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CTR 115 Clinical Research Regulations 
COURSE DESCRIPTION: 
Prerequisites: CTR 110 
Corequisites: None 

 
This course covers the range of national and international regulations and guidances governing the 
development of drugs, diagnostics, medical devices, and biologics. Topics include a review of the regulatory 
agencies, guidelines for regulatory application, required documentation, and protection of human subjects. 
Upon completion, students should be able to demonstrate a basic understanding of regulations and guidelines 
associated with clinical research and describe effective means of compliance. Course Hours Per Week: Class, 3. 
Semester Hours Credit, 3. 

 
LEARNING OUTCOMES: 
Upon completion of this course, the student will demonstrate basic cognitive and practical knowledge and 
skills in each of the following areas: 

1. Apply regulatory, legal, and guidance parameters within a clinical research project 
2. Identify the function, composition, activities, and responsibilities of an Institutional Review Board 



CTR 115, Revised March 2024 
 

A.  List the basic elements of an informed consent form according to Federal regulations and ICH 
guidelines 

B. Evaluate a written informed consent form for compliance with the eight basic elements 
C. Describe the methods that can be used to obtain informed consent as indicated in the 

regulations 
D. Identify the circumstances when it is not necessary to obtain informed consent 

  
IV. Define the contractual relationships and party obligations in a clinical research project or study 

A. Describe the contractual nature of the FDA form 1572 as well as the components of this form 
B. Define the obligations of sponsors and investigators in conducting clinical research under 

Federal regulations and ICH guidelines 
C. 

https://www.ecfr.gov/
https://www.ich.org/
https://www.ich.org/
http://www.ich.org/cache/compo/276-254-1.html.
https://www.fda.gov/regulatory-information/search-fda-guidance-documents
https://www.clinicalresearchresources.com/products/book-cg1-2023-comprehensive-clinical-research-desk-reference-for-drug-and-medical-device-trials
https://www.clinicalresearchresources.com/products/book-cg1-2023-comprehensive-clinical-research-desk-reference-for-drug-and-medical-device-trials
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