Tufts University 

20 Professors Row
Office of the Vice Provost

Medford MA, 02155
Institutional Review Board

(617) 627-3417
Social, Behavioral & Educational Research IRB
IRB PROTOCOL COVER SHEET


	Full Title of Protocol:      

	  Abbreviated Title/Grant Title:      
	 FORMCHECKBOX 
Not Applicable

	Research Type: 
 
	 FORMCHECKBOX 
 Faculty Research
	 FORMCHECKBOX 
 Dissertation
	 FORMCHECKBOX 
 Masters Thesis  
	 FORMCHECKBOX 
 Graduate Research

	
	 
 FORMCHECKBOX 
 Undergraduate Research 
	 FORMCHECKBOX 
 Other: 
	     

	
	
	


	I.  Investigator Information

	Principal Investigator 

(PI)
	Name: 
	     
	Department:
	     

	
	Title: 
	     
	E-mail:
	     

	
	Address:
	     
	Phone:
	     

	
	
 
	     
	Fax:
	     

	
	
	
	
	

	Co-Investigator/ Study Personnel
	Name:
	     
	Department:
	     

	
	Address:
	     
	E-mail:
	     

	
	
 
	     
	Phone:
	     

	
	
	
	Fax:
	     

	
	
	
	
	

	Faculty Advisor (required if student PI)
	Name:
	     
	Department:
	     

	
	Address: 
	     
	E-mail:
	     

	
	
 
	     
	Phone:
	     

	
	
	     
	Fax:
	     

	
	
	
	
	

	On an attached page list all other study personnel/co-investigators involved in the informed consent process that the PI has or will designate and train.

	II. Category of Review Requested   
	Final review level is determined by the IRB/IRB Administrator

	 FORMCHECKBOX 
 Exemption Review (www.tufts.edu/central/research/IRB/Exemption.htm)
	Exemption category #:
	     

	 FORMCHECKBOX 
 Expedited Review (www.hhs.gov/ohrp/humansubjects/guidance/expedited98.htm)
	Expedited category #:
	     

	 FORMCHECKBOX 
 Full Review
	

	Project Timelines 
	PROJECT CANNOT BEGIN WITHOUT IRB APPROVAL

	Meeting dates are located at http://www.tufts.edu/central/research/IRB/MeetingDates.htm.  Plan adequate time for approval.

	Project will begin upon IRB approval   FORMCHECKBOX 
 
	OR Anticipated Start Date:
	     

	
	Approximate End Date:
	     

	
	

	Class Projects
	

	Is this a class project?
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
	  If Yes: Name of Instructor:
	     

	
	Course Number:
	     

	
	
	


	III.  Has the PI taken the online required education module?
(located at http://cme.cancer.gov/clinicaltrials/learning/humanparticipant-protections.asp) 
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	If yes, and certificate is on file at IRB office check here:  FORMCHECKBOX 
 Otherwise, attach a copy of the certificate of completion

	List all team members (co-investigators, coordinators) and anyone involved with the conduct of the study.  

If there are more than 3 names, attach a separate sheet:

	Name
	Role
	Taken online training?

(If yes and not on file, attach certificate)

	     
	     
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 On file    FORMCHECKBOX 
 No

	     
	     
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 On file    FORMCHECKBOX 
 No

	     
	     
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 On file    FORMCHECKBOX 
 No

	All required education modules must be completed prior to any further review. 


Top of Form

Bottom of Form

	IV.  Funding/Grants

	 Status:      
	   FORMCHECKBOX 
 Proposal 
	   FORMCHECKBOX 
 Funding Pending
	   FORMCHECKBOX 
 Funded
	   FORMCHECKBOX 
 Not Applicable

	Sponsor:
	     
	Contact Number:
	

	Program Officer:
	     
	E-mail address:
	

	Grant Number (Office of Research Administration):
	     

	
	
	
	

	Is this protocol part of a larger (Prime) grant?  If yes, provide the following:
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
No

	Title of Prime Grant:
	     
	Grant #:
	

	Institution:
	     
	

	IRB #:
	     
	

	

	If protocol is connected to a grant, you must submit a copy of the proposal.


	V. Other Institutions

	1)  Is this part of a multi-site study? 

If yes, list the other institution names and the Federalwide Assurance (FWA) numbers for each site.
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
No

	Institution Name:
	     
	FWA#
	     
	

	Institution Name:
	     
	FWA#
	     
	

	
	
	
	
	

	2)  Are individuals not affiliated with Tufts University or another research institution acting as co-investigators in the study?  

If so, contact the IRB administrator for an Independent Investigator Agreement.
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
No

	3)  Are other individuals not affiliated with Tufts University and not acting as co-investigators assisting the PI in the research?

If yes, explain their role in an attached page.
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
No


	VI. Principal Investigator Assurance

	As Principal Investigator, I certify that to the best of my knowledge:

	
The information provided for on all pages is correct and no other procedures will be used in this protocol.  I agree to conduct this research as described in the attached supporting documents and I will request and receive approval from the IRB for changes prior to implementing changes (including but not limited to changes in cooperating investigators, any change in procedure, or changes requested by agency in the case of externally funded research).  I will comply with IRB and Tufts policies for conducting ethical research and I will be responsible for ensuring that my co-investigator(s)/student researcher(s) comply with this protocol.  Any unexpected, adverse, or otherwise significant events in the course of this study will be promptly reported to the IRB.  

	
	
	

	
Printed Name of Principal Investigator
	
	Principal Investigator’s Signature                                           Date


___________________________________________          ​___​​​​​​​​​​​​​​​___________________________________________________________________________________________________________




























































Printed Name of Co-Investigator (Co-I)

          Co-Investigator’s Signature
                                              Date

___________________________________________          ​___​​​​​​​​​​​​​​​___________________________________________________________________________________________________________




























































Printed Name of Co-Investigator (Co-I)

          Co-Investigator’s Signature
                                              Date

___________________________________________          ​___​​​​​​​​​​​​​​​___________________________________________________________________________________________________________




























































Printed Name of Faculty Advisor


          Faculty Advisor’s Signature  
                                              Date
(Required if PI or Co-I is a student)


          (Required if PI or Co-I is a student)



PROCEED TO COMPLETE IRB PROTOCOL APPLICATION
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