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http://www.marsdd.com/articles/Investor-engagement-business-plan/
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Read the FDA’s document, 

” You can view it at http://tinyurl.com/2cky5d6.

 

http://tinyurl.com/2cky5d6
http://www.marsdd.com/articles/Investor-engagement-business-plan/
http://www.marsdd.com/articles/Positioning/
http://www.marsdd.com/articles/Positioning/
http://www.marsdd.com/articles/value-proposition/
http://www.marsdd.com/entrepreneurs-toolkit/articles/Value-Proposition.html
http://www.marsdd.com/workbooks/financing-workbook-1-developing-a-financing-strategy-for-your-company/
http://www.marsdd.com/articles/Partnering/
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http://www.marsdd.com/entrepreneurs-toolkit
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http://www.accessdata.fda.gov/scripts/cder/drugsatfda/index.cfm
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In the corresponding section of the workbook template, write 
one or two brief sentences in response to the questions above. 
List assumptions and studies that will validate (or invalidate) the 
assumptions.

®

•
•
•
•
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in vitro

Source: 
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http://www.gene.com/gene/products/information/pdf/herceptin-prescribing.pdf
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Source: 
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•

•

http://pi.amgen.com/united_states/vectibix/vectibix_pi.pdf
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In the corresponding section of the workbook template, write one 
or two brief sentences in response to the questions listed above. 
List assumptions and studies that will validate (or invalidate) the 
assumptions.

®

•
•
•
•
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1Source: 

•

•
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http://www.gene.com/gene/products/information/boniva/pdf/pi.pdf
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In the corresponding section of the workbook template, write one or 
two brief sentences in response to the question above. 

® ®

Contraindications
m

http://www.nlm.nih.gov/medlineplus/ency/article/002314.htm
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http://www.pfizer.com/files/products/uspi_lipitor.pdf
http://tinyurl.com/2cbycf6
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In the corresponding section of the workbook template, write one or 
two brief sentences in response to the questions listed above. List 
any assumptions and studies that would validate (or invalidate) the 
assumptions.

®

           ® 

Source: 

•

•
•

•

•

•

http://www.drugs.com/pro/precose.html
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In the corresponding section of the workbook template, write one or 
two brief sentences in response to the questions listed above. List 
assumptions and any studies that will need to be completed to support 
those assumptions.

® ®

•
•
•
•
•

http://www.marsdd.com/articles/Competitive-Differentiation/
http://www.marsdd.com/articles/Defining-your-competitive-edge/
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Source: 

 

 

Read more about toxicology requirements for clinical studies.

•
•

•

•

http://www.drugs.com/pro/precose.html
http://www.marsdd.com/articles/Clinical-trials-regulatory-guides/
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in vitro in vitro

In the corresponding section of the workbook template, write one or 
two sentences in response to the questions listed on the preceding 
page. List any assumptions and the studies that will validate (or 
invalidate) those assumptions.

•

•
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•

•

•
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In the corresponding section of the workbook template, create 
bulleted summaries in response to the questions listed above. List 
any assumptions and studies that will validate (or invalidate) the 
assumptions. 

Read about the following:
the key aspects of developing a regulatory strategy
the clinical trial application process in Canada, the US and the EU
the application process for the approval of a new drug in Canada, the 
US and the EU

•
•
•

•
•
•
•

http://www.marsdd.com/articles/Positioning/
http://www.marsdd.com/articles/Market-Development-Strategy/
http://www.marsdd.com/articles/Life-sciences-regulatory-guides/
http://www.marsdd.com/articles/Clinical-trials-regulatory-guides/
http://www.marsdd.com/articles/Drug-marketing-Application-process-/
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http://www.fda.gov/
http://www.ema.europa.eu/ema/index.jsp?curl=/pages/home/Home_Page.jsp&jsenabled=true



