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Agenda • PGDx Quality System Background

• Reporting Systems (IVD and CLIA)

• Regulatory Considerations Impacting LDT Process

• Conclusions/Recommendations
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Enabling Both Kitted and IVD Strategies

CLIA Lab

Decentralized/Kitted Testing 
(processed at in-house testing institution)

Bioinformatics Report

Centralized Testing
(processed at PGDx-Labcorp site in Baltimore)

Healthcare Institute

 

Report

 

Pipeline

PGDx

tissue complete

PGDx CLIA
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PGDx Quality System Overview



6©2022 Laboratory Corporation of America® Holdings   All rights reserved. 

Providing Solutions Across the Drug Development Continuum

Define biomarkers 
of response

Rx/Dx hypothesis testing Global Patient Access

Research and 
Discovery Support

Single Site Trial 
Enrollment/Clinical 

Testing

Global CDx 
Commercialization

Global CRO footprint 
for registrational trials

Clinical Trial
Assay Support

PGDx CAP/CLIA Lab External CAP/CLIA Labs
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PGDx elio tissue complete

• 500 + genes including TMB & MSI biomarkers to align with CDx & 
NCCN guideline targets

• FDA cleared and CE-IVD marked

• US FDA and IVDR Reporting Requirements

Kitted Product (IVD/CE-IVD)

Clinical Lab and Investigational Product

• Offered in Baltimore CAP/CLIA Laboratory

• Has supported IDE studies

• Adverse Events/Annual IDE Reports/CAP Reporting

Research Tool

• Server containing a bioinformatic pipeline for analysis

• Raw data is available for research studies

IUO

tissue complete
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Risk Assessments Consider All Product Lines

Customers, Economic 
Operators, Employees

Feedback received and 
reviewed

Alleged 
Deficiency?

Yes? – QA Assessment
Safety 
Event?

Yes? - QA Reports per 
US and EU Regulations

Team Performs Health 
Hazard Evaluation

Hazardous 
Situation?

Yes? QA Initiates Field 
Action

No? Investigate, 
coordinate a CAPA or 
correction if needed 

and track No? - Investigate, 
coordinate a CAPA or 
correction if needed 

and track
No?- QA Close 

Customers include:
• Baltimore CLIA Lab
• IVD Kit Customers
• RUO Kit Customers
• All inputs are considered

Important to Consider:
• Use case that caused the 

complaint
• If complaint could impact the 

IVD Product, even if complaint 
sourced from RUO customers

Standard FDA-sourced HHE 
Materials
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Regulatory 
Considerations 
Impacting LDT 
Process
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Regulatory Considerations Impacting LDT Process

• QMSR

• VALID????

• CE marked distributed 
assays that can be 
deployed to enable global 
trials including Europe

• Everyone’s favorite 
Regulatory Topic!

• US LDTs in scope because 
of distance sales provisions

US Regulatory Considerations Clinical Trial Regulation (CTR) in Europe IVDR
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Enable Global Clinical Trials

K I T T E D  S T R A T E G Y

Activities in blue diamonds will likely be considered IVDs (medical management decisions for subjects within a trial)

MDCG 2022-10 
Q&A on the interface between Regulation (EU) 536/2014 on clinical trials for medicinal products for 
human use (CTR) and Regulation (EU) 2017/746 on in vitro diagnostic medical devices (IVDR) 

Patient selection
(in/excl criteria)

Allocation Stratification Monitoring

Standard of Care + placebo

Standard of Care + IMP

Excluded subjects

Endpoints
(data analysis)
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CTR Decision Tree
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EU Reporting Expectations Have Evolved

CDx IVDs are now defined and considered Class C

PRRC

Product 
Release 

Under the 
QMS

Technical 
Documentation
/EU Declaration 
of Conformity

PMS and 
Vigilance

Statement 
for Devices 

for 
Performance 

Studies
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Impact of IVDR on LDTs in the US

LDTs in the US are Not Exempt
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Reporting Systems 
(IVD and CLIA)
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US Medical Device Reporting

https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-mdr-how-
report-medical-device-problems
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Reporting Requirements

CLIA Lab

Decentralized/Kitted Testing 
Reporting requirements as a Manufacturer

Bioinformatics Report*

Centralized Testing
Reporting Requirements as a Device User Facility 

Healthcare Institute

 

Report

 

Pipeline

PGDx

tissue complete

PGDx CLIA
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IVD Manufacturer Reporting Process

https://www.fda.gov/medical-devices/medical-device-safety/medical-
device-reporting-mdr-how-report-medical-device-problems

• Manufacturers:Manufacturers are required to report to the FDA 
when they learn that any of their devices may have caused or 
contributed to a death or serious injury. (Key terms are defined in 21 
CFR 803.3.) Instructions are available for completing the 
required 3500A form. Manufacturers must also report to the FDA 
when they become aware that their device has malfunctioned and 
would be likely to cause or contribute to a death or serious injury if the 
malfunction were to recur.
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CAP/CLIA Reporting Process

Additional Considerations for:
• CAP Adverse Media Reporting
• Any necessary clinical trial reporting
• Reporting to manufacturers of IVDs used in laboratory

• Device User Facilities: A "device user facility" is a 

hospital, ambulatory surgical facility, nursing home, 

outpatient diagnostic facility, or outpatient treatment 

facility, which is not a physician's office. User facilities 

must report a suspected medical device-related death 

to both the FDA and the manufacturer. User facilities 

must report a medical device-related serious injury to 

the manufacturer, or to the FDA if the medical device 

manufacturer is unknown.
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Conclusions/
Recommendations

04
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Conclusions/Recommendations

Expectations for LDTs have changed for 
Europe (Design Control and CE Marking)

CE Marking Needed for Many Clinical Trial 
Assays  

Make Reporting Processes As Efficient As 
Possible

21©2022 Personal Genome Diagnostics Inc. (PGDx) is a subsidiary of Laboratory Corporation of America Holdings, using the brand Labcorp.
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Thank You!
jdickey@pgdx.com


