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Objectives
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• Describe key changes and the rationale for the changes in the 2023 

edition 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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Summary of Changes in 2023
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Fewer changes:

• Laboratory general

• All common

• Analytic measurement ranges

• Mass spectrometry

• Anatomic pathology and cytopathology

• Coagulation

• Point-of-care – provider-performed microscopy

• Transfusion medicine

• Microbiology

• Histocompatibility

• Resources to help comply changes
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Summary of Changes in 2023
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Checklist Requirements New
Significant 

Changes
Deleted

Moved / 

Merged

ANP 186 0 5 0 0

BAP 176 0 2 0 2

CBG 73 1 5 0 1

CHM 162 3 10 0 1

COM 85 1 10 0 0

CYG 67 0 2 0 1

CYP 85 0 4 0 0

DRA 20 0 0 0 0

FDT 106 2 4 1 3

FLO 48 0 0 0 1

GEN 255 1 18 0 2

HEM 181 1 7 0 0

HSC 146 0 2 0 2

IMM 66 0 3 0 0

LSV 278 1 19 1 2

MIC 222 1 20 2 10

MOL 164 0 6 0 4

POC 64 1 6 0 0

RLM 118 0 4 0 1

TRM 258 0 11 0 0

URN 27 0 0 0 0

TOTAL 2787 12 138 4 30
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Annual Checklist Changes: Why…

• Scientific updates

o Emerging technologies

o Advancement in technology

• Regulatory changes/updates

o Clinical Laboratory Improvement Amendments (CLIA)/Centers for 

Medicare & Medicaid Services (CMS)

o Food and Drug Administration (FDA)

o World Health Organization (WHO)

o Other internationally recognized agencies

• Expert recommendations

o Committees
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Policy/Procedure (P/P) Icon: Reminder

• Added new icon to the 2022 edition to indicate when a policy or procedure 

is necessary

• Made understanding compliance simpler and improved consistency in 

inspections

• 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

9



© College of American Pathologists© College of American Pathologists.

Laboratory General Checklist Changes
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Calculated Test Results: Definition

A reportable patient test result that 

is not directly measured but rather 

calculated from one or more directly 

measured results.

A reportable patient test result that is not 

directly measured but rather calculated from 

one or more directly measured results.

11
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Verification of Calculations
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LIS Testing
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Competency Assessments: Waived Testing
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• Added clarification on more stringent requirements for laboratories 

with California Clinical Laboratory licensure for waived testing.
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Competency Assessments: Waived Testing, cont’d
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Competency Requirements for Waived 

Testing
Additional California Requirements

Assess competency at one year and at 

least annually thereafter

Assess competency semiannually 

during the first year and then annually 

thereafter

May select which elements of 

competency to assess

Must assess elements 1,2,3,4, and 6 of 

competency

Qualifications of the assessor may be 

determined by the laboratory director

Assessors must meet California waived 

laboratory supervisor qualifications 

(GEN.78250)
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What do you think?

Knowledge Check

16
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Competency Assessment Scenario

During an inspection of a laboratory in California, you see that competency 

of waived point-of-care testing personnel is being assessed by an RN with an 

associate’s of nursing. 

Should you cite a deficiency?

A. No. It’s waived testing so the laboratory director may determine the 

qualifications of the assessor.

B. No. The person is qualified as a waived laboratory supervisor.

C. Yes. The person does not qualify as a waived laboratory supervisor.

17
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Climate Control
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What do you think?

Knowledge Check
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Humidity Scenario

During an inspection, you observe that the lab is not monitoring humidity but 

is using an instrument that has specific performance specifications for 

humidity defined in the manufacturer’s instructions as 15%-80% relative 

humidity, noncondensing. 

What do you do?

A. Move on. The range is broad, so no monitoring is indicated.

B. Give a recommendation for the laboratory to start monitoring humidity.

C. Cite a deficiency. 

20
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Chemical Hazard Emergencies
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New GEN Requirement: Fume Hood

• Replaces separate requirements 

HSC.24446 and MOL.52760.
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Infectious Disease Reporting

• Revised in the 2022 edition (effective May 12, 2023) due to the end of 

the COVID-19 public health emergency.
23
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Glassware Cleaning
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UV Light Exposure

• Replaced separate requirements BAP.07620 and MOL.54580.
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All Common Checklist Changes

26



© College of American Pathologists

Alternative Performance Assessment
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Predictive Marker PT and Alternative Performance 

Assessments 

28
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Predictive Marker PT and Alternative Performance 

Assessments, cont’d
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PT and Alternative Performance Assessment 

Specimen Testing
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What do you think?

Knowledge Check
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PT Specimen Handling Scenario 

While reviewing proficiency testing images included for blood cell 

identification, you are not sure how to classify one of the images and your 

supervisor is at a different lab site. 

Which of the following are acceptable options for handling the PT 

challenge?

A. Give it your best guess.

B. Ask another hematology tech for assistance.

C. Ask the pathologist for assistance.

D. Send the image to the hematology supervisor at the other lab site.

E. Report the result as “unable to analyze.”

32
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Comparability Criteria: Nonwaived Testing
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Comparability Criteria: Nonwaived Testing, cont’d
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COM.04300
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What do you think?

Knowledge Check
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Instrument/Method Comparability Criteria Scenario

Is using the CLIA acceptance limits for proficiency testing as criteria for  

assessing comparability between methods considered a best practice?

36
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New COM Requirement: Biological Safety Cabinet

• Replaced BAP.07610, CYG.33900, HSC.24633, LSV.46003, LSV.46066, 

MIC.19840, MIC.20520, and MOL.54570.
37
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What do you think?

Knowledge Check
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Biological Safety Cabinet

My laboratory performs routine 

chemistry testing. Are we required to 

have a biological safety cabinet?
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Biological Safety Cabinet, cont’d
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Risk assessment conducted

Define work practice controls

6th edition of Biosafety in Microbiological and Biomedical 
Laboratories provides guidance
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LDT Reporting
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Impacted Checklists: CHM, CBG, HEM, IMM, POC

Analytic Measurement Ranges Changes

42



© College of American Pathologists

AMR Verification Materials
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• CHM.13550, CBG.12250, HEM.37373, IMM.33800, POC.08500
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AMR Verification
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• CHM.13600, CBG.12300, HEM.37375, IMM.33818, POC.08600
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Checklists Impacted: CHM, CBG, FDT

Mass Spectrometry (MS)
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Mass Spectrometry Changes

• MS tuning 

o Revised CHM.18600, FDT.24630, and CBG.17100 to include provisions for defining tune frequency

o Deleted CBG.17200 and merged content on tandem MS tuning into CBG.17100

• Extracted calibrators

o Added new requirement CHM.18610 for analysis of an extracted calibrator or appropriate calibration 

verification with each batch of samples 

• Analytical performance monitoring of MS assays

o Added new requirement CHM.18620 for using defined performance criteria and quality metrics

• Validation, monitoring, and annual verification of MS data analysis tools

o Added new requirements CHM.18640, FDT. 24950, and CBG.17150 to evaluate software tools used for 

compound identification and quantification
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Mass Spectrometry Changes, cont’d

• Identification criteria – MS 

o Revised CHM.18700 and FDT.25130 to update the note for single-stage and tandem MS ID criteria 

o Deleted CHM.18800 and FDT.25180 and merged content on tandem MS ID into CHM.18700 and 

FDT.25130

• Matrix effect assessment of MS assays – validation

o Revised CHM.18825 and CBG.17500 to provide more guidance on validation protocols

o Added new requirement FDT.25150 to provide guidance and consistency across checklists

• Matrix effect assessment of MS assays – routine monitoring

o Revised CHM.18850, FDT.25210, and CBG.17600 for consistency across checklists

47
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Anatomic Pathology and Cytopathology 

Checklist Changes
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Cancer Protocols

49



© College of American Pathologists

Record & Material Retention: Surgical Pathology
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ANP.12500: Note 2
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Gynecologic Cytopathology Statistical Records
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CYP.07600, cont’d
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CYP.07600: Note 
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Discipline-Specific Checklist Changes
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• Coagulation

• Point-of-Care

• Transfusion Medicine
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Coagulation Specimen Quality
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Coagulation Testing
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**New Requirement** Viscoelastic Testing Errors
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Provider Performed Microscopy (PPM) -

Competency

59
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TRM Revisions: Not Subject to US Regulations
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TRM.30950 

Biologic Product 
Deviations

TRM.33300 
License/Registration 

of Laboratories

TRM.42120

Blood Component 
Recall and 
Quarantine

TRM.44955

Bacterial 
Contamination in 

Platelets

TRM.44957

Bacterial 
Contamination in 

Platelets Notification

TRM.45267

Donor Arm 
Preparation

TRM.45270

Directed Donation 
Requirements

TRM.47450

Result Review
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Microbiology Checklist Changes

61
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Antimicrobial Susceptibility Breakpoints
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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. 

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

Knowledge Check
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Updated Breakpoints

Most of the breakpoints used 

in our laboratory are current.  

What if my laboratory is 

unable to validate a specific 

updated breakpoint (drug/bug 

combo) in our automated 

system?
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Morphologic Observation Evaluation
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MS Controls
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C. difficile
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Histocompatibility Checklist Changes

68
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Section Director/Technical Supervisor Qualifications
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Section Director/Technical Supervisor Qualifications, 

cont’d

70

• Submit records of qualifications to the CAP when there is a section 

director change 
o Curriculum vitae

o Education

o Training

o Experience

• Submit a portfolio of cases if requested
o 20 solid organ cases including 10 detailed

o UNOS/OPTN members* = 50 solid organ cases including 10 detailed

o 20 hematopoietic progenitor cases including 10 detailed

o 10 cases for all other histocompatibility testing

OR 

• Submit evidence of portfolio review from a certifying board

* Submission of additional records may also be required for UNOS/OPTN members based on qualifications
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Changes in Key Personnel

• Update section director and key personnel roles in organization profile on 

cap.org.
71
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Using CAP Resources to Identify and 

Implement Changes
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Download Checklists From cap.org
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• Select from master, custom, and 

changes only versions.

 *Tip: The changes only version 

makes it easy to see what 

changed since the last 

checklist edition.

• Select the file type that works 

best for you.

 *Tip: Checklists can be saved 

locally and be annotated to 

efficiently identify compliance 

documents.
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Visit CAP Accreditation Resources on cap.org

Log into e-LAB Solutions Suite to find:

• Answers to the most common checklist questions

• Customizable templates and forms (eg, competency assessment, 

personnel, validation/verification)

• Proficiency testing FAQs, forms, and troubleshooting guides

• Quality management resources

• IQCP resources

• Self- and post-inspection tools

• Inspection tip sheets

• Library of past webinars and laboratory inspection preparation videos

74
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Top 10 Deficiencies

Checklist Requirement CAP-Wide Ranking

GEN.55500 Competency Assessment 1

COM.04250
Comparability of Instruments and Methods –

Nonwaived Testing 
2

COM.01200 Activity Menu 3

COM.10000 Policy and Procedure Manual 4

COM.01700 PT and Alternative Assessment Result Evaluation 5

COM.30600 Maintenance/Function Checks 6

COM.04200 Instrument/Equipment Record Review 7

COM.01400 PT Attestation Statement 8

COM.30750 Temperature Checks 9

GEN.20450 Correction of Laboratory Records 10
75
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Toolbox

• For CAP accredited labs, a toolbox, which includes the following, is 

available on the CAP website (cap.org):

o Predictive Marker PT Decision Tree

o AMR Decision Tree

o Instructions for Downloading a Checklist

o Top 10 Deficiencies 

o Deleted, Merged, Moved Requirement Table

76
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Questions?

Email questions to accred@cap.org
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Thank you
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