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Objectives
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• Describe key changes and the rationale for the changes in the 

2022 version of the CAP Accreditation Program requirements.  

• Use the CAP resources to identify changes.

• Implement any necessary changes to ensure compliance with 

new accreditation requirements.
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A Blueprint for Running a High-Quality 

Laboratory 

21 accreditation program checklists

• Simplify compliance

• Provide best-in-class standards

• Guided by expertise from all laboratory participants

• Incorporate best practices

• Written in straightforward language

• Updated annually

• Suitable for all staff
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CAP Accreditation

Checklists
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Summary of Changes in 2022
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Topics for 2022 Checklists Update

Checklist enhancements for 2022

• Policy/Procedure Icon

• Waived Testing Laboratories – Laboratory General Customization

• Next-Generation Sequencing (NGS) – Enhanced Customization
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Topics for 2022 Checklists Update, cont’d

Checklist Changes

• Laboratory General

o Reporting Outside Test Results

o Patient Data Accessibility

o Safe Work Practices Review
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Topics for 2022 Checklists Update, cont’d

Checklist Changes

• Director Assessment

o Director Responsibilities – New Method Validation/Verification

• All Common

o Waived Test Implementation and Approval

o Critical Result Notification
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Topics for 2022 Checklists Update, cont’d

Checklist Changes

• Discipline-specific

o ANP

o CYP

o HEM

o MIC

o TRM

o HSC
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Policy/Procedure Icon
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Policy/Procedure (P/P) Icon

How have the requirements changed?

• New icon to indicate when a policy or procedure is necessary 

• Removed or revised wording relating to policies and procedures to reduce 

redundancy

o Modified requirement stems to be more direct and action oriented

o Deleted Evidence of Compliance specifying policies/procedures
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P/P Icon: Example Requirement in 2022
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P/P Icon: What Does This Mean for my Laboratory?

• A single P/P may be used to address multiple requirements

• Checklist requirements without the icon do not require review of P/P by the 

inspector to determine compliance
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All laboratory testing, functions, and processes must 

be defined in written policies and/or procedures.
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P/P Icon: When is it Applicable

• The P/P icon was applied to requirements that:

o Are complex 

o Address technical testing processes 

o Have significant regulatory impact 

o Have significant patient or personnel safety impact 

o Have the potential for significant variation if not well defined 
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P/P Icon: When is it not Applicable

• The P/P icon was not applied to requirements that:

o Are self-evident

– Examples:

▪ URN.30750 – Availability of reference materials

▪ COM.01200 – Activity menu that reflects testing performed

o Are covered under a broader requirement

18
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P/P Icon: Examples

19

COM.40300 has the P/P icon because the verification of the test method performance specifications is a 

complex process and general guidance needs to be defined. COM.40475 does not have the P/P icon 

because the inspector can verify compliance through review of the written assessment alone.
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P/P Icon: Examples, cont’d

20

COM.30700 does not have the P/P icon because the inspector can confirm compliance through review 

of the certificates alone. COM.30725 has the P/P icon because this requires an ongoing process that 

needs to be defined.  
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P/P Icon: How do we Comply

• CAP-accredited laboratories can download customized checklists to 

identify requirements with the P/P icon

o Word and PDF checklists display the P/P icon next to requirements

o Excel checklists have a column to indicate a P/P is required instead of an icon

21
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P/P Icon: How do we Comply
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**Important considerations**

• A separate policy or procedure is not needed for each separate requirement.

• Broad or overarching policies and procedures may cover multiple related requirements.

• The policy/procedure must match laboratory practice.
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Laboratory General Checklist Customization

Waived Only Testing Laboratories

23
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What’s Different about GEN Waived Customization

• Added four new requirements for waived only laboratories replacing the 

need for various more complex GEN requirements on:

o Quality management systems

o Record retention

o Test orders

o Safety program

• Reduced the overall number of applicable requirements to better reflect the 

waived setting. 

Changes provide a better fit for laboratories that do less complex testing, 

while still ensuring high quality. 
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Waived Only Requirement: Example
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Which Laboratories Qualify as Waived Only 

Laboratories

• Laboratories with CAP activity menus limited to only waived activities

o Test complexity can be found in the FDA database: 

www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCLIA/search.cfm

o Modifications made to a waived test would not be considered a waived-only laboratory

o Applies to laboratories that have a CLIA Certificate of Waiver

• If a laboratory performs even one nonwaived test, it does not qualify
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http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCLIA/search.cfm
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Enhanced Customization

Next-Generation Sequencing (NGS)

27
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NGS Enhanced Customization

• New level of checklist customization for Molecular Pathology Checklist

o Includes the complex technical details needed for different applications of NGS

o Excludes NGS content not applicable to specific applications

o Examples of customization for the following NGS applications:

– Inherited disease testing

– Oncology testing

– Infectious disease testing

– Histocompatibility testing

28
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NGS Enhanced Customization, cont’d

29

Custom 
MOL 

Checklist

Customization 
by checklist 

section

Customization 
by requirement 

within a 
checklist 
section

Customization 
of requirement 

Notes

*New for 2022*
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All NGS laboratories will receive this 

NOTE paragraph

NGS labs performing Oncology and 

Inherited Disease testing will receive 

this paragraph

NGS labs performing Infectious 

Disease testing will receive this 

paragraph

All NGS laboratories will receive this 

NOTE paragraph

NGS labs performing HLA testing will 

receive this paragraph

NGS Note 

Customization
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Laboratory General

Checklist Changes
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• Revised requirement to clarify the following:

o Need for laboratory director awareness and involvement

o Clear reporting of the origin of outside results

o Applies to test results provided by a patient or clinician

Patient self-testing 

Tests performed by an 

outside laboratory, not 

referred by the primary lab

Reporting Outside Test Results



© College of American Pathologists.

Knowledge Check

Our laboratory is getting more requests for different types of outside results 

or patient self-testing results to be entered into the EMR (eg, COVID antigen, 

glucose monitoring from continuous glucose or home monitors). 

o What should we do? 

o How can we comply? 
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• What should we do? 

o LD awareness

• How can we comply with reporting of 

outside results? 

o Policy

34

Knowledge Check
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• 21st Century CURES Act

o Aimed at providing easier access to health information and prevent information blocking.

o Laboratories must follow the CURES Act and the HIPAA privacy rule for patient access to test 

reports. 

CURES Act fact sheet: https://documents.cap.org/documents/sharing-test-results-cures-act-fact-sheet.pdf

35

Patient Data Accessibility 

https://documents.cap.org/documents/sharing-test-results-cures-act-fact-sheet.pdf
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Revised and expanded NOTE to detail risk assessment processes
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Safe Work Practices 
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Director Assessment

Checklist Changes

37
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• Added validating/verifying artificial intelligence or machine learning 

algorithms implemented by the laboratory for patient testing
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Director Responsibility: New Method Val/Ver 
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Examples

What types of tests involve artificial 

intelligence and machine learning?

39
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All Common

Checklist Changes

40
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Critical Result Notification
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Waived Test Implementation and Approval
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Knowledge Check

My institution’s point-of-care testing program uses large numbers of waived 

glucose meters.  Due to our high volume, we receive replacement 

instruments that need to be put into service each month.  It’s been a burden 

to have our laboratory director approve each replacement instrument prior to 

use. 

What does my laboratory need to do to put a waived replacement instrument 

into service?
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Knowledge Check, cont’d

What does my laboratory need to do to put a waived replacement instrument 

into service?

• Follow manufacturer’s instructions for implementation of the instrument

• Ensure that the instrument is identical and performing the same tests as  

those already approved for use (the same make and model) 

44
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Discipline-Specific Changes

45
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• Removed the requirement for an annual self audit of reports 

• Revised to require processes to ensure compliance with reporting of all 

required data elements 

o LIS built-in check

o Use of templates for reporting

o LIS generated reports

• Added a recommendation to use the CAP’s pediatric cancer protocols

46

Cancer Protocols
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Knowledge Check

My laboratory has been performing an annual 10% self audit of cancer 

reports for the required data elements and plans to move to the use of 

standardizing report templates within the next year.  Our inspection is not 

due until the beginning of the following year. The self-audit is a big 

undertaking. Can we discontinue the self-audit now? 

What do you do think?

47
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Knowledge Check

What do you think?

A. Yes. You can discontinue the audit as long as the standardized templates 

are implemented prior to your next inspection.

B. No. You must continue the annual audit until the standardized templates 

are implemented.

C. Maybe. Check to see if other processes are in use that would ensure 

reporting of the required data elements.

48
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Statistical Records for Gynecologic Cytopathology

• Laboratories are required to evaluate statistical records at least annually 

for the categories of ASC-US, ASC-H, AGC, LSIL, HSIL, and Unsatisfactory.

• The CAP provides benchmarking data in the requirement to compare 

reporting rates with other laboratories.

• A NOTE was added to both requirements to clarify that benchmarking data  

may not be applicable for laboratories that utilize primary HPV screening 

for a significant portion of cervical cancer screening.
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Consistency of Morphologic Observations

Added option #5 as an additional suggested method to accomplish the 

evaluation:
1. Circulation of a pregraded set of blood files/body fluid smears/semen smears/urine sediments/organisms with 

defined criteria

2. Multi-headed microscopy

3. Use of photomicrographs with referee and consensus identifications (eg, former CAP Surveys)

4. Use of digital images

5. Enrollment and participation of all personnel in an external assessment program for morphologic observation 

of peripheral blood smear morphology, body fluid differentials, semen smears, urine sediment microscopy, 

Gram stains
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Consistency of Morphologic Observation: 

Knowledge Check

Your laboratory is enrolled in proficiency testing for morphologic 

observation and has a schedule to rotate the PT to different staff each 

mailing. According to the schedule, all staff will be included in the rotation 

over a one-year period unless someone is out on leave.   

Is your laboratory in compliance? 
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Knowledge Check: Answer

Is your laboratory in compliance? 

A. No. It is deficient.

B. Yes. The lab is in compliance because it is  

enrolled in PT.

C. Yes. The lab is in compliance because 

everyone participates at least once a year. 

52
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Listen to the CAP’s webinar on microbiology breakpoints to learn more: 
https://documents-cloud.cap.org/appdocs/learning/LAP/FFoC/MicroBreakpoints/index.html#/

Laboratories may use CLSI, EUCAST, or FDA breakpoints. At minimum:
• Labs subject to US regulations must implement updated breakpoints within three years of 

publication by the FDA.

• Labs not subject to US regulations must implement updated breakpoints within three years after 

publication by the SDO used. 

Antimicrobial Susceptibility Testing
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Requirement revised to clarify the importance of culture when there is a 

clinical suspicion of tuberculosis. 

M. tuberculosis Molecular Testing
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Modified the NOTE for neonates with a weak-D phenotype:

• Fetal rosette testing is contraindicated

• A quantification method (Kleihauer-Braun-Betke or flow cytometry) must be performed
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Fetomaternal Hemorrhage
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• New requirement to define the eligibility criteria and process for use of a 

prospective virtual crossmatch 

• NOTE section contains specific items that must be defined

• Transplant program agreements must address the use of virtual 

crossmatch
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Histocompatability Virtual Crossmatch
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CAP Resources
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CAP Resources to Keep Up-to-Date
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• CAP Today

• e-Alerts

• Online Inspector Training: 

Team Member/Team Leader

• CAP Accreditation Resources 

Repository

• Educational webinars: 

Focus on Compliance Series
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Top 10 Deficiencies

Checklist Requirement CAP-Wide Ranking

COM.01200 Activity Menu 1

GEN.55500 Competency Assessment 2

COM.10000 Procedure Manual 3

COM.04250
Comparability of Instruments and Methods –

Nonwaived Testing 
4

COM.04200 Instrument/Equipment Record Review 5

COM.30600 Maintenance/Function Checks 6

COM.01700 PT and Alternative Assessment Result Evaluation 7

COM.30750 Temperature Checks 8

COM.01400 PT Attestation Statement 9

COM.30450 New Lot/Shipment Confirmation of Acceptability 10
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Resources

Checklist interpretation questions? 

• Contact the CAP at:

o Email: accred@cap.org

o Phone: 800-323-4040, option 1

60

mailto:accred@cap.org


61 © 2022 Cardinal Health. All Rights Reserved.  

• Provided an overview of enhancements for the 2022 edition.

• Summarized significant changes to the checklists.

• Discussed resources for your laboratory.

Summary


