Summary of Changes

Page 1 Updated information to guide investigators who are conducting clinical trial of medical device
to use the Research Study Protocol template.

Page 4 Added fields for multi-study site(s).

Section 5 Updated the description guide for clinical trial of medical device.

Section 6.2 Adjusted the language on reporting requirements to CIRB.

Section 6.5 Added HSA reporting requirements for clinical trial of medical device.



