Case Study Assignment

Development and Approval of Drugs and Devices 

Epidemiology 260 

Spring 2012  

Purpose:  To learn about obstacles in drug development. 95% of drugs fail.  Why do they fail, and is it unavoidable?  How are issues overcome?  Some are unavoidable, and some are not. 
Due Dates:  
· The completed case study is due on Wednesday, May 30, 2012, submitted electronically to Dr. Chin.
· The Case Study, Part I will be discussed in class on April 25, 2012. In preparation for discussion of your Case Study during class, please do the following:

1. Draft the following sections of your case study:
a. Origins of the drug (device or vaccine)

b. Unmet medical need

c. Regulatory Pathway

d. Clinical Development
2. Email a copy of this portion of the assignment to Brundusa Truta, M.D. 
      [Brindusa.Truta@ucsf.edu] and Richard Chin [richardchin@yahoo.com} by noon on Monday, April 23 to allow time for him or for review and comment on your project.
3. Bring a copy to class on April 25 and be prepared to present.
Format: The case study should be a well-researched case study on a drug (or vaccine, or device).  It should be 10-15 pages and in a traditional case study format, similar to business school or law school case study format.  Examples may be found in Building the Case for Biotechnology by Mark Ahn and copies of previous year’s cases will be available.
Please select the case study on a drug that failed, or at least one that failed before being successful.  Examples of failure would include Vioxx, Exubra, Posicor, etc.  Examples of successes that failed before being successful include Zithromax, Angiomax, Fanapt, and Cycloset. 
You may work on the cases individually or as a team.  Team cases should be longer and more detailed, and the cases should reflect greater amount of work.
Please discuss: 

· Origins of the drug: 

· Science

· Pathophysiology

· Why they thought it would work 

· Unmet medical need 

· Why drug is needed

· Other available therapies

· What was the intended benefit?
· Regulatory pathway 

· Clinical development 

· Commercial considerations 

· Organization(s) developing the drug 

· Background of personnel developing the drug 

· Choices made in development 

· Mistakes made in development 

· Problems they encountered and what they did about it
Sources may include:

FDA Website
· Approved drugs

· FDA Review
· FDA Advisory Meeting Transcripts

· Briefing books
Scientific papers 
Biocentury and Bioworld articles 
Pink Sheets 
Wall Street Journal 
Publicly owned companies
SEC website/filings
Annual Report
Website: press releases
Litigation
Personal contacts/interviews
Industry publications
