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x CWRU Weatherhead Executive Educatiemgject Leadership Certificate Program
x FDAGuidance Document Searchttps://www.fda.gov/requlatoryinformation/searchfda-
guidancedocuments
o Investigational New Drug Applications (INBEetermining Whether Human Research
Studies Can Be Conducted Without an IND
o Oversight of Clinical Investigation®\-RiskBased Approach to Monitoring
f A RiskBased Approach to Monitoring of Clinical Investigations Questions and
Answers

x HHS/NIH Resources
0 Health and Human Services (HHS) Clinical Research Study Investigator's Toolbox
f Data and Safety Monitoring Board: guidelines, templates, and checklists




