
Administrative Application Instructions:

Directions for Initial Protocol Submission

	
	All Initial Submissions

 1 copy of: 
(a) Administrative Application 

(b) Entire descriptive protocol/grant

(c) Any other documentation.   

WSU researcher using a non-WSU IRB as the IRB of record

  1 copy of :
(a) Authorization to use another IRB for Protocol Review Agreement   
 (see http://irb.wayne.edu)
(b) The non- WSU IRB approval letter.                                                                                                                                                                                                                                              
Applications can be submitted to the IRB Administration Office at any time.


Directions for Amendment Submission
	
	All Amendment Submissions

(a) 1 copy of the Administrative Application
(b) Revised protocol/grant

      1 copy of the amended and unamended version with the revisions indicated (highlighted*).       
(c) Other documentation 
      1 copy of the amended and unamended version with the revisions indicated (highlighted*). 
WSU researcher using a non-WSU IRB as the IRB of record

(a) The non- WSU IRB approval letter.                                                                                                                                                                                                                                              
Applications can be submitted to the IRB Administration Office at any time.


Directions for continuation Submission
	
	All Continuation Submissions

(a) 1 copy of the Administrative Application 
Collaborating Institution Agreement to Use a Non-WSU IRB 

(a) 1 copy of the continuation approval from the Collaborating Institution 
Please complete and submit this form by the date indicated on the protocol approval letter.   This date will be approximately six weeks before the expiration date of the protocol



Please call us if you have any questions along the way: (313) 577-1628 
DO NOT INCLUDE INSTRUCTIONS WITH FORM SUBMISSION
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                                                                                 IRB Administration Office
                                                                                                  87 E. Canfield, Second Floor               Office (313) 577-1628
                                                                                                  Detroit, MI  48201                   http://irb.wayne.edu/index.php
Administrative Application
· All IRB submission forms must be the current form date (down load from http://irb.wayne.edu/forms-requirements-categories.php) and typed or computer generated.

· Submit with original signatures—no faxed or copied signatures.
· *Forward your @wayne.edu e-mail to your @med.wayne.edu, @karmanos.org, etc. e-mail in order to receive important e-mail communications regarding your study if you do not access your @wayne.edu e-mail OR go to Pipeline and enter the e-mail account that you wish to use. Non-WSU employees, please enter your e-mail. 
· Please call us if you have any questions along the way: (313) 577-1628 
IRB Number







IRB Use ONLY
 FORMCHECKBOX 
 Initial Application
       FORMCHECKBOX 
 Amendment

 FORMCHECKBOX 
 Continuation
Section A: Project Director (PD)/ Principal Investigator (PI)

	1.
	Name of PD/PI
	     
	Department
	     

	2.
	PD/PI’s Signature
	
	Fax
	     

	3. 
	Address
     
	Pager
	     

	
	
	*E-Mail
	     

	
	
	Telephone
	     

	4. 
	Form Completed By
	     
	Date Form Completed
	     

	5. 
	Telephone
	     
	*E-Mail
	     

	6. 
	Name of Dept. Chair, Dean or Authorized Signatory Official
	     
	*E-Mail
	     


Section B: Grant Information

	7. 
	IRB Number If this is a new submission, leave blank.
	     

	8. 
	Grant/Project Title
	     


	9. 
	Check the type of grant/project for which you are applying for:
	 FORMCHECKBOX 
 WSU researcher using a non-WSU IRB as the IRB of record Complete Appendix A at the end of this form and the Authorization to use another IRB for protocol approval agreement
 FORMCHECKBOX 
 Program Project/Center Grant – Complete Appendix B 

 FORMCHECKBOX 
 Training Grant – Complete Appendix B
 FORMCHECKBOX 
 Planning Grant –answer below
 FORMCHECKBOX 
 Other:       -answer below

	10. 
	If yes to Planning Grants or “other” category in Q #7, please read and sign, below:                 

As part of this application, I have disclosed to the IRB that this application is for planning and developing the research protocol only.  No human participants will ever be enrolled in the protocol in the planning grant phase, which requires IRB approval.  As a result of the IRB approved planning grant, all future research projects involving human participants will require individual review and IRB approval prior to the initiation of the research.  I understand that I am to submit a closure form for this administrative application upon receipt of IRB approval for the individual research project.
                                                                                                                                             

Signature of Project Director/Principal Investigator
                                 Title


                     Date

  

	11. 
	Expiration Date If this is a new submission, leave blank.
	     

	12. 
	Funding Source:
	     

	13. 
	 Contact Name:
	     

	14. 
	Address:
	     

	15. 
	Phone:
	     

	16. 
	Status of Funds:
	 FORMCHECKBOX 
 Approved
	 FORMCHECKBOX 
 Pending

	17. 
	Where will all clinical and research related activities be performed?

If using a Non-WSU IRB as the IRB of record and if any direct participant interface is going to take place at WSU and/or DMC, then this project does not qualify for administrative review. Exception if using a WSU IRB approved central IRB
	     


	18. 
	For initial submission or continuation, please provide a concise description of the protocol:
	 FORMCHECKBOX 
 N/A 
     


	19. 
	For Amendments, please provide a concise description of the changes to be made.
	 FORMCHECKBOX 
 N/A

     


	20. 
	For initial submission, describe the precise role of the WSU principal investigator in the research project:
	 FORMCHECKBOX 
 N/A  

     


Reminder: 

· Please print and sign #2 and, if applicable, sign #8 and Appendix B.

· For Planning Grants and “Other”, complete a Closure Form for this administrative application upon receipt of IRB approval for the individual research project.

IRB USE ONLY
 FORMCHECKBOX 
 Approved
          FORMCHECKBOX 
 Specific Minor Revisions Required                   FORMCHECKBOX 
 Expedited Review
           FORMCHECKBOX 
 Other: _______________

Reviewer’s Signature:________________________________  Printed Name: ____________________________      Date: _________
Reviewers Comments: 

 Administrative Application Appendix A

When WSU IRB’s agrees to allow another institution to be the IRB of record, the IRB must determine that the rights of the participants and WSU investigators are protected. The IRB will not approve a request to use another institution to be the IRB of record when any of the following conditions exist.
· When any direct participant activities will take place at WSU and/or the DMC (unless using a WSU IRB approved central IRB)
· When the PI is a WSU student and it is determined that WSU IRB review is required.
	1. 
	Name of the IRB of Record:

     

	2
	List all collaborators of the project, their roles (i.e. Lead P.I, key personnel), and their location (i.e. WSU or Collaborating Site)

	
	Name 
	Research Role
	Location/Site 

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	The following documentation must be provided:
(a)   Authorization to use another IRB for Protocol Review Agreement  see: http://irb.wayne.edu/forms-requirements-categories.php 
(b) The non- WSU IRB approval letter.    If the non-WSU IRB approval letter is pending, please submit approval letter as an amendment when final approval is granted


.                                                                                                                                                        
Administrative Application Appendix B 

	1. 
	Please attach a summary of all individual research projects involving human participants covered by this grant.  The summary must include all of the information requested:
 

	2. 
	IRB Number

     
Protocol Title

     
Principal Investigator

     
Student

     
Student

     
Student

     
Student

     
Last IRB Approval Date

     
IRB Number

     
Protocol Title

     
Principal Investigator

     
Student

     
Student

     
Student

     
Student

     
Last IRB Approval Date

     
IRB Number

     
Protocol Title

     
Principal Investigator

     
Student

     
Student

     
Student

     
Student

     
Last IRB Approval Date

     


	2. 
	As part of this application, I have disclosed to the IRB Administration Office all research projects being proposed and/or funded by this grant at this time.  If future research projects involving human participants are proposed, I will require the principal investigator or myself to obtain individual IRB review and approval for the proposed project before providing funding and/or services under this grant application/contract proposal.  Under these conditions, my protocol will be updated annually to include the new research projects.  

_____________________________________              __     ________________________        _     _______

 Signature of Project Director/Principal Investigator                     Title                                                                                  Date


Administrative Application
Page 6 of 6
Form Date: 04/2015

