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Every patient deserves the Gold Standard.

Learning Objective

1. Describe recent changes to the CAP 
Laboratory Accreditation Program 

2. Explain recent updates to the LAP 
inspection checklists including the rationale 
for the changes

3. Describe CAP website resources to include 
Laboratory Improvement Programs
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CAP Checklist “Freeze” 9/2007- 3/2009

As condition of an accreditation organization’s deemed 
status under CLIA’88, CMS is required to evaluate the 
organization’s requirements at a maximum interval of every 
6 years to assure that stringency is at least equal to CLIA-88 
regulations (42CFR493.553(C)).
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Criteria for Adding New Checklist Requirements

• New technology/science
• Regulatory requirements
• Significant contribution to quality
• Burden on laboratory (i.e., cost-benefit)
• Medical legal implications
• Significant proportion of checklist revisions 

come from accredited labs/inspectors
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Checklist Revisions for 2009 Highlights

• Focus on personnel qualifications, with instructions to 
inspectors

• Test method comparison will include qualitative and 
quantitative tests; 

• Requirement is to define relationship, not that different methods 
give same result; 

• Applies only within a single CLIA number

• New checklist requirement to verify concentration 
methods in addition to diluting procedures

• Manual cell count controls for blood and body fluids
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Checklist Revisions for 2009 –
Procedure Manual

Procedure manual contents must reflect CLIA, 
as applicable (493.1251):

1. Requirements for patient preparation; specimen 
collection, labeling, storage, preservation, 
transportation, processing, and referral; and criteria 
for specimen acceptability and rejection    

2. Microscopic examination, including the detection of 
inadequately prepared slides.    

3. Step-by-step performance of the procedure, 
including test calculations and interpretation of 
results.
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Checklist Revisions for 2009 –
Procedure Manual
4. Preparation of slides, solutions, calibrators, controls, 

reagents, stains, and other materials used in testing.
5. Calibration and calibration verification procedures.  
6. The reportable range for test results for the test 

system 
7. Control procedures. 
8. Corrective action to take when calibration or control 

results fail to meet the laboratory's criteria for 
acceptability

9. Limitations in the test methodology, including 
interfering substances. 
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Checklist Revisions for 2009 –
Procedure Manual

10. Reference intervals (normal values)
11. Imminently life-threatening (critical) test results
12. Pertinent literature references.    
13. The laboratory's system for entering results in the 

patient record and reporting patient results 
including, when appropriate, the protocol for 
reporting imminently life-threatening (critical) results

14. Description of the course of action to take if a test 
system becomes inoperable
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2009 CAP Checklists

• CMS Deemed Status Approval
• Checklists to be released  (Summer 2009)
• Access behind e-LAB Solutions

• What’s New…..?
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What’s NEW in Laboratory General?  

• Enhanced introduction to Test Method 
Validation section

• Qualitative tests: Establish/verify only relevant 
elements—e.g., accuracy; analytic sensitivity 
(drug test)

• Matrices other than blood (body fluids)
• Laboratory-developed tests
• Summary of MPS approved by director
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What’s NEW in Laboratory General?

• Direct-to-consumer testing
• Reference laboratories – For disciplines not

subject to CLIA  (e.g., histology), must refer to 
CAP-accredited or CAP-accepted 
laboratory
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What’s NEW in Transfusion Medicine?

• Apheresis section divided into 3 sections: 
apheresis, general, therapeutic apheresis, 
donor apheresis

• Therapeutic phlebotomy section expanded
• Elution studies- alternative PT assessment 

required
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What’s NEW in Molecular Microbiology?

• More extensive, detailed Mol Micro section 
added to MIC checklist

• All molecular microbiology testing inspected 
with Microbiology checklist

• Molecular section of MIC checklist need not 
be used to inspect non-amplified FDA-
approved/cleared tests run directly on 
cultures—can use Mycobacteriology and 
Mycology sections of MIC.
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What’s NEW in Anatomic Pathology?

• Digital imaging section
• Synoptic reporting of cancer cases
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How Often is “Periodic?”
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“Periodic” Defined!

• This word being replaced in all checklists by 
“at least annually”

• Note that there are some requirements with 
different time interval requirements
• AMR validation—6 months
• Validation of calculations by LIS—2 years

• Exception: “periodically” may still be found in 
LIS section in GEN
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A NEW CAP Checklist in 2010!

• New Numbering Schema
• New Format
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New Checklist Numbering Schema - 2010

• Checklist organized by main “modules” or 
sections.

• Key sections are further arranged into 
smaller, manageable categories that 
contain requirements of a related nature, 
i.e., proficiency testing, quality control
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New Numbering Schema

Main Sections / 
“Modules”

Specific
Categories

Unique Naming
Convention
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New Checklist Format – 2010

Reducing redundancy of requirements:

• Certain requirements appear in multiple checklists; 
includes topics such as procedure manual, quality 
management, quality control, reagent handling, 
proficiency testing, results reporting

• Requirements identified as “Common” will be 
provided once for each department or Section Unit 
and will appear in a “Common” module
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New Checklist Format - 2010

• Checklist requirements listed once per Section Unit
• Less deficiencies cited
• More organized, streamlined inspection
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CAP Website Resources
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e-LAB Solutions
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e-LAB Solutions Features

• Proficiency Testing and Quality Management:
• Result forms
• Evaluations and Reports
• Analyte Scorecard
• CMS Analyte Reporting Selections
• My PT Shipping Calendar

• Laboratory Accreditation:
• Master and Custom Checklists
• Activity Menu with PT Options
• Missing PT Enrollment Report
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e-LAB Solutions – Proficiency Testing
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e-LAB Solutions – Laboratory Accreditation
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e-LAB Solutions Master and Custom Checklists
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CAP Checklists-Word/XML Format
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CAP Checklists-Excel/CSV Format (short)
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CAP Checklists-Excel/CSV Format (long)
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e-LAB Solutions Activity Menu with PT Options
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Accreditation Resources
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LAP Resources for Laboratories

• Accreditation Standards and Manuals

• Laboratory Change Forms

• Master Activity Menu Reports

• Deficiency Responses and Root Cause 
Analysis Template
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Accreditation Resources –
LAP Resources for Laboratories
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Accreditation Resources –
Virtual Library of Past Audioconferences
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Accreditation Resources
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Accreditation Resources - eAlert
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Accreditation Resources - eNews
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CAP Education Resources
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Education Programs
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Learning Management System –
Continuing Education CME/CE

Accreditation Education Activities
• Inspector Training
• Optional Educational Activities – Accreditation 

Checklist Activities; Laboratory Accreditation Manual 
Activity; Continuing Compliance Audioconferences; 
Specialty Seminars

• Surveys Education



©2008 College of American Pathologists. All rights reserved.

42
Every patient deserves the Gold Standard.

2008 Surveys Education Activities
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LAP Education Activities – Preparing to Inspect

• Team Leader/Team Member On-Line Training
• Team Leader Workshops
• Specialty Seminars
• Inspection Preparation
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LAP Education Activities
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Inspector Training (Meets Training 
Requirements)
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LAP Education Activities – Optional
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Accreditation Checklist Activities
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2009 LAP Audioconferences
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Department Contacts

Customer service: (800) 323-4040, Option 1

Proficiency Testing: (800)323-4040, Option 1

Accreditation: 
Technical (800)323-4040- ext. 6065
Pre-Inspection: ext. 6055
accred@cap.org

Education: (800) 323-4040, ext. 7525
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Questions?

Thank You!


