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View on the changing world and future challenges for the bioanalytical 
community?
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Complexity & challenges in BA over time are ever increasing

The impact and recognition that BA has is every increasing

The impact we have on the patient is every increasing

If you take three thing away with you from this presentation
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A long, long time ago
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Its not getting easier – comparing 1995 with today

Complexity 
of portfolio’s

Pharma : 
CRO

Culture

What's next

Regulatory

The volume 
of work



Portfolios generally won’t get bigger but they will be 
more complex

5

In 1995 only 1 
Biological, 

compared with 14 
in 2021.  Biologics 
(LM) carries more 

risk (work i.e. 
ADA) than small 
molecules (SM).  
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Breakdown by modality in 2021
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CDER approvals by modality. Small molecules, including peptides of up to 40 amino acids in length, and oligonucleotides are approved as new molecular entities 
(NMEs). Protein-based candidates are approved through biologics license applications (BLAs). ADC, antibody–drug conjugate; mAb, monoclonal antibody. 
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In 1995 large molecules were the anomaly
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Metonidazole
Mycophenolic acid

Iopromide

Lansoprazole

Adenosine

Ibuprofen
Dexrazoxane
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In 1995 BioMarkers, context of use, and Cell and 
Gene Therapies weren’t in our vocabulary

Ø It was PK of small molecules, no ADA, no Biomarkers – 1 plasma 
assay (parent and sometimes metabolite), the only thing we 
contracted was Urine and then the teams wouldn’t pay

Ø Biomarkers and context of use

Ø C&GT - Brings old and new established technologies into the area 
of BA e.g. EliSpot, Western Blot and small numbers of samples

Ø Do we have the skills for today’s and the futures BA requirements?

Ø What are the requirements?
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Not just the 
molecules that are 

more complex
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Increase in number of Drugs to Market
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The 5-year average sits at 51 drugs per year. A decade 
ago, it was 24 drugs per year.

Doesn’t mean we are better at drug development or 
attrition is better – we throw more mud at the wall.

How do we deliver more with less? The simple 
drugs have already been developed
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Complexity increases – Pharma and CRO

Ø In 1995 CRO’s didn’t really exist (the industry only began to emerge in 
its present form in the late 1970s and early 1980s.” Quintiles 1982, 
PPD 1985)

Ø All BA in-house – Discovery, development and innovation

Ø Area of rapid advances – HPLC-UV to LC/MS-MS

Ø Was it better……..  We had full control of prioritisation.  Only competing 
with internal projects and not other companies

Ø Without internal labs how does innovation happen??????
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Regulatory hurdles – in 1995 a FTIH was a “Discovery study”

Ø Over interpretation by regulators and…………………………………..
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GLP GCP

ICHM10 
This will be 
your bible 

for years to 
come

New 
Technologies

4:6:15 LC-MS
4:6:20 LBA

Guidance's may not always be scientifically correct in every 
situation – you can challenge
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Culture in BA – don’t think it has changed 
Ø Reluctance to change and challenge

– Science e.g. Single vs duplicate in LBA assays
– Regulators – its easier just to do than challenge. Due diligences
– The way we work – People inherently don’t like change.  We have to evolve 

or we won’t be successful
– We always show our best work and make it look easy – BA becomes a 

commodity e.g. Small molecule
– Need to move out of the lab to be successful – Things are changing.
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Excellent lab scientist Excellent People leader
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R&D Spending and New Drug Approvals
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10 x the cost = 2 x the number of drugs
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The future

15



1616



17

All I can promise for the future is:
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Complexity = Opportunity
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So What? What can the Bioanalyst do?

Ø We have a voice at the table to say no and to challenge
– The crazy LLQ defining full PK on 1st dose of escalation study
– The 5th assay in a series
– The full validation for an exploratory BioM
– …………………………………………………………………………

Ø Why are we not all doing singlicate analysis for LM? – double the 
throughput

Ø Why are we still discussing acceptance criteria for hybrid assays
Ø Why do we always share the good and not the ugly
Ø Say no to the nice to haves
Ø Accept new technologies without concentrating whole heartedly on the 

issues
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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/

