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OVERVIEW
• Wadsworth Center Overview
• NYS Clinical Laboratory Evaluation Program (CLEP)
• Laboratory Developed Test Submission

– Risk Assessment
– Checklist
– SOP
– Validation Study
– Submission Form, Report
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WADSWORTH CENTER- SCIENCE IN THE PURSUIT OF HEALTH®

Mission - Wadsworth Center is a science-based 
community committed to protecting and improving 
the health of New Yorkers through laboratory 
analysis, investigations and research, as well as 
laboratory certification and educational programs. 

Large state public health laboratory 
750 staff, 5 sites

Notable features
Regulatory role- Clinical Laboratory Evaluation Program (CLEP) 
Utilize hundreds of lab developed tests (LDTs)
In-house developed LIMS (CLIMS)
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Wadsworth 
Center 
History and Vision

1901 Antitoxin Laboratory established  
1914 Designated the Division of

Laboratories and Research

Dr. Wadsworth (Director 1914-1945):
• Urged staff to pursue original 

investigations 
• Understood that research, public health 

testing and science education were 
complementary

• Created a synergy that continues to 
inform the vibrant scientific community 
that now bears his name

https://www.wadsworth.org/about/history

https://www.wadsworth.org/about/history
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WADSWORTH CENTER- MODEL
• Science-based and data-driven 

organization 
• Committed to protecting and 

improving the health of New 
Yorkers through laboratory 
analysis, investigations and 
research

• Laboratory certification and 
educational programs.
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On July 1, 1965, New York became the first 
state in the nation to initiate a certification 
and licensing program for a limited number of 
clinical laboratories operating within the state 
in selected areas of patient testing. 

Regulatory History in NY
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Wadsworth Center Regulatory Programs
Division of Laboratory Quality Certification (DLQC)

Consists of seven programs that provide regulatory oversight 
in several areas. 

Clinical Laboratory 
Evaluation Program 

(CLEP)

Physicians Office 
Laboratory Evaluation 

Program (POLEP) 
Tissue Resources 

Program (TRP)

Laboratory Investigative 
Unit (LIU)

Regulated Medical Waste 
Program (RMW)

Environmental Laboratory 
Approval Program (ELAP)

Regulated Medical Waste 
Program (RMW)
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CLEP by the numbers…
• 1150 permitted labs (high complexity 

testing) (34 categories)

• 11125 limited-service laboratories 
(waived testing)

• 3572 Certificate of Qualifications (CQs)

• >15,000 unique laboratory developed 
tests received for review since 1991

• 54% require >1 review
• 77% are from labs outside of NY

https://www.wadsworth.org/news/clep-releases-ldt-review-data

https://www.wadsworth.org/news/clep-releases-ldt-review-data
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23 years later…Oversight of Clinical Laboratory 
Testing at the Federal Level

In 1988, Congress passed the Clinical Laboratory Improvement 
Amendments of 1988 (CLIA 88) establishing quality standards for all 
clinical laboratory testing to ensure the accuracy, reliability and 
timeliness of patient test results regardless of where the test was 
performed. The final CLIA regulations were published in the Federal 
Register on February 28, 1992.

The Centers for Medicare and Medicaid Services (CMS) has the 
primary responsibility for the operation of the CLIA Program. 
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Oversight of Clinical Laboratory Testing at 
the Federal and State Level

CMS performed an exhaustive review of our laws, 
regulations, and the CLEP program.  CMS determined that 
New York State’s laws and regulations for the oversight of 
clinical labs are equal to or more stringent than CLIA 88.  

Because of this, NYS was first granted exempt status in 1995 
and more recently in 2021.  As a result of this exemption, we 
are responsible for providing oversight of NYS clinical labs.  
If a lab in NYS has a NYS permit, they will automatically 
meet the Federal requirements to carry out testing. 
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Managing Oversight of Permitted Clinical Laboratories

CLEP

Routes information to 
other Wadsworth divisions
Evaluation of proficiency 
testing results

Processing of fees

Contact point for the labs 
we regulate

Handles applications

Reviews applications and 
issues permits, CQs
Performs on-site 
inspections (surveys)

Subject Matter Experts in Divisions:

•Review non-FDA approved methods and 
LDTs

•Assist in evaluation of survey results
•Review non-FDA approved methods and 
LDTs

•Assist in the evaluation of laboratory 
director qualifications

•Evaluate proficiency test samples
•Participate in surveys
•Provide training and education
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WADSWORTH CENTER
CLINICAL LABORATORY EVALUATION P ROGRAM ( CLEP )  OVERVIEW

Oversight of clinical laboratories performing testing on specimens 
originating from New York State.

Elements of oversight:
• On-site survey
• Monitor proficiency testing performance
• Review of laboratory developed tests (LDT)
• Director Certificate of Qualification (CQ) approval

Lab Directors and Research Scientists are Subject 
Matter Experts on externally submitted CLEP LDT 
reviews- we are also submitters to this LDT review 
process
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OVERSIGHT OF CLINICAL LABORATORIES
NYS Public Health Law and NYS Regulations

• Provides DOH the authority to permit clinical laboratories located in or accepting 
specimens from New York State.

• Describes requirements that need to be met to obtain or maintain a permit to operate 
a clinical laboratory.

• The Centers for Medicare and Medicaid Services (CMS) has determined that New 
York State’s laws and regulations for the oversight of clinical labs are equal or more 
stringent than Federal requirements (i.e.,CLIA88).

• Because of this, NYS has been granted exempt status, and we act as an agent of 
CMS to provide oversight of NYS clinical labs. If a lab is issued a NYS permit, they 
will automatically meet the Federal requirements to carry out testing in NYS.
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NYS CLEP LDT SUBMISSIONS

https://www.wadsworth.org/regulatory/clep/clinical-
labs/obtain-permit/test-approval
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OVERSIGHT OF LABORATORY DEVELOPED TESTS
WHAT ARE LABORATORY DEVELOP ED TESTS ( LDTS)?

Non-FDA cleared or approved tests that are developed and validated
by the laboratory offering the assay.

Tests that include a combination of reagents and/or kits prepared by
the laboratory, labeled as Analyte Specific Reagents (ASR),
Research Use Only (RUO), or Investigational Use Only (IUO).

Modified FDA-approved tests where there has been a change in
intended use. For example, a change in the specimen type; the type
of analysis (e.g., qualitative vs. quantitative); the purpose of the
assay (e.g., screening, diagnosis, prognosis, monitoring, and /or
confirmation); or the target population(s).
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Quality Management System
Director Responsibilities
Human Resources
Facility Design
Laboratory Safety
Laboratory Information Systems
Resource Management
Document Control
Pre-Analytic Systems
Analytic Systems
Post-Analytic Systems
Document and Specimen Retention
Proficiency Testing
Investigation and Corrective Action

Microbiology
Nucleic Acid (MNA) Amplification Assay
Bacteriology
Mycobacteriology
Mycology
Parasitology
Virology
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NYS CLEP Laboratory Standards

https://www.wadsworth.org/regulatory/clep/clinical-labs/laboratory-standards

https://www.wadsworth.org/regulatory/clep/clinical-labs/laboratory-standards
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Example Standard
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Submission Checklist

https://www.wadsworth.org/sites/default/files/WebDoc/Microbiology_NAAT_Checklist_0211.pdf

https://www.wadsworth.org/sites/default/files/WebDoc/Microbiology_NAAT_Checklist_0211.pdf
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Submission Checklist

https://www.wadsworth.org/sites/default/files/WebDoc/Microbiology_NAAT_Checklist_0211.pdf

https://www.wadsworth.org/sites/default/files/WebDoc/Microbiology_NAAT_Checklist_0211.pdf
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Submission Validation

https://www.wadsworth.org/sites/default/files/WebDoc/Microbiology_NAAT_Checklist_0211.pdf

https://www.wadsworth.org/sites/default/files/WebDoc/Microbiology_NAAT_Checklist_0211.pdf
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Submission Validation

https://www.wadsworth.org/sites/default/files/WebDoc/Microbiology_NAAT_Checklist_0211.pdf

https://www.wadsworth.org/sites/default/files/WebDoc/Microbiology_NAAT_Checklist_0211.pdf
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Submission Validation

https://www.wadsworth.org/sites/default/files/WebDoc/Microbiology_NAAT_Checklist_0211.pdf

https://www.wadsworth.org/sites/default/files/WebDoc/Microbiology_NAAT_Checklist_0211.pdf
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Submission Validation

https://www.wadsworth.org/sites/default/files/WebDoc/Microbiology_NAAT_Checklist_0211.pdf

Numbers provided
Data of interest to have submitted
Test run- 1 needed
Summary data

https://www.wadsworth.org/sites/default/files/WebDoc/Microbiology_NAAT_Checklist_0211.pdf
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Submission Checklist

https://www.wadsworth.org/sites/default/files/WebDoc/Microbiology_NAAT_Checklist_0211.pdf

https://www.wadsworth.org/sites/default/files/WebDoc/Microbiology_NAAT_Checklist_0211.pdf
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Examples: AR Pipeline for AR Gene and MLST

•7/18/2022
NYS Clinical Laboratory Evaluation Program 
(CLEP) Approval

•Wadsworth Center CLIA 
Director Approval

Validation data set included comparison to: 
• NYS approved LDT real-time PCR assays
• NYS approved Sanger sequencing 
• NYS approved Opgen Acuitas AR panel

• Tested many highly characterized isolates from 
the AR Isolate Bank

• PT/QA plan was developed
• Revalidation isolate set was developed
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Revalidation data set 
utilized as well as any 
strain with features 
impacted by change 
with new pipeline 
updates

Validation included 
WGS compared to 
culture-based 
susceptibility and WGS 
compared to other 
sequencing methods

• SOP
• Quality Control Metrics- monitoring entire 

assay
• Reagent control and testing
• Software updates
• Revalidation plan
• Controls (Neg, Pos, Inhibition)
• Reporting
• Validation

• Specificity
• Limit of Detection (specimens)
• Reproducibility (Inter- and Intra-)
• Accuracy 

Examples: WGS MTBC Drug Resistance 
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WADSWORTH CENTER AND THE FDA RULE

APHL LDT Guidebook 2024

NYS CLEP permitted labs
need to comply 
with Phase 1, 2 and 3

IVD=In vitro diagnostic
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QUESTIONS?
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