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	FORM A - Application for Human Embryonic Stem Cell Use In Vitro or In Vivo in Animals

Version 1.1 9/22/2006
	Office for the Protection of Research Subjects (OPRS)

Embryonic Stem Cell Research Oversight Committee (ESCRO)

1737 West Polk Street (MC 672)

203 Administrative Office Building

Chicago, IL 60612

Phone:  312.355.5288  Fax:  312.413.2929

www.research.uic.edu 


	Please submit this form electronically to ESCRO@uic.edu


	Office Use Only
	Date Application Received:      
	ESCRO Application Number:  

E     

	

	 FORMCHECKBOX 
  This application is a resubmission; it is intended to replace: E      

	1.  PROJECT TITLE: 
      

	2.  PRINCIPAL INVESTIGATOR:

	Name (Last, First):
     
	Work Phone Number:
     
	Fax Number:
     

	Department Affiliation:
     
	Mailing Address1 :
     
Choose one, if applicable:

 FORMCHECKBOX 
  New address – Change for all applications

 FORMCHECKBOX 
  Secondary address – Use for this application only

	E-mail Address:
     
	

	3.  TRAINING/EXPERIENCE:
Specific training and/or experience with stem cells and the scope of work covered by this research application:

     

	4.  ROLE:

Specific procedures or techniques that the individual will be performing for work covered by this research application:

     

	1 All ESCRO correspondence will be sent to this address.  On campus investigators, use department and mail code.  Off campus investigators, provide complete mailing address. 

	APPENDIX 1 MUST BE COMPLETED FOR ALL OTHER PERSONNEL WORKING ON THIS RESEARCH STUDY

	

	5.  Funding Support 
If more than one funding source will be supporting this ESCRO application, all funding sources using hES cells under this ESCRO application must be reported to the ESCRO Committee.

	Funding Agency #1 (e.g., NIH, foundations, departmental, etc.):      

	Title of Funding Proposal:      

	PI on Funding Proposal:      

	Number Assigned by Funding Agency:

      
	Proposal Approval Form (PAF) Number:

      

	Funding Status:
	Funded:  FORMCHECKBOX 

	Pending:  FORMCHECKBOX 

	Not Submitted Yet:  FORMCHECKBOX 


	Funding Agency #2 (e.g., NIH, foundations, departmental, etc.):      

	Title of Funding Proposal:      

	PI on Funding Proposal:      

	Number Assigned by Funding Agency:

     
	Proposal Approval Form (PAF) Number:

     

	Funding Status:
	Funded:  FORMCHECKBOX 

	Pending:  FORMCHECKBOX 

	Not Submitted Yet:  FORMCHECKBOX 


	Funding Agency #3 (e.g., NIH, foundations, departmental, etc.):      

	Title of Funding Proposal:      

	PI on Funding Proposal:      

	Number Assigned by Funding Agency:
      
	Proposal Approval Form (PAF) Number:

     

	Funding Status:
	Funded:  FORMCHECKBOX 

	Pending:  FORMCHECKBOX 

	Not Submitted Yet:  FORMCHECKBOX 


	

	6.  Cell Lines

If non-federally approved cell lines will be used, investigator must contact ESCRO office prior to submission of an application.

	
	Vendor
	Vendor Number
	NIH Registry

(if applicable)
	UIC MTA Number
	Number of Lines
	Use of Cells

	EX
	WiCell
	H1
	WA 01
	1999-00000
	2
	 FORMCHECKBOX 
 In vitro only

 FORMCHECKBOX 
 In vivo in animals only

 FORMCHECKBOX 
 Both

	a.
	     
	     
	     
	     
	     
	 FORMCHECKBOX 
 In vitro only

 FORMCHECKBOX 
 In vivo in animals only

 FORMCHECKBOX 
 Both

	b.
	     
	     
	     
	     
	     
	 FORMCHECKBOX 
 In vitro only

 FORMCHECKBOX 
 In vivo in animals only

 FORMCHECKBOX 
 Both

	c.
	     
	     
	     
	     
	     
	 FORMCHECKBOX 
 In vitro only

 FORMCHECKBOX 
 In vivo in animals only

 FORMCHECKBOX 
 Both

	d.
	     
	     
	     
	     
	     
	 FORMCHECKBOX 
 In vitro only

 FORMCHECKBOX 
 In vivo in animals only

 FORMCHECKBOX 
 Both


	7.  Project Performance Sites 

List all sites and locations (e.g., Bldg. and Room)

	a.
	 FORMCHECKBOX 
  UIC
	Locations:       

	b.
	 FORMCHECKBOX 
  Other-specify:      
	Locations:       

	c.
	 FORMCHECKBOX 
  Other-specify:      
	Locations:       

	

	8.  Additional Reviews Required

Depending on the research design, review by other UIC Committees may be required.  Please indicate if review and approval of any of these Committees is necessary for this research.

	a.
	ACC
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No
	Protocol No.:       
Approval Date:       

	b.
	IBC
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No
	Protocol No.:       
Approval Date:       

	c.
	Other-specify:      
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No
	Protocol No.:       
Approval Date:       

	

	9. Conflict of Interest

ESCRO requires disclosure from investigators, including co-investigators and personnel listed on this application, of all potential conflicts of interest including financial, non-financial (personal), apparent/perceived, and institutional for each human embryonic stem cell research application.


	Financial Conflict of Interest

a. Does the Principal Investigator, or other research personnel involved in this research have a real or perceived financial conflict of interest associated with this study?  In other words, will the investigator, co-investigators or research personnel receive any funds, gifts, or monetary compensation directly or personally for and during the conduct of the research in excess (or in addition to) any planned reimbursement of expenses through grant/contract budget that are provided for personnel salaries and/or to support the day to day operations of the laboratory or research unit. If uncertain as to what constitutes a financial conflict of interest according to UIC policy, please refer to http://tigger.uic.edu/depts/ovcr/research/conflict/ or the instructions for this form. Please note: Even if you (and your co-investigators and key research personnel) have reported the financial conflict of interest through the RNUA process or on the PAF form for your grant/contract, you must still report the conflict here as it relates to this research application.


	 FORMCHECKBOX 
 No    Please go to question 9c.

 FORMCHECKBOX 
 Yes  Please explain and then go to question 9b:

     
b. Has an approved conflict management plan been implemented to address this financial conflict of interest? Please note: Final ESCRO committee approval of the research cannot be provided until a management plan is in place.

 FORMCHECKBOX 
 No     Please contact your Department Head or the Conflict of Interest Officer (Rebecca Lind 996-3533) for further instructions. 

 FORMCHECKBOX 
 Yes   Please provide copies of the written management plan that is in place, or if a very simple plan, provide a summary here.

     
Non-Financial/Professional or Apparent/Perceived Conflict

c. Does the PI, co-investigators, or key research personnel have a non-financial/professional or other apparent or perceived conflict of interest that would impact upon or potentially compromise the design, conduct or reporting of the research? Please note: These types of conflicts may not have already been reported to the Conflict of Interest Officer (CIO), as they may not be financial conflicts. However, depending upon the nature of the conflict, the CIO may be contacted by the ESCRO committee for aid in preparing a management plan. 
 FORMCHECKBOX 
 No   

 FORMCHECKBOX 
 Yes  Please describe the potential conflict and indicate any plans for management of the conflict.   

     

	

	10.  Experimental Design Description

	a. Lay Summary:

Summarize the proposed research using non-technical language that can be readily understood by ESCRO members whose primary concerns are nonscientific.  Description should include the minimal amount of background information that is required to understand the nature of the study and a brief statement of the purpose or need for the study and how it is intended to benefit human health and/or advance scientific and medical knowledge.

     

	b. Scientific Summary:
Briefly state the research hypothesis (or phenomenon) being explored by the current research.  Include a discussion of the present knowledge relevant to the research, and the aims and significance of the research.  Cite appropriate literature to support the relevance and importance of this research.
     

	c. Are there valid alternatives (e.g., other therapies, non-human embryonic stem cells, adult stem cells, etc.) to using human embryonic stem (hES) cells in the proposed research?  

 FORMCHECKBOX 
  Yes   Please outline the alternatives and provide a justification for the use of hES cells in your research.      
 FORMCHECKBOX 
  No    Please provide a brief explanation as to why. 

     

	d. Storage and Processing of hES cells

i. Describe the process for characterizing, expanding, and maintaining the cells. 

     
ii. Indicate whether cells will be banked at completion of research or disposed of and describe the process.

      

	Note: If research involves only the in vitro use of human embryonic stem cells lines, skip section 11.

	

	11.  Animal Work Description


	a. Identify the species/strain into which hES cells will be transplanted: 

     
b. Indicate specifically what will be transplanted (e.g., hES cells differentiated into osteoblasts):

     
c. Indicate the stage of development (embryonic, fetal, neonate, adult) animals will be for transplant: 
     
d. To the best of your scientific knowledge, please indicate what the anticipated effect of the hES cells will be on the animal’s anatomy, physiology, and species-specific behavior.  For example, what is the probable pattern and effects of differentiation and integration of the cells within the animal?  Consideration of any major functional contributions to the brain should be explained.  

     



	12.  Assurances

	1.  The Principal Investigator assures that the personnel listed on this application have the appropriate experience and/or training to conduct the procedure(s) described in this application or will receive appropriate training prior to initiation of the project.  The addition of new key personnel to this application requires that a modification be submitted to ESCRO listing the individual(s) and their respective experience/training prior to initiation of work.

	

	
	Principal Investigator/Responsible Faculty Member*
	
	Date
	

	2.  The Principal Investigator assures that the all personnel listed on this application have been provided a copy of the entire current version of the research application and are fully informed of the current approved study procedures, potential risks and the steps to be taken to minimize these potential risks, data and record-keeping requirements, and the current approval status of the application.

	

	
	Principal Investigator/Responsible Faculty Member*
	
	Date
	

	3.  The Principal Investigator assures that this application describes all human embryonic stem cell work that is proposed in the funding sources listed in this form, item 4.  The addition of a new funding source requires that a modification be submitted to ESCRO adding the funding source(s) to the application.
	

	

	
	Principal Investigator/Responsible Faculty Member*
	
	Date
	

	Is PI a UIC faculty member?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	*If the PI for this application is not a member of the UIC faculty, a responsible faculty member must be listed as co-investigator on appendix 1, and must co-sign all of the above.

	

	Department Head Signature

As department head, I acknowledge that this research application is consistent with the standards set by our department.

	

	
	Signature of Department Head

     
	
	Date
	

	Printed Name of Department Head


	The National Academy of Sciences Guidelines for Human Embryonic Stem Cell Research are available at http://www.darwin.nap.edu/books/009096537/html
The UIC ESCRO Committee Policies and Guidelines are available at http://tigger.uic.edu/depts/ovcr/research/protocolreview/
The NIH Registry for Federally Approved Stem Cell lines is available at http://stemcells.nih.gov/research/registry/ 
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