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THE UNIVERSITY OF IOWA’s
HUMAN PLURIPOTENT STEM CELL COMMITTEE (hPSCC) 

PROTOCOL APPLICATION
Research use of all human embryonic stem cells (hESC) must be registered with the University of Iowa’s Human Pluripotent Stem Cell Committee (hPSCC).  Research use of human pluripotent stem cells (hPSC) in animals, in which the cells could give rise to neural or gametic cells/tissues, must also be registered with the hPSCC.
Principal Investigator Information:
Name:                                                                     Department:       
Lab Location:                                                          Email Address:      
Phone:      
Project/Grant Title:       

Funding Source:      
Cell Line Information:
Complete the table below for each hESC or hPSC that will be used in the project.  If additional space is needed please attach a separate sheet.

· Provider/Vendor/Repository: e.g., patient sample, NIH, WiCell

· Line or source material: e.g., NIH Registry number (H9), Vendor number, or cell source (embryo or tissue) 
	Type: hESC or hPSC
	Action: Obtain or Derive
	Provider / Vendor / Repository
	Line or source material

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


1. Will this research involve stem cells derived from somatic cell nuclear transfer, parthenogenesis, and/or IVF embryos created for research purposes? Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 
  If yes, please explain:      
2. If any non-NIH registered hESC lines are used in the project, provide documentation of the use of an acceptable informed consent process that was approved by an Institutional Review Board or equivalent.   N/A  FORMCHECKBOX 
  Documentation attached  FORMCHECKBOX 
  
3. Do you plan to generate new hESC lines? Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 

If yes:

a. Explain the scientific rationale for generating new hESC lines:      
b. Explain the basis for the number of embryos:      
c. Explain the procurement/consenting process:      
d. Attach the IRB’s review and approval of the informed consent process.

4. Is any personally identifiable information of the donors readily ascertainable?  Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 
  
If yes, please explain:      
Research Project Information: 

5. Please describe, in lay language, the research aims. Include the specific use and the rationale for using human embryonic/pluripotent stem cell lines:      
6. Will this research involve the administration of stem cells to human subjects?  Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 

If yes, provide the IRB application number:       
7. Will this research involve recombinant DNA? Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 

If yes, provide the number of the IBC approved rDNA Registration Document:      
8. Will this research involve the use of any non-human animal? Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 

If yes, briefly describe the nature of the experiments, including the specie(s) used, developmental stage of the animal and route of administration.      
Provide the IACUC Animal Protocol number:      
Will the animal research involve:

a. the use of stem cells in experiments that have the potential to contribute to the germ line?         Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 
  If yes, please explain:      
NOTE: No animal into which pluripotent stem cells have been introduced such that they could contribute to the germ line are allowed to breed.

b. the use of stem cells  in experiments with the potential to integrate into the central nervous system?    Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 
  If yes, please explain:      
c. the introduction of stem cells in non-human vertebrate embryos/fetuses?  Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 
  If yes, please explain:      
9. Where will this research take place?  Identify all space where the research will be performed.  This includes ancillary support rooms, such as tissue culture rooms and freezer storage areas. (Indicate building and room number)      
10. Please list all individuals involved in the design, conduct or reporting of the research.  Please note: completion of the Basic Biological Safety, Bloodborne Pathogens and Stem Cell Research courses available through ICON is required for all listed staff.
	Name
	Department/Division
	Coursework completed
	Qualification/training

	     
	     
	 FORMCHECKBOX 
 
	     

	     
	     
	 FORMCHECKBOX 
 
	     

	     
	     
	 FORMCHECKBOX 
 
	     

	     
	     
	 FORMCHECKBOX 
 
	     

	     
	     
	 FORMCHECKBOX 
 
	     

	     
	     
	 FORMCHECKBOX 
 
	     

	     
	     
	 FORMCHECKBOX 
 
	     

	     
	     
	 FORMCHECKBOX 
 
	     


By submitting this information, I attest to the following:
· The information provided in this application is accurate and complete.
· I agree to comply with the relevant provisions in The National Institutes of Health Guidelines for Human Stem Cell Research, the University of Iowa’s biosafety manual, and University of Iowa’s hPSCC Policy.
· Personnel who work on the proposed project will have received relevant training and are aware of potential biohazards, appropriate precautions and relevant policies/procedures. 
___________________________________________________________________________
______________

Signature of Principal Investigator
    Printed Name of Principal Investigator
           Date

Send completed form to: Biosafety Office, 100 EHS
Do not write below this line. For hPSCC/Biosafety Staff Use only





The hPSCC has reviewed this proposal and found it to be in compliance with “NIH Guidelines for Human Stem Cell Research” (Guidelines).
Date of hPSCC Review/Final Approval


Date of HSO/IRB Approval:





Date of Expiration: 





hPSCC Chair





Date



_____________


Protocol #
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