
Clinical Research and the Law: Compliance Issues for Research Sponsors 
 

Week 1 Readings and Activities 
 

Week 1:  Good Clinical Practice (GCP) Compliance 
 

Objectives Requirements 

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

1. Explain the overall purpose of good 
clinical practice requirements 

2. Identify the source of good clinical 
practice requirements in different 
jurisdictions 

3. Distinguish between core GCP 
requirements and specific requirements 
that vary depending on the jurisdiction 

4. Appraise the strengths and weaknesses of 
on-site versus centralized monitoring of 
clinical trials 

5. Explain the sponsor’s role in reporting 
adverse reactions  

 

 

Readings:  
 

1. International Conference on Harmonisation 
of Technical Requirements for Registration 
of Pharmaceuticals for Human Use, History 

2. International Conference on Harmonisation 
of Technical Requirements for Registration 
of Pharmaceuticals for Human Use, ICH 
Guideline for Good Clinical Practice E6 (R2) 
(Step 2 version, 2015) (skim; focus on the 
introduction (p. 1), the general principles 
(p. 9), and the section on sponsors’ 
responsibilities (pp. 21-35)) 

3. FDA Guidance for Industry, Oversight of 
Clinical Investigations— A Risk-Based 
Approach to Monitoring (2013) 

4. FDA Guidance for Industry and 
Investigators, Safety Reporting 
Requirements for INDs and BA/BE Studies 
(2012) 

5. Detlef Nehrdich, Successful CRO Oversight: 

Mission Impossible?, PHARMAZEUTISCHE 

MEDIZIN, at 68 (2015) 

 

Video Presentation: 
a. View the video presentation by 

Monday of this week. 
 
Activities:  

Activity # 1: Tutorial Questions 

     Activity # 2: Discussion Questions 

 
 
 
 
 
 
 
 

http://www.ich.org/about/history.html
http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Efficacy/E6/E6_R2__Addendum_Step2.pdf
http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Efficacy/E6/E6_R2__Addendum_Step2.pdf
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM269919.pdf
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM269919.pdf
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM269919.pdf
http://www.fda.gov/downloads/Drugs/.../Guidances/UCM227351.pdf
http://www.fda.gov/downloads/Drugs/.../Guidances/UCM227351.pdf
http://waife.com/home/wp-content/uploads/2015/09/PM_0215-p68-73-NEHRDICH.pdf
http://waife.com/home/wp-content/uploads/2015/09/PM_0215-p68-73-NEHRDICH.pdf


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: Briefly define the overall purpose of GCP requirements. What is the source of legally-binding GCP 
standards for research sponsors conducting studies in the United States? What is the source of legally-
binding GCP standards for sponsors conducting studies in the European Union? 
 
TQ 1.2: What does a “risk-based” approach to monitoring mean? What does “centralized” monitoring 
mean? Under what circumstances might centralized monitoring be preferable to on-site monitoring? 
Under what circumstances might on-site monitoring be preferable? 
 
TQ 1.3: Under FDA regulations, how do investigators’ obligations to report adverse events differ from 
those of research 
sponsors? 

 

 
 
  



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: Review at least three NIDPOE (Notice of Initiation of Disqualification Proceedings and 
Opportunity to Explain) letters in the FDA’s Clinical Investigators Disqualification Database issued in the 
past ten years. (Click on the column titled “Date of Status” to sort the letters by date.) Do you see any 
patterns in these letters, such as types of violations that appear more frequently than others? Do you 
consider all of the violations equally serious, or do some of them seem relatively “technical” or minor? 
Which violation(s) do you find the most concerning? What advice would you give to sponsors to reduce 
the likelihood that these violations occur? 
 
DQ 1.2: Why do you think research sponsors are increasingly relying on CROs? How might the use of 
CROs create additional compliance risks for sponsors? What should sponsors do to mitigate these risks? 
You answer should include at least two specific examples of compliance issues that might arise in a study 
involving a CRO, as well as your recommendations for managing these situations. 

https://www.accessdata.fda.gov/scripts/SDA/sdNavigation.cfm?sd=clinicalinvestigatorsdisqualificationproceedings&previewMode=true&displayAll=true

