[image: image1.wmf]
	INSTRUCTIONS
	· Investigator must submit all changes to a study to the IRB.  The IRB must grant approval before the changes may be initiated (e.g., revised protocol, revised consent form, changes to the enrollment goal, etc.)

· Investigator submits all forms, materials, an IRB Change to Approved Study Form describing the proposed changes, and IRB review fee to the IRB Administrative Office

· The changes are placed on the IRB agenda in accordance with the IRB Meeting Dates and Submission Calendar
· The changes will be reviewed by the IRB at a convened meeting or by expedited review, if applicable

· The investigator will be informed in writing of the IRB’s decision

	SUBMIT
	The following MUST be included with the Change to Approved Study Form.
Protocol Amendments

· Description of the change and reason for the change

· Clean copy of the revised protocol

Change in Study Purpose, Procedures, Population, Recruitment, and/or Enrollment Goal
· Summary of changes to the protocol

· Clean copy of the revised protocol, when available
Change to Consent Form
· Copy of the marked consent form, with additions underlined and deletions bracketed
· Clean copy of the consent form, as it will be presented to the subject 

Change to Investigator’s Brochure

· Clean copy of the Investigator’s Brochure

Change to the HIPAA Waiver or Alteration Documents

· Copy of the changed HIPAA documents (waiver or alteration)
Payment of the IRB review fee

· A fee of $300 is charged to review a change to approved protocol.  Include a check or the Internal Transfer of Funds Form with the Change to Approved Study Form.
Mail submission to: 
            Allina Health System

Institutional Review Boards  MR 10105

PO Box 43

Minneapolis, MN  55440-0043

Deliver submission to: 
Allina Health System

Institutional Review Boards  MR 10105

2925 Chicago Avenue

Minneapolis, MN  55407-1321

Incomplete submissions will be returned to the investigator




QUESTIONS?
Call the IRB Administrative Office at 612-262-4920
Change to Approved Study Form


Submission Checklist
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