
FDA Regulation and Liability 
 

Week 1 Readings and Activities 
 

Week 1: The Drug Approval Process 
 

Objectives Requirements 

Upon completion of this week, you will be 
able to:  
          

1. Explain the definitional framework laid out in 
the FDCA for drugs and new drugs. 
 

2. Describe the “real world evidence” standard in 
the 21st Century Cures Act and explain how this 
new standard will impact the drug approval 
process. 
 

3. Identify the core phases involved in clinical 
trials for new drugs and describe the type of 
information each phase seeks to generate about 
a drug compound. 
 

4. Recognize the role that IRBs play in the 
protection of human subjects during the drug 
approval process. 
 

5. Describe the IND process and its role in drug 
approval.  
 

6. List the basic requirements for an NDA and 
explain how the IND data factors into the NDA 
submission. 
 

7. Explain the mechanisms that are available to 
speed up the drug approval process for drugs 
with promise to treat life-threatening diseases. 

Readings:  
 

1. Overview of Drug and Device Approval 
Process (excerpts from Paradise et al., 
pp. 599-601 and Paradise, 478-84) 

2. 21 C.F.R. 50 excerpt 

3. FDA, Investigational New Drug 
Application 

4. FDA, Fast Track, Breakthrough 
Therapies, Accelerated Approval and 
Priority Review 

5. Darrow et al., New FDA Breakthrough-
Drug Category--Implications for 
Patients 

6. 21 U.S.C. 355g - Utilizing Real World 
Evidence  Click for more options 21 
U.S.C. 355g - Utilizing Real World 
Evidence - Alternative Formats 

7. [SKIM ONLY] Title III of the 21st 
Century Cures Act Click for more 
options SKIM ONLY] Title III of the 21st 
Century Cures Act - Alternative Formats 

8. Regulatory Explainer: 21st Century 
Cures Redux and What It Will Mean for 
FDA 

 

Video Presentation: 
1. View the video presentation by Monday 

of this week. 
 
Activities:  

Activity # 1: Tutorial Questions 

     Activity # 2: Discussion Questions 
 

 
 
 
 



 
 

Tutorial Questions for Week 1 
 

The Tutorial Questions are designed to ensure that you have an accurate understanding of the key points in 
the readings.  Answers to these questions can be any length.  Your goal should be to accurately state the 
relevant points of law as concisely as possible.  Your professor will provide feedback and guidance on your 
responses. Answers are due by 11:59PM on Wednesday.   

 

TQ 1.1: What standards does the FDA apply in determining whether to approve an NDA? What is the 
“real world evidence” standard defined under the 21st Century Cures Act, and when can the FDA use it?  
 
TQ 1.2: What are the three types of INDs? How do they differ from one another? 
 
TQ 1.3: Briefly describe the various mechanisms for expedited drug approval and explain their key 
similarities and differences. What is the underlying motivation behind these mechanisms? 
 
TQ 1.4:  What specific concerns does the Darrow article raise about the breakthrough therapy category? 
Do a quick Internet search - how many drugs have been granted breakthrough therapy status through 
2018? 
 
  



Discussion Questions for Week 1 
 

A "threaded discussion" is a discussion forum that allows students to respond to questions posted by the 
professor (original responses), which can then be read by other users who add their own comments in 
response (secondary postings). Unlike chat rooms and other "real-time" interaction forums, threaded 
discussions do not require different users to be logged on at the same time.  

Discussion questions are assigned each week.  Original responses to these questions must be posted by 
Thursday at 11:59PM. Original responses must be at least 250 words and must incorporate concepts from 
the lectures and assigned readings.  

Secondary Responses/Postings: Each student must post two or more secondary responses to other 
students’ postings for each discussion question.  Secondary responses are due by 11:59PM on the 
Monday following the week in which the questions were assigned.  They must be a minimum of 150 
words and, like original responses, should incorporate concepts from the lectures and assigned readings. 
Students are encouraged to embark on interactive discussions that go beyond the minimum number of 
secondary postings.   
 
Although the discussion board is expected o be student-driven, professors will be participating in the 
discussions as well.  
 

DQ 1.1: Under current FDA approval requirements, applicants must demonstrate that a new drug has 
“the effect it purports or is represented to have under the conditions of use prescribed, recommended, or 
suggested in its proposed labeling.”  In most cases, this means that the drug must be shown to be better 
than a placebo.  Should the law be changed to require applicants to demonstrate the comparative 
effectiveness of new drugs—i.e., that the drug is better than, or at least as good as, existing treatments 
already on the market?  Why or why not? 

 
DQ 1.2: The FDA often relies on the expertise of numerous Scientific Advisory Committees to assess 
technological and scientific aspects of particular products.  Along with the FDA, these Committees review 
NDA applications and report their findings to the FDA.  The FDA then considers those findings and 
renders a decision on a given product.  The FDA usually accepts the recommendations of its advisory 
committees, but not always.  Do some Internet research to find examples of situations in which the FDA 
has rejected the recommendations of one of its advisory committees. In your initial posting, discuss one 
or more of these examples, and comment on whether or not you believe the FDA acted appropriately. 


