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	Aurora IRB

Protocol for Research Involving Human Subjects
Modification Form
	






(IRB Chair or designee)

· Approval date: 
 ( Expedited  ( Full
Category: §46.110(b)(2)/§56.110(b)(2) or 

A copy of this signed form will serve as notification of approval.

For IRB Use Only

	Research is currently being conducted at:
 FORMDROPDOWN 

 FORMDROPDOWN 

 FORMDROPDOWN 

 FORMDROPDOWN 

 FORMDROPDOWN 

Aurora Medical Center (list sites):      
AMG/Aurora Clinic (list sites):      
VLCC (list sites):      
	

	Aurora IRB Protocol #:        / Protocol Title:      

	Principal Investigator:
	     
	Department:
	     

	Contact Person:
	     
	Phone:
	     
	Fax:
	     

	Mailing Address:
	     
	E-mail:
	     

	Check this box if you are notifying the IRB of a change in Study Coordinator/Contact Person:
	 FORMCHECKBOX 


	Note: A copy of this form with the IRB Chair’s signature will be sent back to the PI to serve as written notification of approval and can be given to the sponsor to document IRB approval. Please list version tracking information here (i.e., amendment number, revision or version date, ICF date, etc.):
	Insert amendment and ICF version dates for current changes:

	
	     

	If this section is completed, this modification has received full IRB approval and the convened IRB has stipulated specific revisions requiring simple concurrence by the investigator. The IRB Chair (or designee) has subsequently verified and approved these changes via expedited review.
	Revised ICF version date: 


Date of expedited review approval: 









(IRB Chair or designee)


THIS FORM WILL NOT BE ACCEPTED ELECTRONICALLY UNLESS YOU CALL THE RSPP OFFICE FIRST AT 414.219.7744 FOR AN OKAY
Instructions: Submit this original form along with the required attachments. Electronic submission will rarely be accepted. Provide requested explanations in summary area or on attached sheets. Modifications may not be initiated until you have received the approved copy of this form, except when necessary to eliminate apparent immediate hazards to the subject. Approval of this modification does not change the original period of approval of your Aurora IRB application. If this form is not complete, if revisions are not summarized, or if the revised portions of the pertinent documents are not highlighted, the amendment package will be returned to the submitting coordinator. Time frames for reporting changes to your approved study are set forth in SOP RR 403.

Please plan accordingly and allow a minimum of two weeks for processing and approval. If this modification requires review at a convened meeting of the IRB or by the IRB Primary Reviewer, length of time for approval could exceed one month.

This section must be completed for all changes:
· Is a revised protocol necessary as a result of this change? 
 FORMCHECKBOX 
 Yes /  FORMCHECKBOX 
 No
If yes, please attach a summary and justification of the changes and the revised protocol with changes highlighted.
· Is a revised informed consent document necessary as a result of this change? 
 FORMCHECKBOX 
 Yes /  FORMCHECKBOX 
 No
If yes, please attach a summary and justification of the changes and revised consent form with changes highlighted.
· Are there subjects currently receiving research-related interventions?  FORMCHECKBOX 
 Yes /  FORMCHECKBOX 
 No 

· If consent changes affect subjects already enrolled, will those subjects be required to sign the revised consent?

 FORMCHECKBOX 
 Yes /  FORMCHECKBOX 
 No /  FORMCHECKBOX 
 No subjects currently enrolled /  FORMCHECKBOX 
 Changes do not affect subject(s) already enrolled

If NO, how will new information be communicated if subject does not sign the revised consent document (e.g., informed consent addendum, letter to subject, verbal notification with documentation)? Attach addendum, letter, etc. for review.      
· Is a change in drug dosage (increase or decrease) being proposed? 
 FORMCHECKBOX 
 Yes /  FORMCHECKBOX 
 No
CHANGES THAT DO NOT REQUIRE THE PRINCIPAL INVESTIGATOR’S ORIGINAL SIGNATURE:
 FORMCHECKBOX 

Minor editorial modifications to the protocol that do not alter the meaning (protocol must be attached with changes highlighted). Summarize changes below.
 FORMCHECKBOX 

Protocol title changes (list new title below):

     
 FORMCHECKBOX 

Minor types of modifications to the consent form (consent must be attached with changes highlighted). Summarize changes below.
 FORMCHECKBOX 
  (1) Adding or revising contact information (i.e. phone number, mailing address, contact persons);

 FORMCHECKBOX 
  (2) Revisions to reflect what was already approved by the IRB in the protocol;

 FORMCHECKBOX 
  (3) Defining a phrase more clearly in lay language, or spelling corrections;

 FORMCHECKBOX 
  (4) Incorporating updated IRB-recommended consent or HIPAA compliant template language.

 FORMCHECKBOX 
  (5) Incorporating sponsor-requested consent language changes.

 FORMCHECKBOX 

Adding or removing an Aurora region, facility, clinic or department. When adding a location, you are required to obtain administrative approval from the site and all involved departments prior to implementing the study at that location using the Aurora IRB Addition of Aurora Facility Form, which must accompany this modification (RSPP office staff will forward a copy of this request to the Director of Clinical Trials). Final IRB approval will not be granted until the form has been completed. Please list all changes below:
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Adding:      

Removing:      
 FORMCHECKBOX 

Submission or modification of advertisement (including mode, verbiage, etc.). Attach advertisement, highlighting any changes. Please note that IRB approval does not constitute administrative approval to post the advertisement. There may be Aurora logo requirements that must be met. Please contact Aurora Creative Services for more information.

 FORMCHECKBOX 

Addition or removal of a questionnaire from the protocol and its reference on consent form (attach revised protocol and consent with changes highlighted). Provide a rationale for addition or removal of questionnaire below.
CHANGES THAT REQUIRE THE PRINCIPAL INVESTIGATOR’S ORIGINAL SIGNATURE:
 FORMCHECKBOX 

Significant changes to protocol/informed consent of a scientific or substantive nature. Changes in this category require that the Submission Form be revised to reflect how the study is currently being conducted. Examples (not an exhaustive list) of significant changes include: changes to study design; alteration of study arms; changes in objectives or goals of research; revision to randomization scheme; change in risk profile of study drug; a change in study benefit; additions or deletions of inclusion/exclusion criteria; addition or deletion of significant research- required procedure/test/exam; addition of sub-study; change in study title to reflect one of the above changes; addition/deletion of study related questionnaires; new recruitment measures (including the addition of advertisements when not a previously approved method of recruitment) [a 502A form may be required also].  Summarize all changes below in “other box”. Provide a rationale for the changes.

Revised/new documents (e.g. protocol amendment, questionnaires, recruitment tools, 502A form, etc) MUST be attached – all changes should be annotated/highlighted.

 FORMCHECKBOX 


Request for Protocol Exception (see Aurora IRB SOP 403 for further information). Please summarize the rationale for the exception in the “other” box below. You MUST attach the sponsor’s approval of such exception for multicenter studies to this request.

 FORMCHECKBOX 


Changes in the PI, co-investigators, or sub-investigators (attach a copy of the revised FDA form 1571, 1572, or investigator’s agreement for device studies AND Delegation of Authority Log). Please list the changes below, including name(s) and degree(s) earned. (Additional investigators must submit an original signed Conflict of Interest Form (GA 104A). A copy of their NIH Tutorial certificate must also be on file in the Aurora RSPP office prior to approval of this modification. If the PI is changing, a copy of the new PI’s curriculum vitae must be submitted to the Aurora RSPP office). 


Adding:      

Include role of new investigator in study:      

Removing:      
 FORMCHECKBOX 

Request an increase in the site’s anticipated subject enrollment. Please provide a justification for the request in the box below. Also, attach documentation that the sponsor approves of the anticipated increase for the site.

 FORMCHECKBOX 

Closing a study to accrual (date      ). If safety related, attach documentation. 
Are subjects active, in follow up, or does the study need to remain open for data analysis?   FORMCHECKBOX 
 Yes /  FORMCHECKBOX 
 No (If NO and the study is permanently closed to accrual, DO NOT SUBMIT THIS MODIFICATION FORM. Please complete the Aurora IRB Continuing Review/Final Report form to close the study).

 FORMCHECKBOX 

Temporarily closing a study to accrual or placing a study on hold (date      ). If safety related, attach documentation.
 FORMCHECKBOX 

Reopening a study to accrual that was previously temporarily closed or placed on hold (date      ). Attach documentation from sponsor. This change may require full committee approval.

 FORMCHECKBOX 

Other - must be summarized in the box below (call RSPP office to determine if principal investigator signature is required).

Use this box to summarize protocol and informed consent document changes (this box will expand) or other requested information. You may attach additional sheets if necessary. NOTE: this is NOT optional – you must summarize all changes AND include how these changes affect the conduct of the study.
     
________
If the ONLY changes are in categories that do not require the principal investigator’s original signature, by initialing this line and signing this modification form, you are assuring the Aurora IRB that you have discussed the changes with the principal investigator and have received his or her approval to submit the proposed changes to the Aurora IRB.

I assure the Aurora IRB that the proposed changes will not be initiated without Aurora IRB approval, except when necessary to eliminate apparent immediate hazards to the subjects.

   (Signature of Principal Investigator or Study Coordinator)

(Date)

NOTE: The Aurora IRB requires the original signature of the Principal Investigator, unless the change is in one of the categories noted above. If the RSPP office determines that the Principal Investigator’s original signature is required, notification of modification approval will not be sent to the Principal Investigator until the RSPP office has received the original signature.
______ COI form (GA 104A) submitted


______ Medical Staff Privileges verified (send to Credentials Dept for device studies)


_____ Online Credential verification


_____ Delegation of Authority log (DOA)





_____ NIH Tutorial on file


_____ Research Privileging, if applicable


_____ 1571/1572 or investigator agreement








______ Addition of Facility Form sent









Aurora Health Care Research Subject Protection Program and IRB Office
Courier/hand delivery: Winter Research Building / 836 N 12th St / Milwaukee, WI  53233
US Mail: 945 N 12th St; PO Box 342   W310 / Milwaukee, WI  53201-0342


tel 414.219.7744 / fax 414.219.7477 / e-mail: IRB.office@aurora.org
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