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Marquette University Graduate School
Manufactured and Fabricated Device Form
This form is intended to evaluate whether a project, already determined to not require IRB review under OHRP or FDA, requires IRB review under university policy on educational activities potentially involving manufactured and fabricated devices (UPP 2-3: Distribution and Disposal of Manufactured or Fabricated Devices http://www.marquette.edu/upp/documents/upp2-3.pdf ).  If you do not know whether your project requires IRB review under OHRP or FDA, please contact the Office of Research Compliance at 414-288-7570 prior to submitting this form.

Directions: Submit this completed Manufactured and Fabricated Device Form along with any additional materials, such as Capstone Design Project Description, to:
Ms. Melody Baker, on behalf of Dr. Jeanne Hossenlopp
Holthusen Hall, room 305
Milwaukee, WI  53233
Phone: 414-288-1532

Submitter:      	
Faculty Project Advisor:      
Students Involved in Project (list):      
Submitter’s Department:      
Submitter’s E-mail:       	
Submitter’s Phone:      

Project Title:      

Submitter Certification

In signing this description of the project, I agree to accept primary responsibility for the accuracy of this description. 


___________________________________________________________________________________________________________
Signature of Submitter             	Printed Name                           Date

FOR STUDENTS, a MU faculty advisor’s signature is required. In signing the description of the project, the faculty advisor certifies that they have reviewed the project description and approved this project.  


___________________________________________________________________________________________________________
Signature of Faculty Advisor             	Printed Name			Department


	For Office Use Only
Vice Provost for Research Determination
Disposition (circle one):	     IRB Review required                  IRB review not required

____________________________________________________	____/____/____
Signature of Vice Provost for Research	                      		        Date
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***Please note that in order to choose any of the check boxes on this form, you must double click the box and select "Checked" as the Default Value***

This is a:
|_| Research Proposal
|_| Thesis/Dissertation
|_| Class project (list Dept. & Course #): 
|_| Private consulting activity 
	|_| Other (specify):      

Is this project funded:
|_| Grant funded
|_| Contract funded
|_| Other (specify):      
|_| Self-funded or not funded 
	
Submitter Status:
|_| Undergraduate
|_| Graduate
|_| Faculty/Administrator
|_| Other (specify):      

Project Description, focusing on manufactured or fabricated devices and their physical interaction with human beings: 









Do you plan to do any of the following (check all that apply):
|_| Manufacture a new device (i.e. create a new device)
|_| Fabricate an existing device (i.e. start with an existing device and add, change, or remove components)
|_| Test a manufactured or fabricated device on Marquette University students or employees
|_| Test a manufactured or fabricated device on someone external to Marquette University
|_| Transfer a manufactured or fabricated device to a company or corporation
|_| Transfer a manufactured or fabricated device to a third party


Please submit completed original to Dean of the Graduate School and Vice Provost for Research, via Ms. Melody Baker, Holthusen Hall, Room 305, Phone: 414-288-1532.
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