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When is CoU discussed?

• All biomarker enquiries* Biomarker 
Request 
Questionnaire 

* New enquiries, follow on sample analysis, or new 
sample analysis using a previously characterised 
method



How is it done?
Questionnaire

Provided by BD via email to 
Sponsor representative

Free text

Ultimately gets saved on 
company network in a BD 
location alongside the 
proposal 



Who is involved?

BD

Principal 
Scientist

PD Operational 
team

Client*
Data End 

User?

Proposal 
of work *Client could be

Central lab
Clinical trial unit

3rd party Consultant
Outsourcing manager

Translational lead
BioA lab



What is discussed?
Nature of Biomarker
Objective/rationale of study
Biomarker(s) to be quantified
Purpose of measuring biomarker(s):
How does this measurement fit with the overall 
objectives of the study
What will the data be used for?
Context of use
-What is needed for the assay to be fit-for-purpose 
assay? (e.g. capable of measuring 100-fold changes that 
are biologically significant)
Expected sample concentration range
Is there a pharmacodynamic effect on the biomarker(s)
-Is it up or down regulated
-Known % change

Methodology
Samples (no., population, matrix, how they will arrive)
Timelines
Reporting requirements
AOB
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Where do we capture it?

• Proposal stage
• This will involve a member of  

the Principal Scientist team 
interpreting and translating the 
information from the 
questionnaire into a SoW which 
outlines how we plan to support 
these requirements

• No CoU = Assay characterisation
• + CoU = FFP validation
• Becomes difficult with Sponsor-

specific WO

• Analytical Plan



Where do we capture it?

• Proposal stage
• Analytical Plan

• Project life cycle

• Report?


