3D PHARM §24 CHANGE

Ded/cated Drug Development Xperts

Fast-track drug development
taking the highway or the roundabout?

Ronald van der Geest, Co-founder

For: Molecule to Business
NovioTech Campus - May 25, 2023



_— 3D PHARM §24 CHANGE

D 3D-PHARMXCHANGE CONSULTANCY & PROJECT MANAGEMENT
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" BRIDGING THE VALLEY OF DEATH

WHAT IT IS:

High risk phase between discovery
and (partially) derisked late-stage
development & commercialisation

“From bench to bedside”

Translational R&D

B. Mellor, Nature 2008
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I ORGANISATIONAL ASPECTS: CROSS-FUNCTIONAL TEAMWORK
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T ORGANISATIONAL ASPECTS: THE CORE PROJECT TEAM
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T ORGANISATIONAL ASPECTS: CORE TEAM GOOD PRACTICES
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Staff the core project team as early as possible and assure:
- completeness

- availability

- continuity within the team

- alignment with the company goals

- allow flexibility within the team

‘ Late stage experts
Early stage experts f
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" FIT OF THE TEAM IN THE ORGANISATION
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I DRUG DEVELOPMENT PHASES — TEXTBOOK EXAMPLE
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Dd ated Drug Development Xperts
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1 TAKING A MORE CLOSER LOOK AT REALITY ...
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The Long Road to a
New Medicine
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" WHAT NEEDS TO BE IN PLACE PRIOR TO A FIRST-IN-HUMAN TRIAL?
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" WHAT DOES AN INTEGRATED DEVELOPMENT PLAN LOOK LIKE?
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" HOW TO DO CRO SELECTION & BUDGETTING?

1.1 Protocol

1.2 Investigator's Brochure
1.3 Volunteer Information
1.4 CRF

1.5 1MPD

1.6 Submissions to EC and CA

2.1 Recruitment (incl. volunteer fee + screening)

2.2 Volunteer insurance

2.3 Handling of supplies (include destruction, if possible)
2.4 Clinical Conduct

2.5 Lab safety

2.6 CRF Handling

3.1 Database Set-up

3.2 Data Preparation / Handling
3.3 Data Entry

3.4 Checks / Validation

3.5 Coding

3.6 SAE-Reconciliation

3.7 Data transfer

4.1 Sample Handling / Shipment

4.2 Generation of analytical protocol
4.3 Assay Development / VValidation
4.4 Sample Analysis

4.5 Analytical Report

5.1 Statistical Analysis Plan

5.2 Randomization

5.3 Data Preparation / Handling
5.4 Listings, Figures, Tables

5.5 PK Evaluation

5.6 Statistical Tests

Dedicated Drug Development Xperts
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W QUESTION: THE CONTRIBUTION OF “THE HUMAN FACTOR” ON SUCCESS?
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W QUESTION: THE CONTRIBUTION OF “THE HUMAN FACTOR” ON SUCCESS?

70/30 RATIO
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- SIMILAR DRUG-DEVICE COMBO & INDICATION - DIFFERENT PROGRAMS/SCENARIO’s
The human factor in practice

4 phase | trials 6 phase | trials 1 phase | trial
1 phase Il trial 0 phase Il trials 1 small phase Il trial
2 phase lll trials 2 phase lll trials

2 open label trials

development development development
duration: duration: duration:

Est. 5-6 yrs Est. 4 yrs Est. 2 yrs

Est. budget: Est. budget: Budget:

105 M 60 M 5-6 M



WORDS MAY INSPIRE
BUT ONLY ACTIONS CREATE VALUE
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