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	Protocol #: HR-
ORSP #:      
Sponsor Tracking #:      


Institutional Review Board
Protocol Amendment Form
Directions: Submit this completed Amendment Form with original signature(s) or electronically along with any additional materials, including revised consent forms, information sheets, surveys, questionnaires, etc. For instructions on electronic submission, contact the ORC. 
**For all documents changed by this modification (not including this form), you must insert all changes in bold, italics or highlights to distinguish between previously approved information and current requested changes.  In addition, please provide final, unmarked versions of consent forms and flyers that may be stamped by the ORC when the amendment is approved.
Submit to: Office of Research Compliance, 560 North 16th Street, Room 102, Milwaukee, WI  53233
Phone: 414-288-7570  
Fax: 414-288-6281 
Web site: http://www.mu.edu/researchcompliance 
Principal Investigator:      
Department:      
Phone:      
E-mail:   @marquette.edu
Project Title:      
PI Certification

By signing below or submitting this document electronically, I agree to accept primary responsibility for the scientific and ethical conduct of this project as approved by the IRB.  The proposed changes cannot be made until I receive documentation of IRB approval.

	     
	     









Signature of Principal Investigator             
Printed Name                           Date

FOR STUDENTS, a Marquette faculty supervisor’s signature is required or this document must be submitted electronically by the supervisor. Faculty Supervisor: By signing below or by submitting this document electronically, I certify that I have reviewed this document and approve the proposed changes and continue to approve of the scientific and ethical aspects of the project.  I will supervise the above listed student and ensure compliance with human subjects’ guidelines.

	     
	     









Signature of Faculty Supervisor              
Printed Name


Department

1. AMENDMENT DESCRIPTION (Check all that apply)

 FORMCHECKBOX 
 Changes to currently approved research procedures

 FORMCHECKBOX 
 Changes to currently approved forms (i.e. consent, advertisement, survey, etc.)

 FORMCHECKBOX 
 Add additional research participants (subjects)

 FORMCHECKBOX 
 Add or change research personnel


 FORMCHECKBOX 
 Other (describe under question 5)
2. RISK ASSESSMENT


 FORMCHECKBOX 
 This revision does not increase risk to participants enrolled in the study (expedited review possible).

 FORMCHECKBOX 
 This revision does increase risk to participants enrolled in the study (include specific details in the revision description).

3. SUBJECT RECRUITMENT

a. Original protocol approved for       number of subjects.

b. Previously approved amendments have added       number of subjects.

c. Current request is for an additional       number of subjects.

d. Total number of subjects for this protocol:       (a + b + c)

e. Explain how you determined the number of additional subjects required to complete this study:      
4. PROJECT PERSONNEL/ASSOCIATES 

Provide the names, titles and affiliations of all investigators you wish to ADD to this protocol (students included).  Please use an attachment if more space is required.  
OHRP interprets an “investigator” to be any individual who is involved in conducting human subjects research studies.  Such involvement includes:

· obtaining information about living individuals by intervening or interacting with them for research purposes;

· obtaining identifiable private information about living individuals for research purposes;

· obtaining the voluntary informed consent of individuals to be subjects in research; and

· studying, interpreting, or analyzing identifiable private information or data for research purposes.

Please note that Training Certificates are required for all human subject investigators.  Certificates can be obtained by visiting http://phrp.nihtraining.com/users/login.php and completing the IRB Tutorial Designed by the National Institute of Health.  Copies of Training Certificates should be forwarded to the Office of Research Compliance.  
	Name
	Institution
	Status

(Faculty, Grad., Undergrad., etc.)
	Project Role

(Co-PI, Key or Non-Key Personnel, Consultant, etc.)
	Contact e-mail
	Tutorial

(Attached or        On File w/ MU ORC)

	     
	     
	     
	     
	     
	 FORMDROPDOWN 


	     
	     
	     
	     
	     
	 FORMDROPDOWN 


	     
	     
	     
	     
	     
	 FORMDROPDOWN 


	     
	     
	     
	     
	     
	 FORMDROPDOWN 



5. REVISION/AMENDMENT DESCRIPTION

Describe in detail below the changes you are requesting to your approved protocol.  Include a detailed explanation of the reason(s) you are seeking to modify your previously approved research project.  In addition, explain how new information from this amendment will be communicated to currently enrolled participants (i.e. will participants be re-consented):
     






	For Office Use Only

Human Subjects Committee

Original Disposition:
     Exempt          Expedited          Full Review          Original Approval Date: ___/___/___

____________________________________________________
____/____/____

Signature of Institutional Review Board Representative

        Date

____________________________________________________
____/____/____

Signature of Institutional Review Board Chair


        Date
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