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Objectives

• Explain 14 day versus 1 hour notification process

• Prepare for the day of Inspection – Get it Together

• Identify most commonly cited deficiencies

• How to respond to deficiency responses

• Explain accreditation resources
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Ready

or

NOT
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Day of Inspection

    

     Get It Together
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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 

5



© 2023 College of American Pathologists. All rights reserved.

Introductions

• Meeting room/space for 

inspection team

• Introductory meeting  

with staff

• Brief laboratory tour
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• Contact information for key 
personnel

• Telephone and computer 
access

• Office supplies (stickies, pens, 
pads, etc.)

• Badge access/escort
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Inspection team needs
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Last Minute Items

• Current activity menu

• Current employee roster

• Backup for supervisors
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Documents?  What Documents??

9
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Documents include:

10

• Policies & Procedures

− Every instrument

− Every method

− Every process

− Approval by Medical Director

− Review by staff

− Biennial Review

− Downtime procedures
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Quality Management Plan

11

• List of Quality Indicators

• Quality Dashboard

• Root Cause Analysis

• Annual evaluation

• IQCP’s & biennial evaluations



© 2023 College of American Pathologists. All rights reserved.

Safety Plan

12

• 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
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Personnel Files

• Current personnel roster

• Personnel files

• Initial training/competency 
assessments
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Personnel Files

▪ Diploma/Transcript/PSV/Licensure

▪ Job Descriptions

▪ Training / Competency Records

▪ Delegation Documents

▪ Performance assessments of 

                 delegated duties

14
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Proficiency Testing

• Activity Menu

• Attestation Pages

○ Signed by all testing personnel

○ Signed by Medical Director

• Raw Data / Instrument Printout

• Final Report

○ Reviewed by Medical Director or designee

○ Evaluation of Unacceptable Results

○ Evaluation of Ungraded Results 

− Educational Challenges, Lack of 

Consensus, etc.

15
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Instrument / Method Validations

16

• Analytical Accuracy

• Analytical Precision

• Reportable Range

• All validations since the last inspection

• Summary Statement

"I 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."
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Quality Control Records

• Per instrument/method

• Daily / Weekly / Monthly

• Supervisor’s Monthly Review

• Corrective Action for outliers

17



© 2023 College of American Pathologists. All rights reserved.

Maintenance & Function Checks

18

• Every Instrument

• Centrifuges

• Microscopes

• Pipette Calibrations

• Thermometers

• Temperatures

− Remote Monitoring

− Daily and/or Min/Max Thermometers



© 2023 College of American Pathologists. All rights reserved.© 2023 College of American Pathologists. All rights reserved.

More 

documents

19

• Sample laboratory reports

• Other documents as requested
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Laboratory Information System

20

• 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
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“You’re going to cite me for what?????”

21
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Strategies to Prevent Deficiencies

• Stay abreast of checklist changes.

• Conduct a thorough interim self-

inspection…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.

22
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Suggestions for 
Demonstrating 
Compliance 

23

Hyperlink documents that demonstrate compliance Hyperlink

Add the pertinent documents’ locations with the checklist 
requirementsAdd

Tab procedures and documents with checklist requirement 
numbers

Tab

Develop a compliance manual Develop
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Deficiency Investigation Strategies

24

Questions to consider:

• Do lab practices completely meet the 

intent of the checklist requirement? 

• Was the policy/procedure being followed 

as written? 

• Was there a record of review and/or 

corrective action when applicable?
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Deficiency Investigation Strategies, cont’d 

25

• Did testing personnel receive appropriate 

comprehensive training and competency 

assessments applicable to their job 

responsibilities?

• Was the appropriate documentation in 

place at the time of inspection but the 

inspector missed reviewing it? 
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Investigation Strategies: Path to Corrective Actions

26

If the laboratory answered “no” to any of the 

questions on the previous slides, the 

laboratory should:

• Investigate the cause of the deficiency 

• Implement corrective actions
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Most Commonly Cited Deficiencies and 

How to Avoid Them

27
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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 & 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

28
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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. 

○ All variations must be included.

○ May be maintained centrally within a healthcare system 

but must be available upon request.

29
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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.

○ Prior to performing patient testing, training must be completed and 

evaluated for proper test performance.

○ Training and competency assessments are separate processes.

○ Applicable to new testing personnel only.

30
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Source 1
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Competency Assessment Elements

• Assessment includes all applicable six elements of competency for 

each test system.

○ 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.

31
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Competency Assessment – Example

32
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#2  Comparability of Instruments and Methods – 

Nonwaived testing

33

• 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
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#2  Comparability of Instruments and Methods – 

Nonwaived testing

34

• Compared twice each year

• Missing acceptability criteria

• Does not include all non-waived testing
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#3  Activity Menu

35

• New testing performed but not added

• Discontinued testing still on menu
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#3  Activity Menu

36

• 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
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#4  Procedure Manual

37

• Complete procedure manual is available:

− Paper-based

− Electronic

− Web-based format

− at the workbench or in the work area

• Procedures must match practice.
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#5  Proficiency Testing Evaluation

38

• Ongoing evaluation of proficiency testing/external quality assessment 

(PT/EQA) and alternative assessment results with appropriate 

corrective action taken for each unacceptable result.

− 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

▫ Analytical

▫ Procedural

▫ Specimen 

handling

▫ PT material
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PT/EQA 

Exception 

Investigation 

Worksheet

39
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Alternative Performance Assessment (APA) 

Test List

40
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Common Deficiencies and How to Avoid Them – 

PT/EQA Evaluation

41

• Missing corrective actions on failures.

• 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.
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#6  Maintenance/Function Checks

42

• 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
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#7  Instrument/Equipment Record Review

43

• 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 

• Date
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#7  Instrument/Equipment Record Review 

Example

44
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#8  PT Attestation Statement

45

• 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
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#9  Temperature Checks

46

• Temperatures are checked and recorded for all temperature-

dependent equipment and environments using a calibrated 

thermometer

− If 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
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Example 

Temperature     

Log

47
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#10  Correction of Laboratory Records

48

• 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
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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%
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Responding to Deficiencies

50
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Deficiency Response: Types of Appropriate Documentation

51

New or revised policies and procedures with appropriate review and approval

Sections of policies and procedures that have been underlined or highlighted

Quality control, calibration, maintenance, temperature records, etc 
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Documents?  What Documents??

52
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Accreditation Resources

53
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Expanded Accreditation Resources

55

• 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.
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CAP Resources to Keep Up-to-Date

56

• 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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Questions?

• Contact the CAP Accreditation Technical Specialists at:

     1-800-323-4040 extension 6065

• Send email inquiries to accred@cap.org

• Visit our Accreditation Resources for CAP Accredited laboratories at 

CAP.ORG.

57
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