
 

Compliance Issues in the Life Sciences: Advertising, Promotion &  

Transparency  
  

Week 1 Readings and Activities  
  
  

Week 1:  Overview and DTC Ads   

Objectives  Requirements  

Upon completion of this module, students will 

be able to:     

         

1. Describe the primary federal statutory 
and regulatory provisions applicable to the 
advertising and promotion of drugs and devices.  
  

2. Explain the philosophy underlying 
Congress’ and the FDA’s regulation of the 
promotion of drugs and devices.  
  

3. Apply federal statutes and regulations to 
common drug and device promotional activities.  
  

4. Assess the implications of advertising 
and promotion regulations for manufacturers’ 
dissemination of information about off‐label 
uses.  
  

5. Evaluate the appropriateness of industry 
codes of practice on advertising and promotion.  
  

6. Describe the FDA’s limits on DTC drug  
advertising and compare them to other 
countries’ approaches to DTC drug advertising.  
  

7. Assess the pros – and cons  

Readings:  
  

1.  Federal Statutory and Regulatory  
Provisions on Advertising and Promotion  
2. FDA Guidance on Consumer-

Directed Broadcast Advertisements  
3. PhRMA Guiding Principles: Direct            

to Consumer Advertisements About 

Prescription Medicines  

4. Direct‐to‐Consumer Advertising of 

Prescription Drugs in Canada  

5. Review: Ethical pharmaceutical            

promotion and communications            

worldwide: codes and regulations, Francer 

et al., Philosophy, Ethics, and Humanities in 

Medicine (2014)  

  

Video Presentation:  
1. View the video presentation by 

Monday of this week.  

  

Activities:  
Activity # 1: Tutorial Questions  
Activity # 2: Discussion Questions  
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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.  

  

  

  

TQ1.1: What statutory language might encompass sales force presentations, or peer‐reviewed articles 

provided during a sales call, within the term “label”?  

  

TQ1.2: Must all labeling appear in hard copy?  

  

TQ1.3: How do the regulations address the inclusion in advertisements of information about off‐label uses 

that represent the standard of care, for which studies establishing safety and efficacy already exist?  

  

TQ1.4: What is (are) the standard(s) or threshold(s) that must be met in establishing that a drug is safe 

and effective?  

  

TQ1.5: What is the concept of “fair balance” and what are the consequences of failing to achieve fair 

balance in an advertisement?  

  

TQ1.6: What limits does the FDA place on DTC advertising of prescription drugs?  

  

TQ 1.7: What voluntary limits on television advertising has PhRMA adopted? 

 

 

 

 

 

 

 

 

 

 

 

 

05302021



 

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 to be student-driven, professors will be participating in the 
discussions as well.  

  

  

DQ 1.1: If you were a government official in a country with an emerging market and tasked with 

developing an overall approach to regulating communications between pharmaceutical companies 

and patients about prescription drugs and medical devices, what approach would you take? Would 

you prohibit all DTC advertising? Allow DTC advertising without any restrictions? Adopt some 

intermediate position? Please explain your reasoning.  

  

DQ 1.2: In 2014, the FDA announced that it would study the impact of limiting the risks presented 

in prescription drug TV ads “to those that are serious and actionable, and including a disclosure to 

alert consumers that there are other product risks not disclosed in the ad.” See the Federal Register 

notice. If you were submitting comments to the FDA on the proposed study, what would you say?  
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https://www.govinfo.gov/content/pkg/FR-2014-02-18/pdf/2014-03390.pdf
https://www.govinfo.gov/content/pkg/FR-2014-02-18/pdf/2014-03390.pdf



