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The Context of

Use....
Babylonic confusion

amongst
stakeholders

Biomarkers/CoU - Sharing Experience through Examples — Malaga, Spain —29-30 September 2022



Babylonic confusion leads to failure in construction
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Biomarker trends in PubMed

Biomarker as general term Biomarker in title

Demonstrated Clinical Utility?
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Biomarker utility in drug development
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# Of Companies Using Biomarker In Trials
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Emerging

Oncology

Cardiovascular
Autoimmune/inflammation
Neuroscience
Metabolic/endocrinology
Ophthalmology

Infectious disease

Genitourinary

m Trials using biomarkers for
efficacy evaluation*

® Trials using biomarkers for
patient pre-selection or
stratificationt
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Semantic confusion on biomarkers

Some standards

Biomarker Definition

“A characteristic that is objectively measured and evaluated as an indicator of normal biological processes, pathogenic processes, or pharmacologic responses

to a therapeutic intervention”

Procedural Definitions

Validation: technical, for the device and/or assay

Quialification: the actual validated clinical utility

Biomarker types

Susceptibility/risk
Diagnostic

Monitoring

Prognostic

Predictive
Pharmacodynamic/response

Safety

Biomarker use

5

Fit for Purpose
Context of Use (COU)

CoU Workshop EBF | 29 Sep 2022

NIH

NATOAN PARnLNts OF oA

e it Kondia s o d

1dorsia



Context of Use and the urge to be accurate and

precise

Biomarkers present a potential to change clinical development and medical practice

Despite several attempts to clearly define this space we still find ourselves in Babylonic

confusion
The word “validated” is often abused meaningless without a context

One needs to be accurate about its application(s)

...and precise in its development
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The blind men and the elephant

/

a Snake!
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Biomarkers in a typical pharmaceutical R&

How a biomarker
expert would define

How a regulatory
scientist sees it
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How a discovery
scientist sees it

How a Clinical
Pharmacologist sees it

How another discovery
scientist sees it

==How a clinical
scientist sees it

What the CFO may
think of it

What a project manager
may anticipate

D context

How a head of
R&D imagines it

What we Finally
end up with




Words and definitions are meaningless without a
context and structure

| Bioanalysis

 Early definition of CoU

Biomarker context-of-use: how
organizational design can impact the

¢ Stra teg|C Organlzatlonal d@Slgn tO Overcome SII.O implementation of the appropriate

biomarker assay strategy

thinking and interpretations rather than facts

« Context of use does not equal fit-for-purpose

« Biomarkers do not equal PK, as PKis a defined
biomarker

newlands
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Thanks to the EBF biomarker sub team
members for all the discussions and Idorsia

For shaping the mind of the biomarker
group!

Peter MA Groenen, Sr. Director. Head of Translational Biomarkers
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Curious
to learn more?



