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	FORM R.F.3:  ADVERSE EVENT REPORT SUMMARY SHEET (to be uploaded with the eIRB Continuing Review application)

Directions: 

1. This form should be used to record all adverse events. These occurrences include:

a.  Anticipated problems/events that are described in the protocol, informed consent form, and/or investigator’s brochure, and
b.  Problem/events that meet with JHM IRB prompt reporting requirements.
For information about the JHM IRB policy on Prompt Reporting of Problem/Events please refer to: https://www.hopkinsmedicine.org/institutional_review_board/guidelines_policies/organization_policies/prompt_reporting_policy.html
2. Upload this form where prompted in the eIRB Continuing Review Application.

Note: If a sponsor requires immediate reporting of an adverse event to the IRB, but it does not meet the JHM IRB requirements for prompt reporting, please complete and submit a Problem Event Report in eIRB, selecting the last box, indicating the sponsor’s requirement and add to this log.  

DO NOT USE FOR SPONSOR GENERATED IND SAFETY REPORTS

	JHM IRB Application Number:

Participating Site Name (if applicable): 

Principal/Participating Site Investigator:

	Date of Problem/Event 
	Subject  ID

(No PHI)
	Description of Event (attach extra pages, if needed) and Outcome (if applicable): 
	Was the event reported to the IRB during the past approval period? If yes, provide date of the Problem Event Report and JHM IRB review determination.
	Was this Event related to the COVID-19 pandemic?
	Date problem/event was reported to the sponsor or FDA (for IND/IDE studies only)
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