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Objectives • Why does CAP perform inspections and how are 

the checklists written/revised

• Updates to the Microbiology Checklist

• Who, when, and how?

○ Self-Inspections

○ Safety Audits

○ Policy/Procedure Reviews

○ Record Reviews

○ Training and Competency Assessments

• What, where, and when?

○ Activity Menu – Adding or Removing Testing
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What we are not going to be talking about
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• FDA Final Rule



© 2024 College of American Pathologists. All rights reserved.

CAP Inspection Process/History

4

• Founded in 1946

• Achieved deemed status with CMS in 1992

• Collaboration with clinicians and medical societies to develop pathology 

standards and guidelines to improve patient care and outcomes

• Pathologist members contribute to checklists and the inspection process to 

keep accreditation programs current
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The Power of Peer Review

Program is built on a unique, reciprocal, 

peer-based inspection method: 

• Pathologist-led inspection teams are 

practicing laboratory professionals

○ Expertise aligned with test menu

○ Experienced inspector for each discipline

○ No amount of training/continuing 

education replaces present day real-

world experience 

• Fresh inspection teams every cycle 

facilitate continuous improvement 
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Reciprocal Inspections

• Outstanding opportunity to gain 

fresh insights and share best 

practices with peers

• Identify gaps in your own 

compliance

• Support from CAP to complete your 

team

• Thorough training provided

○ CE/CME/SAM credits

• >10,000 laboratory professionals 

participate annually
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Simplify Your Compliance

Our discipline-specific checklists are:

• A living blueprint for running a 

high-quality laboratory 

• Infused with pathologist input on 

best practices

• Updated annually to stay current 

with changes

• Written in easy-to-understand language 

including notes and practical examples

• Easy to allocate to staff
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2024 CAP Accreditation Checklists 
Publication Timeline

• CAP scientific resource committees, Commission on Accreditation committee 

members, and others submit changes to the CAP Checklists Committee 

• Checklists Committee vets all submitted changes 

• CAP staff updates the checklist database with proposed changes

• Applicable CAP scientific resource committees, Commission on Laboratory 

Accreditation committee members, and User Community review the draft 2024 

checklists and submit feedback

• Checklists Committee reviews feedback and makes further revisions as 

appropriate

• CAP staff sends the draft checklists to the Centers for Medicare and Medicaid 

Services (CMS) for final review and approval 

• CMS sends feedback on the proposed revisions to the CAP and the 

Checklists Committee submits additional responses to the CMS and adds 

revisions, as appropriate

• CAP staff completes final publication production steps

• 4th Quarter 2024 – CAP releases the 2024 edition
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Updates to the CAP Microbiology Checklist

9

• Multiple edits to combine and streamline
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Microbiology Media: Moved and Merged

10

Media 

requirements in 

bacteriology, 

mycobacteriology, 

and mycology 

merged and moved 

to the general 

microbiology 

section.

MIC.21240

MIC.31380

MIC.41200

MIC.21300

MIC.31400

MIC.41215

MIC.21420

MIC.31460

MIC.11038 MIC.11045 MIC.11055
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When, how, and who?

* Self-Inspections

* Safety Audits

* Policy/Procedure Reviews

* Record Reviews

* Training and Competency Assessments

16
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What is a Self-Inspection? 

17

Assessment performed by the laboratory during the “off” 
year of accreditation cycle using custom checklists 

Opportunity to correct citations 

Maintain records of corrective action 

Return self-inspection verification form to the CAP 
within 60 calendar days 
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Why are Self-Inspections Important?

Performing a self-inspection enables:

• Ongoing compliance with CAP checklist requirements with readiness 

for your next on-site CAP inspection

• Familiarity with changes to CAP checklists

• Uniform practices among departments (and labs)

• Enhanced learning for staff

• Improved laboratory performance

• Quality patient care
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Who Should be Involved…

Staff at all levels should be involved in self-inspection, including: 

• The laboratory director

• CLIA technical supervisors/section directors, clinical consultants, 

general supervisors, and technical consultants

• Testing personnel

• Administrative, LIS, and other pertinent laboratory and organizational 

support staff

• Residents and fellows
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How to Prepare a CAP Self-Inspection

• Encourage staff to complete the CAP online inspector training module(s)

o https://www.cap.org/laboratory-improvement/accreditation/inspection-tools-and-

training#tabinspector-training

• Fast Focus on Compliance (FFoC)… | College of American Pathologists 

(cap.org)

https://www.cap.org/laboratory-improvement/accreditation/inspection-tools-and-training
https://www.cap.org/laboratory-improvement/accreditation/inspection-tools-and-training
https://www.cap.org/laboratory-improvement/accreditation/inspection-tools-and-training/fast-focus-on-compliance-ffoc-training-vignettes
https://www.cap.org/laboratory-improvement/accreditation/inspection-tools-and-training/fast-focus-on-compliance-ffoc-training-vignettes
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How to Prepare a CAP Self-Inspection, cont’d

• Review previously cited deficiencies

• Check deficiency responses against 

current practice

• Ensure compliance with each 

applicable checklist question, including 

any new or revised CAP requirements

• Review recent PT performance, 

focusing on evaluation of misses and 

ungraded challenges
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How to Perform a CAP Self-Inspection 

• Set a timeframe for self-inspection

○ Can be one day or multiple days

• Ideally use inspectors independent 

of the area being inspected. Options 

for unbiased inspectors include:

o Laboratory to laboratory 

o Department to department 

o Residents and fellows who are on or 

completed rotation on department
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Concluding a CAP Self-Inspection

• Develop and document corrective action plans for any self-

cited deficiencies, including a root cause analysis, if 

necessary. 

• Demonstrate implementation of the plan with review of 

follow-up corrective action taken to ensure compliance.

• Maintain self-inspection records so they are readily 

accessible for the next inspection.
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Common Missteps

• Performing a superficial self-inspection

• Feeling bad about citations

o It is better to self-identify process issues then have 

them identified during inspection

• Not developing an action plan

• Not implementing and recording corrective 

actions

• Not following-up on corrective actions to ensure 

they are effective

o Not retaining record of corrective action follow-ups 
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Safety Audits

25
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What to include in a Safety Audit? 

26

• Review infection control processes

○ Bloodborne pathogens

○ Highly infectious pathogens

○ Fire prevention and control

○ Electrical safety

○ Chemical safety

○ Radiation safety

○ Security incidents

○ Environmental safety
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How to perform the Safety Audit?

27

• Risk assessment process

o Assess reported incidents

o Identify risks

o Plan for prevention/mitigating risks

o Implement risk prevention/mitigation plans

o Evaluate effectiveness of plans

o Communicate
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Policy and Procedure Reviews

29
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Who can approve a new or revised 

Policy/Procedure (P/P)?

30

• Laboratory director approval required for technical P/P

o New testing

o Significant changes

• Physical Signatures or Electronic Signatures



© 2024 College of American Pathologists. All rights reserved.

When should P/P review occur?

31

• Every two-years (biennial)

o Review can be delegated

o Recommend setting up a schedule for reviews

• New laboratory director
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How often should staff review P/P?

32

• All New P/P

• Updated P/P

• Document Staff Reviews
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Record Reviews

33
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What to include in monthly reviews?

34

QC data Calibration or Calibration 
Verification data

Temperature LogsMaintenance 
Logs

Proficiency Testing 
Including Results

QM/QA 
reporting

Incident Logs Corrective 
Action Logs
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When should record reviews occur and by who?

35

• Monthly

o Timely review

o Must include who reviewed and the date reviewed

• Staff with knowledge

− Managers

− Leads

− Section Directors

− Key Operators
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Training and Competency 
Assessment

37
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What is the difference between 

Training and Competency?

38

• Training: development of skills, knowledge, and 

experience prior to reporting patient test results.

• Competency: application of these skills, knowledge, and 

experience after training performed at specific intervals.
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How to tell them apart…

Training:

• Occurs before patient testing begins

• Usually once unless employee fails 

successful demonstration of skill and 

retraining is required

• Does not require the six elements of 

competency

• Required for new employees and 

new tests/methods/instruments

Competency:

• Occurs after independent patient 

testing begins

• Performed at specific intervals

• Does require the six elements (as 

applicable) of competency for 

nonwaived testing

• Required semiannually in the first 

year of patient testing and annually 

thereafter
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What Documents Support Training and Competency?

• Training documents

○ Checklists, self-assessments, vendor training

• Competency assessment

○ Six elements of competency, as applicable

○ Supporting documentation including traceability

• Written procedure
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How often do you have to assess competency for 

non-waived testing?
GEN.55505 Competency Assessment Frequency – Nonwaived Testing

The competency of personnel performing nonwaived testing is assessed at the required frequency at each 

laboratory (CAP/CLIA) number where testing is performed.

The annual competency assessment may be performed throughout the entire year to minimize the impact on 

workload. 

• * 

43

Competency Assessment Frequency – Nonwaived Testing

At least semiannually (first assessment within seven months from initiation of testing 

and second assessment no later than 12 months from the start of testing) during the first 

year an individual tests patient specimens (new employees)

At least annually after an individual has performed assigned duties for one year 

When problems are identified with an individual’s performance
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Who can assess competencies?

44

• Must be delegated in writing by name or by title

• Must have knowledge of testing

• Does not require competency assessment to assess competencies, if 

the assessor does not perform patient testing

Assessor Qualifications Based on Test Complexity

Waived Anyone qualified to perform testing

Moderate Complexity Technical Consultant

High Complexity Technical Supervisor or General Supervisor
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What, where, and when?

* Activity Menu – Adding or Removing Testing

45
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What is the 2nd most cited deficiency in CAP?
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What is Checklist Customization?

Checklist customization is a process that associates the tests on the 

laboratory's activity menu with the applicable checklist requirements.

Activities, subdisciplines, scopes of service, and questionnaire responses 

impact customization.

Unnecessary requirements will be customized out of the laboratory's checklist 

to the extent possible.
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Resources Available

48
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Educational Resources 

Provided by The CAP

•  Archives of Pathology & Laboratory Medicine and CAP TODAY

•  Educational Webinars 

•  CAP annual meeting

•  Checklists

oTemplates

oQ&As

oMaster, Customized, Changes Only

•  Education offerings https://learn.cap.org/lms/home 

https://learn.cap.org/lms/home
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Summary

• Covered the who, how, where, what, and 

when

• Covered from self inspections to 

harnessing your own data

• Included additional resources available
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Questions?
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