

[bookmark: _GoBack]Write a response for each set of questions. Your response should be at least 250 words in total for each set of questions. In total, there should be 7 responses.  Each response should be substantive and show a comprehension of the questions. Please place the response for each set of questions directly under the questions that they are answering.
  
· Set One:
1. What is an Institutional Review Board (IRB)? What is their composition?
1. What are the criteria for IRB Review of Research?

1. Set 1 Response

· Set Two:
1. Describe the Orphan Drug Act.
1. Describe the role of the Principal Investigator in research.

1. Set 2 Response

· Set Three
1. Define Conflict of Interest and how can it be prevented?
1. What are the potential Conflicts of Interest (COI) common to research projects?

1. Set 3 Response

· Set Four
1. Describe clinical trials registries and results databases.
1. Why are African Americans and the Elderly underrepresented in clinical trials?

1. Set 4 Response

·  Set Five 
1. Describe the Confidential Disclosure Agreement. How legally binding is it?
1. Describe the Cooperative Research and Development Agreement. How legally binding is it?

1. Set 5 Response


· Set Six
1. Explain the requirements of data capture, storage, security and retrieval
1. How would you develop Product Development Partnerships?

1. Set 6 Response


· Set Seven 
1. What are the approaches to student and resident training in clinical research?
1. Explain the factors that contribute to health disparities.

1. Set 7 Response



