
Spring Focus Workshop
IVDR – Our next challenge

Is IVDR impacting drug development beyond the intention of the 
regulations? 

Matt Barfield, on behalf of the EBF

06-07 June 2024 – Malaga, Spain



2



3 (there are many more) current examples where in Bioanalysis we 
do too much – we are lazy!
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Historically & today we play it safe (especially big pharma)
We don’t see that trend changing
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The introduction of the ICHM10

Ø Is this the most important document to Bioanalysts?
Ø Does this solve and answer all our questions 

around analysing PK samples?
Ø Does this in cases add complexity?
Ø Does it ensure safer drugs to patients?
Ø Do we over interpret and ignore what's on the most 

important section? 

4



IVDR – are we already over interpreting? and who 
are the culprits?
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Ø Our community
Ø Our regulatory groups
Ø Regulators
Ø ………….



IVDR – An overview from a regulatory groups perspective
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IVDR – An overview from a regulatory groups perspective 
cont.
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The most important section in any regulation
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We have options

Ø We can agree and work out how to fit 
certain PK & ADA assays into the IVDR 
process

Ø We can push back and explain why?
– e.g. For PK is the ICHM10 not enough 

to ensure patient safety?

Ø We can implement when we know we 
have a drug

9



90% of clinical drug development fails
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What are the implications if we over interpret? 

Ø We add complexity

Ø We potentially slow down the delivery of important medicines to 
patients

Ø We distract ourselves and dilute our efforts on what is really important

Ø We build a culture of doing more and more and more – where does it 
stop?

Ø Financial impact – doing more and slowing delivery
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In the end if we over interpret who loses the most?

Ø Does always doing more add value to the 
patient?

Ø Does having a CE labelled PK assay make 
a safer drug?

Ø Ultimately - “what we sugest should and will 
not put patient safety at risk..
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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/

