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	Human Stem Cell Research Oversight (SCRO) Committee Form


	INSTRUCTIONS:

1. Verify that this is the most recent version of the Application (see footer).

2. Submit this form with associated documents (e.g. grant applications, IACUC or IRB approval letters) via email to au8657@wayne.edu as attachments.  The subject line of the email should read: “NEW SCRO PROTOCOL (PI Name)”

3. You will be contacted by the SCRO Office regarding the pre-review of your application.  

4. Once you have finalized the application through the pre-review process, you will be instructed to deliver the following to the Research Compliance Office:

a. The SIGNED ORIGINAL PROTOCOL

b. Copy of the grant application

c. Copy of IRB and/or IACUC approval letters
	
	RESEARCH COMPLIANCE

SCRO COMMITTEE

5057 Woodward, Suite 2317
Detroit, MI  48202

Phone Number:
 (313) 577-1629
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	Human Stem Cell Research Oversight (SCRO) Committee Form


	
	
	For Office Use Only – Leave Blank 

	
	
	PROTOCOL NUMBER:      

	
	
	 FORMCHECKBOX 
 Expedited Review

	
	
	 FORMCHECKBOX 
 Full Committee Review


ADMINISTRATIVE DATA

Principal Investigator
	Name and Degree:

     
	University Title:

     
	Department/Division:

     

	Address:

     
	Phone:

     
	E-Mail Address:

     


Faculty Advisor (if the PI is not a faculty member)
 FORMCHECKBOX 

Not Applicable
	Name and Degree:

     
	University Title:

     
	Department/Division:

     


Title of Project
	     


Select all of the following that apply to your project:
Human Embryonic Stem Cells (hESC)
 FORMCHECKBOX 

In vitro research using previously existing human embryonic stem cell lines that are approved by NIH for federal funding

 FORMCHECKBOX 

In vitro research using previously existing human embryonic stem cell lines that are NOT approved by NIH for federal funding

 FORMCHECKBOX 

Derivation of new human embryonic stem cell lines

 FORMCHECKBOX 

Introduction of human embryonic stem cells or their derivatives into non-human gametes or non-human animals at any stage of development

 FORMCHECKBOX 

Introduction of human embryonic stem cells or their derivatives into humans

 FORMCHECKBOX 

Research in which personally identifiable information about the donors of the blastocysts, gametes, or somatic cells from which the human embryonic stem cells were derived is linked to the cell lines (e.g. a code is maintained in which donors may be linked to the cell line)

 FORMCHECKBOX 

Other. Please describe briefly: 

Human Induced Pluripotent Stem Cells (iPS)
 FORMCHECKBOX 

In vitro experiments that use human pluripotent stem cells and that are designed or expected to yield gametes

 FORMCHECKBOX 

Introduction of pluripotent stem cells or their derivatives into non-human gametes or non-human animals at any stage of development

 FORMCHECKBOX 

Introduction of pluripotent stem cells into humans

 FORMCHECKBOX 

Other. Please describe briefly:

RESEARCH PERSONNEL
Identify the responsibilities of each individual (include the PI (including faculty advisor if applicable) and all research personnel), his/her experience with the procedures, and who will train personnel on the procedures for work specific to this protocol.

Principal Investigator:

	Describe relevant professional training or degree.

     

	Does he/she have experience with human pluripotent stem cell research and the procedures he/she will be performing?

	 FORMCHECKBOX 
 No, who will be responsible for training him/her in the specific procedures listed on the protocol?

     

	 FORMCHECKBOX 
 Yes, describe the relevant training enabling him/her to conduct the procedures described in this proposal.

     


All Other Personnel

	Name and Degree:

     
	University Title:

     
	Department/Division:

     

	Address:

     
	Phone:

     
	E-Mail Address:

     


	Describe relevant professional training or degree.

     

	Does he/she have experience with human pluripotent stem cell research and the procedures he/she will be performing?

	 FORMCHECKBOX 
 No, who will be responsible for training him/her in the specific procedures listed on the protocol?

     

	 FORMCHECKBOX 
 Yes, describe the relevant training enabling him/her to conduct the procedures described in this proposal.

     


	Name and Degree:

     
	University Title:

     
	Department/Division:

     

	Address:

     
	Phone:

     
	E-Mail Address:

     


	Describe relevant professional training or degree.

     

	Does he/she have experience with human pluripotent stem cell research and the procedures he/she will be performing?

	 FORMCHECKBOX 
 No, who will be responsible for training him/her in the specific procedures listed on the protocol?

     

	 FORMCHECKBOX 
 Yes, describe the relevant training enabling him/her to conduct the procedures described in this proposal.

     


(additional personnel sheets can be attached if necessary)
	Does this protocol require Institutional Review Board (IRB) approval? 
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No


	 FORMCHECKBOX 
 IRB Number:      
 FORMCHECKBOX 
 Approval Date:      
 FORMCHECKBOX 
 Pending



	Does this protocol require Institutional Animal Care and Use Committee (IACUC) approval? 
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No


	 FORMCHECKBOX 
 IACUC Number:      
 FORMCHECKBOX 
 Approval Date:      
 FORMCHECKBOX 
 Pending



	Does this protocol require Institutional Biosafety Committee (IBC) approval? 
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No


	 FORMCHECKBOX 
 Approval Date:      
 FORMCHECKBOX 
 Pending



	Does this protocol require a Material Transfer Agreement (MTA)?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No


	 FORMCHECKBOX 
 Number (s): 

 FORMCHECKBOX 
 Approval Date(s):      
 FORMCHECKBOX 
 Pending




	Type of Project
	 FORMCHECKBOX 
 Research Proposal

 FORMCHECKBOX 
 Thesis/Dissertation
	 FORMCHECKBOX 
 Master’s Project

 FORMCHECKBOX 
 Other (specify):      


	Source of Funding:
	 FORMCHECKBOX 
 Internal (specify):

	
	 FORMCHECKBOX 
 Subcontract (specify):

	
	 FORMCHECKBOX 
 External (specify):


 FORMCHECKBOX 
 Submitted (notification pending)

 FORMCHECKBOX 
 Just In Time (funding anticipated)

 FORMCHECKBOX 
 Awarded


Purpose and Potential Value of the Study

In non-technical, everyday language that a senior high school student would understand, BRIEFLY state the goals of the research.  Include the rationale for using Human Pluripotent Stem Cell (hPSC) Lines.  Provide a brief description of the approach, and the potential benefits to society.
	     


Source of the Human Pluripotent Stem Cells (hPSC):

Obtaining a pre-existing stem cell line

	Type of Line (hESC or iPS)
	Provider/Vendor: 

(e.g. WiCell)

	Cell Lines, NIH Registry #/ Provider Code (e.g., H9)
	Recipient:

(Study Team Member)
	MTA # and Date:

(or N/A)



	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     


Deriving a stem cell line

	Type of Line (hESC or iPS)
	Source from which line will be derived (e.g. embryo)
	Provider of source material: (name, address, phone, email)
	Recipient:

(Study Team Member)
	MTA # and Date:

(or N/A)



	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     


Research Details
Objectives

	     


	Scientific Rationale

     


Proposed Experiments

	     


Location of Work

	     


Storage of Lines When Not Actively Used

	     


CONFLICT OF INTEREST DISCLOSURE

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 on the protocol.
Note that you are being asked about all financial interests related to your responsibilities at WSU or its affiliates, not just the financial interests that may be related the funded project.

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.
All personnel required to sign this application must indicate whether or not they have a potential conflict of interest on the subsequent pages.

CERTIFICATION BY PRINCIPAL INVESTIGATOR

As principal investigator I certify to the following:
1. All questions on this application are answered truthfully and with appropriate completeness.

2. Adequate resources and facilities will be available prior to commencing the proposed research.

3. Adherence to the current state and federal regulations and with the WSU Stem Cell Research Oversight Committee requirements governing this research will be ensured.

4. Before beginning research described in this application, all persons working on this project will read the WSU SCRO Committee’s Policy.

5. All persons working on this project have the appropriate training to conduct the portion of the research in which they are involved.

6. A formal tracking system (including users and locations) will be implemented and maintained for use of all hPSC lines for which I have an MTA.

7. A security system will be implemented and maintained for all hPSC lines for which I have an MTA, so that only authorized personnel will have access to those lines.

8. No person working on this project will encourage infertility treatment teams to generate more oocytes than clinically necessary.

9. No person working on this project will perform experiments for human reproductive cloning.

10. No person working on this project will perform experiments involving in vitro culture of any intact human embryo for longer than 14 days or until formation of the primitive streak begins, whichever occurs first.  Day 14 embryos will be destroyed.

11. No person working on this project will introduce any type of embryonic stem cells into human blastocysts, or any hPSCs into non-human primate blastocysts.

12. No person working on this project will allow an animal to breed if hPSCs have been intentionally introduced into the germ line of this animal.

13. If new human pluripotent stem cell lines are being derived, all forms that will be used to obtain consent from donors of all materials used in this project have been attached, and the original forms will be available for inspection/verification.

14. The WSU SCRO Committee will be notified upon modification or termination of this research.

	
	
	

	Signature of Principal Investigator

(must be original; no copies, image files, etc.)
	
	Date


Do you, your spouse or domestic partner, or any of your dependent children have a potential conflict of interest with the sponsor of this project? Either YES or NO must be marked by hand at the time of the signature.
	 FORMCHECKBOX 

	No

	 FORMCHECKBOX 

	Yes*

	
	*A “Financial Conflict of Interest Detailed Disclosure Form” must be filed with the Financial Conflict of Interest Committee annually or when changes occur.  Find the form and more information on the Conflict of Interest Website.


CERTIFICATION BY CO-INVESTIGATOR OR FACULTY ADVISOR

	
	
	

	Signature of Co-PI or Faculty Advisor

(must be original; no copies, image files, etc.)
	
	Date

	
	
	

	     
	
	

	Name (Type/Print)
	
	

	
	
	

	     
	
	

	University Title  (Type/Print)
	
	


Do you, your spouse or domestic partner, or any of your dependent children have a potential conflict of interest with the sponsor of this project? Either YES or NO must be marked by hand at the time of the signature.
	 FORMCHECKBOX 

	No

	 FORMCHECKBOX 

	Yes*

	
	*A “Financial Conflict of Interest Detailed Disclosure Form” must be filed with the Financial Conflict of Interest Committee annually or when changes occur.  Find the form and more information on the Conflict of Interest Website.


DEPARTMENT CHAIRPERSON, DIRECTOR, OR DEAN'S ASSURANCE


I endorse the certifications made by the Principal Investigator/Faculty Sponsor and assure the University that the procedures outlined above have been or will be reviewed for scientific or educational merit by an internal or external review panel prior to initiating the project.

	
	
	

	Signature of Chairperson

(must be original; no copies, image files, etc.)
	
	Date

	
	
	

	     
	
	

	Name (Type/Print)
	
	

	
	
	

	     
	
	

	University Title (Type/Print)
	
	


Do you, your spouse or domestic partner, or any of your dependent children have a potential conflict of interest with the sponsor of this project? Either YES or NO must be marked by hand at the time of the signature.
	 FORMCHECKBOX 

	No

	 FORMCHECKBOX 

	Yes*

	
	*A “Financial Conflict of Interest Detailed Disclosure Form” must be filed with the Financial Conflict of Interest Committee annually or when changes occur.  Find the form and more information on the Conflict of Interest Website.


OTHER RESEARCH PERSONNEL


All laboratory personnel listed on this application must sign (original signatures; no copies, image files, etc.) below and disclose any potential conflict of interest with this project.

If there is a potential conflict of interest, then a “Financial Conflict of Interest Detailed Disclosure Form” must be filed with the Financial Conflict of Interest Committee annually or when changes occur.  Find the form and more information on the Conflict of Interest Website. Either YES or NO must be marked by hand at the time of the signature.
	NAME:      

	TITLE: 



	Do you, your spouse or domestic partner, or any of your dependent children have a potential conflict of interest with the sponsor of this project?


	 FORMCHECKBOX 

	NO

	
	 FORMCHECKBOX 

	YES

	Signature: 
	Date: 


	NAME:      

	TITLE: 



	Do you, your spouse or domestic partner, or any of your dependent children have a potential conflict of interest with the sponsor of this project?


	 FORMCHECKBOX 

	NO

	
	 FORMCHECKBOX 

	YES

	Signature: 
	Date: 


	Checklist of Attachments:


	
	Comment:

	Biosketch or CV for Principal Investigator (and Faculty Advisor, if applicable)
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	     

	Abstract and research plan from funding grants 
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
N/A
	     

	IACUC approval memo
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
N/A
	     

	IRB approval memo
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
N/A
	     

	Consent document(s) for newly derived hPSC lines
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
N/A
	     

	IBC approval memo
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
N/A
	     

	Oversight and review mechanisms at collaborating institution(s)
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
N/A
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