
HOW TO START  
AND GROW 

A LIFE SCIENCES COMPANY

Practical Advice for Start-up Companies & Incubators



You Imagine the Possibilities,
We’ll Handle the Realities
Getting started and moving to the next level requires careful planning and sound legal advice.  
Every day, our attorneys work with emerging growth companies to develop and execute  
strategies that help businesses grow.

www.ballardspahr.com
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“What you realize as an 
entrepreneur is you start to 
create your own path; it’s not a 
straight path, as if you know 
where you go.  What you need is 
a machete.”   

“A true entrepreneur is not only 
concerned with making money, but 
is passionate about the mission that 
they want to accomplish.”   

“My advice to an 
entrepreneur would be 
have criteria similar to 
the ones I developed for 
myself and follow those 
to the road it takes to the 
end.”   

205282.Color Text.indd   7205282.Color Text.indd   7 4/12/11   8:47 PM4/12/11   8:47 PM



 
 

205282.Color Text.indd   9205282.Color Text.indd   9 4/12/11   8:47 PM4/12/11   8:47 PM



205282.Cover.indd   4205282.Cover.indd   4 4/12/11   8:29 PM4/12/11   8:29 PM

12 
 



205282.Cover.indd   4205282.Cover.indd   4 4/12/11   8:29 PM4/12/11   8:29 PM

13 
 

 

COMMON TYPES OF EQUITY-BASED COMPENSATION
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Main Topics of 
Due Diligence 

Focus of Inquiry Results Sought 

Financial Validation of historical 
information; review management 
and systems 

Provide basis for valuation 
and confirm underlying 
profit; check systems and 
controls; assess tax liability 

Intellectual Property 

 

Validity, duration and protection of 
patents; freedom to operate; ability 
to exclude others 

Expiration; impact; cost; 
restrictions on use; 
patentability 

Legal Contractual agreements; existing 
or potential litigation; issue 
spotting; equity structure; stock 
issuances; environmental or 
controlled-substances issues; 
employment or benefit issues; 
antitrust; FCPA 

Warranties and indemnities; 
validating existing contacts; 
liens and encumbrances; right 
of first refusal in out-licenses; 
preemptive rights; 
capitalization tables; 
obligations and liabilities; 
subsidiaries and affiliates  
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Main Topics of 
Due Diligence 

Focus of Inquiry Results Sought 

Commercial (dependent on stage 
of development) 

Competitive position and 
commercial prospects 

Input to valuation; cost of 
goods; supply agreements; 
reimbursement 

 

Regulatory FDA reports, presentations, IND or 
other submissions; regulatory 
audits; other potentially applicable 
regulations (e.g., controlled or 
radioactive substances, or other 
environmental hazards) 

Questions/concerns raised by 
FDA or other authorities; 
problems with regulatory 
compliance; reimbursement 
and pricing issues 

Safety and Efficacy Issues 

 

Toxicology findings; preclinical 
and clinical data results 

Issues with safety of potential 
products; efficacy concerns 

CMC Issues Manufacturing process, data and 
capabilities 

Formulation Issues; stability; 
expected shelf-life 
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Steps in Big Pharma Deal – At a Glance 
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 Professional 
Advisers 

Local Industry 
Trade Group or 

Chamber of 
Commerce 

Talent 

Patient and Physician Groups 

Global Bio-pharmaceuticals 

Government 

Clinical Research Organizations 

Funding Organizations 

Start-Up Support Organizations 

Suppliers Vendors Key Business Stakeholders 

Academic 
Institutions 

Your Emerging 
Company: 

 Biotech 
 Pharma 
 Device 
 Diagnostic 
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