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Presentation Overview

• Roles for Clinical Pharmacologist within a start-up/early-stage biotech

• Experience that Clinical Pharmacologists can bring from a large company

• Opportunities and challenges at a start-up/early-stage biotech

• Critical points to evaluate at a (start-up/early-stage biotech) company

• Making the jump …. When?  Why?  How? Who/What?



Roles for Clinical Pharmacologist 
within a start-up/early-stage biotech

• Depends on one’s experience, expertise, willingness to grow, …..

• At large companies, Clinical Pharmacologist can gain experience in
• Early and Late Clinical Development and Regulatory
• Different Therapeutic Areas and modalities (eg, biologics, small molecules, …)
• Project leadership and management

• At start-up/early-stage companies, roles could expand to include
• Clinical Pharmacology (study designs, PKPD, DDIs, formulation strategies, …)
• Biomarkers, Bioanalytical, CMC, DMPK,  Preclinical Safety, Regulatory, ….
• Leading project teams and/or management
• Contribute to building a new company



Experience that Clinical Pharmacologists 
can bring from a large company

• “Real-world” drug development know how
• Complex problem solving
• Sound decision making
• Effective collaborations
• Prior experience in building new technical areas/teams is helpful



Opportunities and challenges at a 
start-up/early-stage biotech

• Opportunities
• Contribute in a much broader way to a drug development effort
• Participate in building a new company
• Expand your expertise beyond Clinical Pharmacology
• Apply what you have learned from your previous experiences

• Challenges
• Focus – critical that the company has a clear a focus and vision and priorities
• Organization – need to put in place foundational organization and get it right 

the first time
• Managing growth – people and projects



Points to Evaluate:
Rationale for starting a new company



Points to Evaluate:
Company’s Scientific Strategy



Points to Evaluate:
Company’s Business Strategy 
(18 months; 5 years; 10 years)



Points to Evaluate:
Board of Directors, Leadership, Team



Points to Evaluate:
Finances and Finance Strategy



Making the jump …. Why? 
Who/What? When?  How?

• At some point in the future, you may want to consider a move from a 
large organization to a start-up of a small company

• Recommend thinking carefully about …..
• Why?
• Who/What?
• When?
• How?
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