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WSU/ WIRB Cover Sheet and Review Authorization

Instructions

Please note that the primary eligibility criterion for a clinical trial to be submitted from WSU to Western IRB (WIRB) is a written notice from a sponsor that they will not allow a specific clinical trial to be reviewed by WSU’s Human Investigation Committee (HIC) because of the FDA Warning Letter of April, 2010.  Please include that notice with this completed form. WIRB will only review protocols for which this completed and signed Cover Sheet and Review Authorization has been provided. Please submit this completed form and all required attachments to wirb@wayne.edu.   

If this request is approved, the Research Compliance Office will return a PDF copy, with signature, to the PI; this document must be included with your application to WIRB
.  

  Principal Investigator (PI), Project Title & Endorsements

	1. 
	Name of PI:
	     

	Phone: 
	(     )      
	Date: 
	     

	2. 
	Department:
	     

	Fax: 
	(     )      

	3. 
	Division:
	     

	E-mail: 
	     

	4. 
	Campus Address:
	     

	Pager: 
	     

	5. 
	Status of Principal Investigator

(Check all that apply)
	 FORMCHECKBOX 
 WSU Faculty  FORMCHECKBOX 
 DMC Staff    FORMCHECKBOX 
 KCI Staff      FORMCHECKBOX 
 Oakwood Staff   FORMCHECKBOX 
  Other (Specify):      

	6. 
	Form completed by:
	     

	Title: 
	     

	7. 
	Phone: 
	(     )      
	E-mail: 
	     

	8. 
	Project Title: 
	     

	9. 
	Sponsor and contact information:
	     

	10. 
	Endorsements and Financial Conflict of Interest Disclosure:

Objectivity in research is a key component of any research project.  One method for maintaining objectivity is to have all individuals involved in research design, development, or data evaluation/analysis disclose any potential and/or real financial conflict of interest.  This includes all personnel listed in response to Questions #7 and #8
Examples of relevant relationships for potential conflict of interest include but are not limited to: 

(1) receiving past, current, or expecting future income in the form of salary, stock or stock options/warranties, equity, dividends, royalties, profit sharing, capital gain, forbearance or forgiveness of a loan, interest in real or personal property, or involvement in a legal partnership with the sponsor

(2) receiving past, current, or expecting future income in the form of consulting fees, honoraria, gifts, gifts to the University, or payments resulting from seminars, lectures, or teaching engagements, or service on a non-federal advisory committee or review panel 

(3) serving in a corporate or for-profit leadership position, such as executive officer, board member, fundraising officer, agent, member of a scientific advisory board, member of a scientific review committee, or member of a data safety monitoring committee, regardless of compensation  

(4) inventor on a patent or copyright involving technology/processes/products licensed or expected to be licensed to the sponsor.

See HIC Policy and Procedures Institutional Review Board & Institutional and Individual Financial Conflict of Interest (COI)

	11. 
	All Investigators and other study personnel are required to take the WSU educational training program on the protection of Human Participants @ www.citiprogram.org .  


Printe

	 name

	Title

	Date
	
				
	If PI is a student, or an individual without a WSU faculty appointment, the above signature must be that of the Chair/Dean at WSU or authorized signatory (e.g.; official from DMC, KCI, etc.).


	
	

	8
	Please provide the following information for all key personnel with a Financial Conflict of Interest in the table below:

	
	Name  
	Has a Financial Conflict of Interest Detailed Disclosure Form been submitted to the WSU Financial Conflict of Interest Committee?

	
	     
	 FORMCHECKBOX 
 Yes                     FORMCHECKBOX 
 Pending

	
	     
	 FORMCHECKBOX 
 Yes                     FORMCHECKBOX 
 Pending

	
	     
	 FORMCHECKBOX 
 Yes                     FORMCHECKBOX 
 Pending


	9
	Investigational New Drug (IND), Investigational Device Exemption (IDE), Humanitarian Device Exemption (HDE)

	
	Does the study involve an IND application?
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes   IND #:       

	
	Does the study involve an IDE?
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes   IDE #:       

	
	Does the study involve a HDE?
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes   HDE #:       

	
	Write in the name of the organization or individual who holds the IND/IDE/HDE or write Not applicable below:

     

	
	If the study does not yet have an IND or IDE, please explain the FDA application status below:

     

	10
	Access to Medical Records



	
	Will you obtain the subjects’ authorization to access their health care records (containing PHI) during the course of the study? If “Yes”, complete and attach the WSU HIC  HIPAA Summary Form
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	Will you identify potential subjects by “pre” screening health care records without subjects’ consent or authorization?  I If “Yes”, complete and attach the WSU HIC  HIPAA Summary Form.
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	11
	Other Compliance Considerations



	
	Does the research need any of the following approvals?

	
	Embryonic Stem Cell Research Oversight Committee (ESCRO)
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Pending

	
	Institutional Biosafety Committee (IBC)
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Pending

	
	Radiation Safety Committee(RSC)
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Pending

	
	Materials Transfer Agreement (MTA)
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Pending

	
	Transfer Information

	
	Has the WSU IRB declined to review, tabled, deferred, disapproved or terminated this research study prior to submission to WIRB? If “Yes” ….
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	

	
	Please provide the IRB correspondence.
	 FORMCHECKBOX 
 Provided
	 FORMCHECKBOX 
 N/A
	

	
	Please fill out the IRB Transfer form posted at www.wirb.com
	 FORMCHECKBOX 
 Completed
	 FORMCHECKBOX 
 N/A
	

	
	Are there participants enrolled in this study?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	


To be completed by the WSU Research Compliance Office
	Date received:
	
	HIC Protocol #:_______________________________________

	Intent to apply to WIRB approved by: 
	Dorothy A. Nelson, Ph.D.

Associate Vice President for Research

	
	

	
	Signature 
	Date signed


Required Attachments
	Instructions:

· Please include electronic copies of all of the following materials with this completed WSU / WIRB Cover Sheet:

 

	Completed WIRB Initial Review Application Form
	 FORMCHECKBOX 
 Yes    
	  

	Consent form that will be submitted to WIRB 
	 FORMCHECKBOX 
 Yes    
	

	Study protocol from the sponsor
	 FORMCHECKBOX 
 Yes    
	    

	Written notice from sponsor requiring external review
	 FORMCHECKBOX 
 Yes
	

	WSU HIC HIPAA Summary Form
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 Not applicable



· Once all documents have been completed, email the WSU / WIRB Cover Sheet and required attachments to wirb@wayne.edu
· In the email subject line, write “WIRB Cover Sheet.”
· Failure to follow these instructions will significantly delay the review and authorization of the Cover Sheet.
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