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Discussion Topics
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Development of Class 1 vs. Class 3 assays

Changing clinical program paradigm – accelerated 
approval scenario creates challenges

PD-L1 testing  in the market – PD-L1 Blueprint
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Development of Class 1 vs. Class 3 Assays
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Background
IVD Class 1 Assay vs. CDx Class 3 Assay
Background
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Development of a CDx assay
Background

The following performance characteristics 
are extensively tested against design 
specs (verification) and Intended Use 
(validation):

Sensitivity
Specificity
Precision
Robustness
Multi-site Reproducibility
Stability: reagents and tissues
Testing is performed with 
emphasis on samples close to the 
clinical decision point

Design Lock
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Accelerated Approval Paradigm and 
Challenges for Dx Development
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Traditional Clinical Program

Accelerated Approval

Accelerated PD-L1 Drug Approval
Co-development Alignment Challenges
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Clinical decision point (i.e. assay cutoff) not known in Phase 1
Require validation of multiple cutoffs (enrollment cutoff, secondary cutoff)
Divided trial cohort (assay training set, clinical validation set) may be 
required to establish and clinically validate the cutoff
External multi-site reproducibility study with multiple cutoffs

Phase 1 trial enrolled with prototype assay
Bridging study required
Samples exist as cut sections – blocks not available
Real time cut section stability becomes a critical parameter

PMA must be prepared on compressed schedule
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Accelerated PD-L1 Drug Approval
Co-development Alignment Challenges
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PD-L1 Testing Complexity in the Market
Blueprint Initiative
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18 September 2015, CRI-CIMT-EATI-AACR Joint Immunotherapy Conference, NYC



10/5/2015

16

16

18 September 2015, CRI-CIMT-EATI-AACR Joint Immunotherapy Conference, NYC
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