investigate each unacceptable PT result for impact on patient sample results.
Major categories of investigation include:
Clerical = Specimen

= Analytical handling
Procedural = PT material

© 2022 College of American Pathologists. All rights reserved. 24



COLLEGE of AMERICAN PT Exception

PATHOLOGISTS Investigation Worksheet
Suweylformation
PT/EQA e
Date Survey Received: Date Analysis Performed:

Date Survey Results Submitted: Date Results Received:

Exception L
Investigation s
Worksheet

Clerical

Were the results submitied by the due date?

Was the result correctly transcribed from the instrument read-out or report?

Was the correct instrument'methodireagent reported on the resulf form?

Do the units of measure match between the result form and the instrument results?

|5 the decimal place cormect?

Does the result reported on the result form match the result found on the proficiency testing
evaluation report?

A response of “Mo” to any of these questions may indicate a clerical error. Although reporting of proficiency testing resulis
is unlike those for patient resulis, clerical errors may indicate a need for additional staff training, review of instructions
provided with the proficiency testing, addition of a second reviewer, or investigation of the reporting format provided by the
© 2022 College of American Pathologists. All rights reserved. testing device. W resulls reported on the result form do not mach the results found on the evaluation report, please
9 9 9 contact your proficiency fesfing provider.




Alternative Performance Assessment (APA)
Test List

] 1)
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COLLEGE of AMERICAN Alternative Performance
PATHOLOGISTS Assessment (APA) Test List

For tests for which CAP does not require proficiency testing (PT), the laboratory at least semi-annually exercises an APA system for
determining the reliability of analytic testing. This form may be used to assist in compliance with the All Common Checklist requirement

COM.01500.

Laboratory CAP
Name: Number:

Participating in | Using other Months in

Test Name

Laboratory
Section/
Department

an external PT
program
(list program)

APA
(explain
below)

Evaluation
Criteria for
APA

which APA is
performed
(minimum twice
per year)

Comments

© 2022 College of American Pathologists. All rights reserved.




Common Deficiencies and How to Avoid Them —
PT/EQA Evaluation

* Missing corrective actions on fallures.

* Missing documentation of review of results
with codes.

« Missing documentation or evaluation of
alternative assessments.

- Alternative assessments are performed on
methods/instruments that do have
commercially available PT/EQA products.

© 2022 College of American Pathologists. All rights reserved. 27



#6 Maintenance/Function Checks

* Appropriate maintenance and function checks are performed.

* Records retained for instruments (eg, analyzers) and
equipment (eg, centrifuges) following a defined schedule,
at least as frequent as specified...

- All instruments and equipment

- Includes centrifuges, microscopes, temperature logs
- Written procedure

- Schedule specified by manufacturer

- Documentation of performance and monthly review

© 2022 College of American Pathologists. All rights reserved.



#7 Instrument/Equipment Record Review

* |Instrument/Equipment maintenance and
function check records are reviewed and
assessed at least monthly by the laboratory
director or designee.

- Assessed at least monthly — requires:

« Signature/initials

e Date

© 2022 College of American Pathologists. All rights reserved.



#7 Instrument/Equipment Record Review

Example

Fill in the date the document review occurred for that month

Department

Instrument/Testing

Room Temperature Logs

Jan
02/06/22

Mar

Sep

Oct Nov Dec

Refrigerator Temperature Logs

02/06/22

Freezer Temperature Logs

02/06/22

Eye wash Logs / Shower Logs

02/06/22

Chemistry

© 2022 College of American Pathologists. All rights reserved.

Instrument A maintenance logs

02/15/22

Instrument A QC logs

Instrument A calibration logs

Instrument B maintenance logs

02/15/22

02/15/22

Instrument B QC logs

Instrument B calibration logs

Instrument A & B Comparisons

Blood Gas maintenance logs

02/15/22

02/15/22

Blood Gas QC logs

02/15/22

Blood Gas calibration logs

02/15/22

PT Records

02/27/22




#8 PT Attestation Statement

* The proficiency testing/external quality assessment (PT/EQA)
attestation statement is signed by the laboratory director or designee
and all individuals involved in the testing process.

- Secure electronic signature

- Physical signatures

Signatare

© 2022 College of American Pathologists. All rights reserved.

Attestation/Use of Other Form

Attestation Statement

As stated in the February 28, 1992 United States Federal Register under Subpart H 493-801 (b) (1), "the individual testing or examining the
samples and the laboratory director must attest to the routine integration of the samples into the patient work load using the laboratory's
routine methods." The laboratory director or designee and the testing personnel must sign on the result form.

You may use the attestation page provided in the kit instructions or, alternatively, print, sign, and retain a copy of this page for your
records and inspection purposes.

If your laboratory requires additional space for signatures, copy this form as needed.

We, the undersigned, recognizing that some special handling may be required due to the nature of proficiency testing (PT) materials, have as
closely as is practical, performed the analyses on these specimens in the same manner as regular patient specimens. We confirm that results were
not shared or PT specimens referred or tested outside our CLIA identification number.

Director (or Designee) (signature required) Survey Mailing Information
010 070
040

Testing Personnel (signature required) Testing Personnel (signature required) Testing Personnel (signature required)
080 110 140

31




#9 Temperature Checks

« Temperatures are checked and recorded for all temperature-
dependent equipment and environments using a calibrated

thermometer

- |f the laboratory is not “open” on the weekends and there are temperature
dependent reagents/equipment stored, there must still be temperature
monitoring

« Continuous Temperature Monitoring

« Min/max thermometers

- Any temperatures outside of the defined ranges
must have documented corrective action

© 2022 College of American Pathologists. All rights reserved.




Example
Temperature
Log

© 2022 College of American Pathologists. All rights reserved.

EXAMPLE: Refrigerator Temperature Log

Refrigerator name:

Month/Year:

Responsible supervisor:

ACCEPTABLE RANGE: 2-8C

. Date

Tech
initials

Instructions:

1. Record current temperature by placing an X in the appropriate box.

2. Record your initials in the appropriate box.

Corrective Action: Document Below

1. Investigate the reason for the out of range temperature.

2_If dewviation from the acceptable range persists, adjust the temperature dial, and check the temperature again in one hour.

Date/Time Temp. Carrective Actions Taken

Repeat
Temp.

Initials

Document further occurrences on the back.

Reviewed by and date}




#10 Correction of Laboratory Records

 The lab makes corrections to
laboratory records (eg, quality
control data, temperature logs, and
Intermediate test results or
worksheets) using appropriate
techniques.

- Written procedure covers both paper
and electronic records

- Must be legible and indelible

© 2022 College of American Pathologists. All rights reserved.

EXAMPLE: Refrigerator Temperature Log

Relrigerator name

g Month/Year .
43 i /}‘j- et

ACCEPTABLE RANGE: 2-8C

}
Responsible supervisor

VRIS 30 T D T O % Y [ Y R A AN IR N R D Y

w31 ) P I 7 I 0 1Y B A R,

1Lz uls’o 718090

Instructions: MW&? N véj}\t y

| Rm«irwmmnwmmxnmwoumw-
2 Record your indals in the appropniate box

Corrective Action: Document Below
1 Investigate the reason or the out of range lemperature
2 If doviation from the acceplatie range persats, adst the lemperature dial, and chock the tomperaturo agan n one hour

3 Take action if recorded temporature Is 0utside the acceptable range. Contact supervisor and move items to another refrigerator.

Cormectve Acthons 1aken ' . l Repeat

'DM me ly;m ntaly

Temp




Top 10 Point of Care Deficiencies

Checklist Requirement

CAP-wide Ranking

POC.06910 Competency Assessment Elements - Nonwaived 6.0%
POC.06920 Competency Assessment — Assessor Qualifications 3.7%
POC.08600 AMR Verification 3.0%
POC.06915 Competency Assessment Frequency — Nonwaived 2.9%
POC.07037 QC - Waived 2.8%
POC.07550 Monthly QC Review 2.5%
POC.08500 AMR Verification Materials 1.9%
POC.07300 Daily QC - Nonwaived 1.7%
POC.06875  Competency Assessment - Waived 1.3%
POC.06850 Personnel Training 1.2%

© 2022 College of American Pathologists. All rights reserved.
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Day of Inspection

Get It Together

© 2022 College of American Pathologists. All rights reserved.
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Introductions

* Meeting room/space for
Inspection team

* |ntroductory meeting
with staff

 Brief laboratory tour

© 2022 College of American Pathologists. All rights reserved.



Inspection team needs

« Contact information for key
personnel

* Telephone and computer
access

» Office supplies in the team work
area

« Badge access/escort

© 2022 College of American Pathologists. All rights reserved.



Documents for review

© 2022 College of American Pathologists. All rights reserved.

Current activity menu

Quality management plan and
monitors

Policies and procedures
Proficiency testing records

Method validation studies

39



Documents for Review - /
continued /

« Current personnel roster
e Personnel files

 |nitial training/competency
assessments

© 2022 College of American Pathologists. All rights reserved.



More * Quality control
documents » Maintenance and function checks

 Individualized quality control plans (if
applicable)

« Sample laboratory reports

* Other documents as reguested

© 2022 College of American Pathologists. All rights reserved.



Departments to notify of the inspection

* Education personnel for point of care and transfusion medicine
 Human Resources/Employee Health

» Respiratory Therapy
* Biomedical

» Laboratory Information Systems

© 2022 College of American Pathologists. All rights reserved. 42



Strategies to Prevent Deficiencies

« Stay abreast of checklist changes.

« Conduct a thorough interim self-
iInspection...and correct any
deficiencies.

* Focus on areas of the lab that are
growing or changing.
« Make it easy for inspectors to

establish compliance with checklist
items.

© 2022 College of American Pathologists. All rights reserved.
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Suggestions for
Demonstrating
Compliance

Hyperlink documents that demonstrate compliance

Add the pertinent documents’ locations with the checklist
requirements

Tab procedures and documents with checklist requirement
numbers

Develop a compliance manual

© 2022 College of American Pathologists. All rights reserved.
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Deficiency Investigation Strategies

Questions to consider:

* Do lab practices completely meet the
iIntent of the checklist requirement?

* Was the policy/procedure being followed
as written?

« \Was there a record of review and/or
corrective action when applicable?

© 2022 College of American Pathologists. All rights reserved.



Deficiency Investigation Strategies, cont’d

. —
¢ 8
<

: &)
\ “‘f‘

Ty
-

h
* Did testing personnel receive appropriate | |
comprehensive training and competency
assessments applicable to their job

responsibilities?

e d

* Was the appropriate documentation in
place at the time of inspection but the
Inspector missed reviewing It?

N =
-

.Q“
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Investigation Strategies: Path to Corrective Actions

If the laboratory answered “no” to any of the
guestions on the previous slides, the
laboratory should:

* Investigate the cause of the deficiency

* Implement corrective actions

© 2022 College of American Pathologists. All rights reserved.



Responding to Deficiencies

© 2022 College of American Pathologists. All rights reserved.
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Deficiency Response: Types of Appropriate Documentation

V New or revised policies and procedures with appropriate review and approval

Sections of policies and procedures that have been underlined or highlighted

AR 2

Qa Quality control, calibration, maintenance, temperature records, etc



Documents? What Documents??

© 2022 College of American Pathologists. All rights reserved.
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Accreditation Resources

© 2022 College of American Pathologists. All rights reserved.
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Expanded Accreditation Resources

* Revised and expanded online resources

* New content includes:
— A series of Checklist Q&A’s written by technical specialists
- An informative multi-module course, Laboratory Inspection Preparation:

Getting Ready for Your First Inspection

* Everything is fully searchable to find what you need quickly.

CAP’s e-LAB Solutions Suite is available
at any time for accreditation questions.

53
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CAP TODAY

PATHOLOGY ¢ LABORATORY MEDICING ¢ LABORATORY MANAGEMENT

eGFR equation no longer Black and white
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CAP Resources to Keep Up-to-Date

Tight and temible:
Lab leaders on
budgets and staffing

T ek catee liowe o, dopaie Lahe

« CAP Today
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* Online Inspector Training —
Team Member/Team Leader

« CAP Accreditation Resources
Repository

* Educational webinars —
Focus on Compliance Series
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Focus on Compliance

This library of past webinars focuses on timely compliance topics.

2021
D CAP Accreditation During the COVID-19 Crisis:
A Novel Approach

Focus on Compliance (FOC) webinar that addresses the COVID-19
pandemic and its impact on CAP accredited laboratories.

¢ Presentation Slides (PDF)
* Question & Answers (PDF)

« Toolkit (ZIP)

@ Preanalytical Errors: Taking the Garbage Out

Focus on Compliance (FOC) webinar that addresses preanalytical
errors

« Presentation Slides (PDF)
* Question & Answers (PDF)

3 2021 CAP Accreditation Checklist Updates:
Changes that Matter

Focus on Compliance (FOC) webinar that addresses 2021 checklist
updates and changes.

* Presentation Slides (PDF)
* Question & Answers (PDF)
+ Toolkit (ZIP)
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PATHOLOGISTS
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B3 Responding to Deficiencies: Clear, Concise,

and Complete Compliance

Focus on Compliance (FOC) webinar that addresses responding to
deficiencies.

* Presentation Slides (PDF)
* Question & Answers (PDF)

» Toolkit (ZIP)

Focus on Compliance Webinar Laboratory
Safety: Think Qutside the Cabinet

Focus on Compliance (FOC) webinar that addresses safety in the
laboratory. Learn how to improve compliance with safety
reguirements.

+ Presentation Slides (PDF)
* Question & Answers (PDF)

» Toolkit (ZIP)

Building a Quality Management System (QMS)
for Your Laboratory: Moving on Up to the QMS
Side

Focus on Compliance (FOC) webinar that addresses building a
quality management system (QMS)

+ Presentation Slides (PDF)
* Question & Answers (PDF)
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