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R&D:R&D:
Job roles in the birth of a medicineJob roles in the birth of a medicine
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Drug SafetyDrug Safety
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Drug SafetyDrug Safety -- R&DR&D

Approval/Launch

Commercialisation
1) Adverse events (post-market surveillance)
2) Off-label use
3) Unexpected beneficial effect
4) Use in non-approved populations
5) Adherence/compliance trends
6) Signal detection/management
7) Periodic assessment of risk-benefit
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Development
1) Safety (adverse events)
2) Efficacy
3) Dose

Approval/Launch

Commercialisation
1) Adverse events (post-market surveillance)
2) Off-label use
3) Unexpected beneficial effect
4) Use in non-approved populations
5) Adherence/compliance trends
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Drug SafetyDrug Safety -- R&DR&D
Post-marketing surveillance
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Medical AffairsMedical Affairs
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Medical AffairsMedical Affairs -- R&DR&D

Development

Approval
Commercialisation

1) Interact with various stakeholders to identify medical needs (decision makers, influencers, patients,
patient advocates etc.) and/or medical gap

2) Enhance medical value for patients in a cost-effective manner (e.g. reduce out-of-pocket costs, quality
of life), government (cost on healthcare system, health policy implementation) etc.

3) Be proactive (embrace and experiment with new technologies in social media, mobile health devices etc.)

4) Interact with other departments and translate insights in opportunities
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Medical AffairsMedical Affairs -- R&DR&D (cont.)(cont.)

Approval
Medical writing

Commercialisation
1) Combination of medical knowledge and
patient experience (real-world evidence)
2) Medical information
3) Medical writing
4) Clinical trial/study design
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Development
1) Clinical trial design
2) Credible and unbiased analysis of clinical trial data
3) Risk/benefit assessment

Approval
Medical writing

Commercialisation
1) Combination of medical knowledge and
patient experience (real-world evidence)
2) Medical information
3) Medical writing
4) Clinical trial/study design



Future R&DFuture R&D

R&D
should

Create value and reduce costs
Be innovative and smart (effective and safe therapies

targeted to specific patients )

9June 2017
EL.E.F.I.

Source: www.mckinsey.com

But

 Personalised healthcare cost?
 Pricing/reimbursement delays?



Future R&DFuture R&D (cont.)(cont.)

 Real-life data across a product’s lifecycle to guide clinical trials &
decision making

 Selection (specific therapeutic area vs broad portfolio or
segmentation?)

 Make the most of differentiated assets

 Embrace collaboration/partnerships

A) Pharma mergers

B) Drug co-development

C) CROs take the lion’s share of operational work under R&D
team coordination
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Why choose a career in R&D?Why choose a career in R&D?
 Combine various skills (mobile health applications, patents, social media, health

economics, sales)

 Diverse career and personal development opportunities in pharma and
outside- inc. independent consultant(s), assessor in competent authorities

 Operating at the fore-front of medicine/Innovation

 Limited/indirect contact with patients/benchwork (depending on function)

 Working in a corporate environment
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Thank you!Thank you!
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R&D ComponentsR&D Components
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