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Compliance Issues in the Life Sciences:  

Fraud and Corruption  
   

Week 1 Readings and Activities  
  

  

Week 1:  Compliance Fundamentals  
  

 

Objectives  Requirements  

Upon completion of this module, students 
will be able to:   

           

1. Explain the legal history of 
compliance in the United States.  

2. Describe the essential elements of 
an effective compliance program.  

3. Explain the role of the compliance 
officer.  

4. Identify the core competences of 
the compliance officer.  

  
  

Readings:  
  

1. Federal Sentencing Guidelines 
excerpt: An Effective  
Compliance and Ethics Program  

  

2. HHS OIG Compliance Program    
        Guidance for Pharmaceutical   
       Manufacturers  

  

3. Sue Egan, Compliance Basics 3:  
Designating a Compliance  
Officer and Compliance 
Committee  

  
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.  

  

  

  

TQ 1.1: What is the role of a compliance committee and who should serve on it? Are companies legally 
required to appoint compliance committees?  

  

TQ 1.2: The OIG Guidance identifies “the integrity of data used to establish or determine government 
reimbursement” as an area of high risk. What specific items does the Guidance indicate should be taken 
into account in companies’ reporting of price information to state and federal agencies?  

  

TQ 1.3: As discussed in this week’s video, compliance officers in small and start-up companies 
sometimes have other responsibilities in addition to compliance. What does the OIG Guidance say about 
such arrangements?  

  

TQ1.4: Some say that the compliance officer’s job boils down to Prevention, Detection, and Correction. Is 
this mantra consistent with the seven elements in the OIG Guidance?  

 TQ1.5: Describe how the federal sentencing guidelines compare with the OIG’s seven 
elements.  

  

TQ1.6: How does the OIG guidance suggest that companies identify topics for employee training?  
  

Bonus question: Who was the Inspector General (IG) who promulgated the OIG Guidance and 
what famous person was the IG related to?   
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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:  Describe the benefits and drawbacks of the different reporting lines of the Compliance Officer, 
as described in Eagaen’s “Designating a Compliance Officer and Committee.”   

  

DQ 1.2:  Do you believe that the OIG Guidance suggestions for establishing “effective lines of 
communication” are likely to work in most business settings? What factors might undermine their 
effectiveness?  
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