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Hybrid assays, the scientific and regulatory Journey continues



Immunocapture LC–MS(/MS)
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A powerful partnership

Ø Is Hybrid MS?

– A LBA assay with a different detector?
– A mass spec assay with a different sample 

prep?
– A combination of LBA & MS with the pros and 

cons of each technique?
– Going forward, it may be even less 

straightforward à into new territory
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How extensive are Hybrid assays
A finger on the pulse survey outcome

Ø 2/3 companies that responded are 
using LC-MS for protein analysis 

Ø Protein analysis by LC-MS is used 
across all phases of R&D

Ø The most used application is for 
PK assays
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EBF leadership over the years



2020 – A new dawn
Name Company

Amanda Wilson Astra Zeneca

Mark Jean Gnoth Bayer
Benno Ingelse Byondis

Iain Love CRL
Nico van de Merbel ICON

Peter Blattmann Idorsia

Fabrizia Fusetti Genmab

Gregor Jordan Roche
Rob Wheller Resolian
Sune Hove 

Sporring Novo Nordisk

Mike Blackburn Quotient Sciences

Matt Barfield Roche 6

• Continue the journey and keep 
the discussion ongoing.  The 
discussion’s don’t just impact 
Protein LC/MS/MS but all new 
future technologies that support 
PK/safety

• We need to have a simple 
solution, fit for the future



One themes run from 2011 until today

Method validation: acceptance criteria 

– Is ‘Size of molecule’ or ‘Technology’ the driver to define acceptance 
criteria?

– Why is 4-6-20 acceptable for LBA assays and not Chromatography?

Ø Should the acceptance criteria be based on the end point 

Ø Should we as an industry move to decision-based acceptance 
criteria e.g. PK acceptance criteria?
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In conclusion, over the last decade, the EBF’s message has been 
consistent and clear. In a world where companies’ portfolios 
become ever more complex and new modalities continue to test 
and challenge the bioanalyst, let us concentrate on sound 
science and pave the way to harmonized, science-driven 
acceptance criteria in support of the fast delivery of safe and 
effective medicines for patients.



The next installment

Ø The EBF team has a wealth of experience
Ø Lets share those experiences
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Paper 1

Ø “What” to measure (intact or partial protein)

Ø “What” signature peptide to select

Ø “What” reference materials to use

Ø “What” internal standards to select
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Paper 2

Ø “How” to pre-treat samples 

Ø “How” to select the correct instrumentation

Ø “How” to process data

Ø “How” to automate

Ø “How” to perform pre-validation

Ø “How” to validate
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–
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The Race Continues
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Contact Information

Questions: info@e-b-f.eu

European Bioanalysis Forum vzw 
www.e-b-f.eu
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http://www.e-b-f.eu/

