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1. Biomarker definition

Specimen+ quantification+ context

Å Any substance, structure, or processthat can be measuredin the
body or its products and influence or predict the incidence or
outcomeor disease(WHO,2006).

Å A biologicalmoleculefound in blood, other body fluids, or tissues
that can be usedto follow body processesand diseasesin humans
andanimals(EuropeanMedicinesAgency).

Å A defined characteristicthat is measuredas an indicator of normal
biological processes, pathogenic processesor responses to an
exposureor intervention(FDA-NIHBiomarkerworkinggroup, 2017).



2. Biomarker invention
What is a biomarkerinvention?
(in the context of the BIC Gide)

Å Is the discoveryof a moleculethat canbe usedas
an indicator of body processesboth in health and
diseaseand that is available to serve a purpose
mainlyin:

Vdiagnostics 

Vdrug discovery & development

Vpersonalized medicine

Vdisease risk assessment

Vother applications (DNA fingerprinting, 
ecotoxicology, and forensics). 
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52. Biomarker invention

From invention to a product

Å What can the biomarker be used for ?

Å How to have a structured process to evaluate them in an objective way?

Å How to validate to make the biomarker a reliable diagnostic tool ?

Å Which clinical setting should it be transfer to?

Å What is the invention can be commercialised?
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Issues to take into consideration while evaluating

Å Is the invention based on a single marker or multiple markers?

Å When a multiple marker, how to deal when the ratio between those 

different markers is the key to the diagnostic. 

Å How to choose the right technological solution to fit a diagnostic. 

Å How to come to a diagnostic that is relatively cheap, quick, reliable (if 

ǘƘŀǘ ƛǎ ǘƘŜ Ƴŀƛƴ ŎǊƛǘŜǊƛŀ ŦƻǊ ǎǳŎŎŜǎǎ ŦƻǊ ŎƻƳƳŜǊŎƛŀƭƛǎŀǘƛƻƴύΧ ŀƴŘ ǘƘŀǘ 

answer to the regulatory obligations

Å Is there existing technology platform to transfer the application to?

Å Which alternative technologies can be used?

2. Biomarker invention
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3. Commercialisationof Biomarkers

Actorsin a commercializationprocess

Å Researcher team
Å Technology transfers 

offices
Å Innovation centers
Å Industrial partners
Å Laboratories
Å Health system 
Å Patients



83. Commercialisationof Biomarkers

Why commercializea biomarker?

Å Research results will most of the time never reach the benefit of the patient 
unless they go through a commercial route.

Å Increased complexity for the regulation for medical devices and IVD .

Å Goal is to provide patients new IVD tests that will:

Å Provide better or earlier diagnostic 

Å Predict the risk for development of certain conditions

Å Prognose the development of a disease

Å Or monitor the effect of a treatment



93. Commercialisationof Biomarkers

Å General value in the clinical context

Å What is the problem your invention is able to solve, that can be told by the 

biomarker and its mechanism.

Å Clinical care pathway.

Å Help the inventor to convince other of the value created  on the different 

parameters (Technical, clinical, economics, patients outcome etc..)

Å How to work with technologies that are not too expensive and then kill 

the business case. We need to ensure the commercial viability.

Questionsto adressas a TTO



103. Commercialisationof Biomarkers

Communication is the key in many of the 
collaboration issues

Å Communicationbetweenscientistandpeoplefrom the industry

Å Dialogueandcollaborationbetweenthe TTOofficer andthe scientist -
understandingof eachexpertise

- expectationsandrolesto be clearlydefined.

Å The BIC Guide gives a better visualisation of the cross disciplinary approach 
that is key for successful commercialisation and that all parties can relate to

Å We started to look at the perspective from different users (Scientist, TTO 
officer, industry etc..) and decided to focus on the journey itself instead.



113. Commercialisationof Biomarkers

Why the BiCGuide?

Å To create an overview of the processbehind the journey from
discoveryto commercialisation.

Å To help the users(usuallya team comprisingat least the scientists
and the TTO) to build their own path on how to transform a
biomarkerfundingsinto anIVDassayanda measurableproduct.

Å Tosupportthe maturingprocessof the commercialisationroute.
The results of your researchis not enough. Youwill most often need to transfer
researchresultsinto somethingmore routinelyapprovedin a clinicallaboratory.

Å Technologytransferfrom researchinstitution context
Fieldsarebroad(orthopaedics,biochemistry,radiology,etcΧ)

Diversityof the nature of medicaldevices(Invasive,non invasive,digital solutions
etcΧ)s
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3. Commercialisationof Biomarkers

What is the BiCGuide?
Å A supporting tool for evaluation, development and validation of a

biomarkersinventioninto a commercialproduct

Å IT IS NOTRELEVANTif you do not believe in a commercialvalue for your
biomarkerinventionor do not intend to gofor commercialisation.

Å It will not tell youwhat to do or not to do

Å It will supportyou in the processof takingthe decisionsthat are relevantfor
your own project, supportingyour own internal proceduresand structure
yourprojectmanagement.

Å Youwill be able to follow the lead to evaluatethe potential of the scientific
resultsand help build a caseto convincepartnersor investorsand facilitate
the communicationwith them.



133. Commercializationof Biomarkers

Patentingissues

In the US, Biomarkers are
consideredproducts of nature

Diagnosingis a mental act = 
abstract idea

Youwill needto 
Å Includean unconventionalmeasurementof the 

biomarker e.g. new reagents or unconventionalsample type (tear

fluid, hair folliclesetc.)

Å Add a treatment step (companiondiagnostic)
Å If new biomarker, includea methodof detecting/ 

analyzingthe biomarker itself
Å https://www.uspto.gov/sites/default/files/docume

nts/101_examples_1to36.pdf

https://www.uspto.gov/sites/default/files/documents/101_examples_1to36.pdf
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4. The BiCGuide - Demonstration
Demonstration of the BIC Guide

Launching of the BIC Guide

Åhttps://bicguide.biomarker
.nu/

https://bicguide.biomarker.nu/
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