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	FORM R.F.4: PROTOCOL DEVIATION SUMMARY SHEET

Directions: 

1. Record administrative and minor departures from the IRB approved protocol that “do not affect the scientific 
soundness of the plan or the rights, safety, or welfare of human subjects.”  See IRB Guidance at:   
http://www.hopkinsmedicine.org/institutional_review_board/guidelines_policies/guidelines/protocol_deviations.html
2. Upload this form where prompted in the eIRB Continuing Review Application.

	JHM IRB Application Number:

Participating Site Name (if applicable):
Principal/Participating Site Investigator:

	Date of Deviation 
	Subject ID

(No PHI)
	Description and Cause of Deviation

(attach extra pages, if needed)
	Corrective Action Plan (e.g. submit change in research, re-educate staff, develop checklist, etc.)
	Sponsor Notification Date (required for IND/IDE studies)
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