
Course Syllabus 

H545 – FDA LAW – Winter 2014 
INSTRUCTOR: Cindy Jacobs 

Course Overview:  The course will begin with an overview of the FDA, including history and jurisdiction. 
We will then focus on more detailed aspects of the FDA’s regulation of medical devices, drugs, radiation-
emitting products in health care, and vaccines/ blood/ biologics, with specific emphasis on applicability to 
health care clients such as drug/device manufacturers and health care providers.  We will cover the 
applicable statutes, regulations, and interpretive guidelines as well as some relevant case law.  We will 
conclude by looking at issues around research and FDA’s enforcement activity.  The course 
does not cover the FDA’s regulation of food, cosmetics, or tobacco (I am sorry that the general 
course description indicates otherwise; I thought we had addressed that error last year and I am trying to 
get it revised) 

Course Text: Selected excerpts from A Practical Guide to Food and Drug Law and Regulation, Fourth 
Edition, Kenneth R. Piña and Wayne L. Pines, ed., Food and Drug Law Institute, 2012.  

Course Materials:  The course materials consist of the excerpts described above and supplemental 
readings, which consist primarily of applicable statutes, regulations, FDA guidance documents, and 
cases.  

Course Schedule:  The class meets on Mondays and Wednesdays from 9:00 until 10:20 a.m., January 6 
through March 12.  There is no class on January 20 or February 17 (holidays).  The day before each 
class, I will post/email to the class distribution list a note-taking-enabled PDF of the slides for the next 
class.  If you need to miss a class, you will be able to catch up via podcast recordings.  I encourage you 
to attend as many classes in-person as possible, however, as participating in class discussion is helpful 
(and provides 10% of the course grade). 

Course Grade:  There will be a final examination at the end of the term, accounting for 60% of the final 
grade.  This open-book exam will be posted electronically (final platform TBD)  and thus will not appear 
on the exam schedule.  It will be available all during exam week, and you will have 24 hours to submit it 
once you download it; it should take you about 3 hours to complete. 

There also will be a problem-based legal analysis and writing project designed to simulate client advice 
regarding a drug, device or biologics issue, accounting for 30% of the final grade. This will be done as a 
partner/small group project. Class participation will account for 10% of the final grade. 

Electronic submissions:  Written assignments may be submitted in hard copy at the beginning of class 
OR submitted electronically by 9:00 AM on the date they are due.  The final exam also may be checked 
out and submitted electronically.  Submission details will be provided--last year we used Catalyst but I 
need to confirm regarding whether the preferred platform has changed. 
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