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SCRO Reg. NO
     
 FORMCHECKBOX 
 UB   FORMCHECKBOX 
 RPCI
                                                                                                                               FORMCHECKBOX 
 Initial     FORMCHECKBOX 
 Three Year Renewal  
Stem Cell Research Oversight Committee

(SCRO)
APPLICATION FORM
Note:  This form is to be used by both RPCI and UB investigators working with stem cells for initial or three year renewal submission.
Statement of Confidentiality: All of the information provided in this document is considered confidential, except as required for the public registry, and will be treated as such. However, it may be provided to the New York State Department of Health upon their request.
Principal Investigator (PI):
     

Department:
     



Phone:
     



Email:
     
Alternate Contact or Co-PI:
     

Department:
     



Phone:
     



Email:
     
Laboratory Location(s):
     
Project Title:
     
Funding Source:
     



Please check all Human Cells that apply:
  Sources will be listed on page 2
*Note: Adult Stem Cell use does NOT require SCRO review.





 FORMCHECKBOX 

NIH Approved Cell Lines





 FORMCHECKBOX 

Embryonic Stem Cells (hESC)





 FORMCHECKBOX 

Induced Pluripotent Stem Cells (iPSC)





 FORMCHECKBOX 

Other Pluripotent Stem Cells (ANT, etc)





 FORMCHECKBOX 

Embryos – must be prior to formation of primitive streak





 FORMCHECKBOX 

Oocyte Donation





 FORMCHECKBOX 

Adult Neuronal or Gonadal Stem Cells 






 FORMCHECKBOX 

Other:      
General Instructions: 
The intent of this form is to ensure compliance with the NYSTEM guidelines, which were constructed using guidance from the International Society for Stem Cell Research (ISSCR) and National Academy of Sciences (NAS) guidelines for stem cell and pluripotent cell research. In completing this form you must convey to the SCRO Committee that you understand the potential biosafety and ethical concerns related to the proposed research and that you have designed the experiments accordingly. All stem cell applications will be reviewed regardless of funding source.
Links:

NYSTEM
ISSCR Guidelines
NAS Guidelines
UB/RPCI Guidelines
Submit the completed form to the SCRO Committee for review. UB forms should be submitted to the Associate Vice President for Research; RPCI forms to the Office of Research Subject Protection. Once the application has been reviewed by the SCRO Committee, a decision letter will be provided for the PI.

Section I:
Human Stem Cell Lines and Sources
Please list all stem cell lines* being used in your research along with their sources.
	Cell Line
	Number / Source
	Provenance Document
	Document of Consent

	     
 FORMCHECKBOX 
 NIH Approved
	     
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A

	     
 FORMCHECKBOX 
 NIH Approved
	     
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A

	     
 FORMCHECKBOX 
 NIH Approved
	     
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A

	     
 FORMCHECKBOX 
 NIH Approved
	     
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A

	     
 FORMCHECKBOX 
 NIH Approved
	     
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A


 FORMCHECKBOX 

Please check if there are additional cell lines and provide as attachment
Note: All lines must be listed on the Joint UB/RPCI Stem Cell Registry. 

 FORMCHECKBOX 

Please check if cell lines are available for transfer
* For use of hESC from other institutions or jurisdictions, please provide the information in the checkboxes below.
STOP HERE and Proceed to Section VII IF:
Research involving the use of iPSCs is purely in vitro experiments; including the generation of new human iPSCs for in vitro culture experiments, as long as the experiments are not designed or expected to yield gametes.
AND You Have (check all applicable):

 FORMCHECKBOX 

Documentation of IRB or Ethics (if applicable) committee approval

 FORMCHECKBOX 

Documentation of the consent to donate

 FORMCHECKBOX 

Documentation that no financial inducements were provided and/or that reimbursement was 
consistent with NAS guidelines

 FORMCHECKBOX 

Documentation that donation and derivation complied with the extant legal requirements of the 
relevant jurisdiction
Section II:
Description of Proposed Research
Brief description of proposed research (please include enough information to describe project’s specific aims). Attach protocol, grant or other documents as appropriate.  

     
Check as Applicable:

 FORMCHECKBOX 

Use of Pre-existing hESC Lines or Derivatives (Complete sections III, IV, VII, VIII and IX)
 FORMCHECKBOX 

Generation of New Lines of hESC or iPSC (Complete sections III, V, VII, VIII and IX)
 FORMCHECKBOX 

Introduction/Transplantation of hESC into Nonhuman Animals (Complete sections III, VI, VII, VIII and IX)
 FORMCHECKBOX 

New Procurement of Gametes, Blastocytes, or Somatic Cells for Generation of New hESC or iPSC (Complete 

            sections III, V, VII, VIII and IX)
 FORMCHECKBOX 

Nuclear Transfer Experiments Involving Human or Nonhuman Oocytes** (Complete sections III, V, VII, VIII and 
            IX)
Explain the scientific significance of the expected results:

     
**Note:   A strong scientific rationale for the need to generate new hESC lines and the basis for the numbers of embryos and blastocysts needed                                                                                  MUST be justified.

Documentation of appropriate expertise or training in the derivation or culture MUST be provided.

NB:  Neither blastocysts made using NT, parthenogenetic or androgenetic human embryos may be transferred to a human or nonhuman uterus or cultures as intake embryos in vitro for longer than 14 days; or until formation of the primitive streak, whichever occurs first.

Section III:
Lay Statement on Proposed Research
Brief description, in lay terms, of the research you will be doing with stem cells – geared for non-scientists, ethicists. (One paragraph, limited to 300 words or less.)
     
Section IV:       Justification for Use of Pre-existing hESC Lines or Derivatives

1.  If the research involves pre-existing hESCs or derivatives, justify the use of hESC lines or hESC derivatives rather than an alternative methodology that does not use embryonic material.  Cite supporting peer reviewed scientific journal articles or data:

     
2.  Does the research involve the generation of human gametes or embryos from hESC?

 FORMCHECKBOX 
  Yes*     FORMCHECKBOX 
   No

*If yes, describe what further work will be done with the gametes or embryos as part of the proposed project and state whether they will be maintained or disposed of when the project is completed.  If the generated gametes will be tested through embryogenesis answer section V.

     
____________________________________________________________________________________________
Section V:       Justification for Derivation of New hESC Lines using Excess Embryos from IVF Fertility Treatments or Generating New Embryos
1.  Justify the derivation of new hESC lines. (Why are new lines needed?  What will be distinctive about the proposed lines?  Are there valid alternatives to creating new hESC lines in achieving the benefits of the research?)  Cite supporting peer reviewed scientific journal articles or data:

     
2.  Identify and justify the requested numbers of embryos, showing that the requested number is the smallest necessary to achieve research objectives.  Cite supporting peer reviewed scientific journal articles or data:

     
3a.  Describe the protocols for ensuring that the embryos will be used only for the research described in this application.  (If embryos will be banked after completion of the described research, submit a completed banking application from to the SCRO at the time of banking):
     
3b.  Describe the protocols for determining that an embryo is not suitable for the derivation of stem cells and for disposing of these embryos:
     
3c.  Describe the protocols for ensuring that no embryos develop past day 14 or past the point of primitive streak development, whichever comes first:

     
4.  Discuss ethically less controversial alternatives to achieving the same benefits as this study and justify the chosen method.  Cite supporting peer reviewed scientific journal articles or data:

     
______________________________________________________________________________________
Section VI:
Stem Cell Research Using Animal Models

1.  Do any of the experiments involve implantation of stem cells/material into non-human animals?

 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
   No

If no, go to Section VIII.  If yes, Continue with this section.

2.  Very briefly describe the objectives of any experiments using nonhuman animals.  
     
3.  Very briefly describe the experimental design where human cells are implanted in nonhuman animals.  Please include:  type of nonhuman animal (species/strain), type, number and site of implanted human cell, the developmental stage of the animal when implanted, if animals will be allowed to develop to adult stage, and how long the animal will survive:

     
NOTE:  No animals into which human pluripotent stem cells/derivatives are implanted are/can be allowed to breed.
4.  How will you prevent adult animals from breeding:
     
5.  With respect to the cell types that you plan to use, what effects do you predict?  Cite studies that support your predictions:

     
6.  If you are doing brain studies with hESC or neuro-progenitors:

1.  In terms of the average numbers of cells normally in the animals brain, up to what percentage of the animals brain could be constituted by the injected human cells?

                
2. Describe your plan and timetable for monitoring the effects of the human cells, including any behavioral effects:

                
 NOTE:  Any unusual or unexpected effect(s) is to be reported to SCRO immediately.

 7.  If hESC and/or human iPSCs are introduced into animal blastocysts, embryos, or fetuses, explain why experiments using more developed human cells or animals cannot provide relevant information:
     
Section VII:
Important Information that needs to be provided:
1.  Describe the system for ensuring that only authorized personnel have access to the hESC, or human iPSC, embryos, or gametes both in storage and when in use:

     
2.  Describe the system for tracking the location, use, and users of the hESC, iPSCs, gametes, or embryos:
     
3.  Describe the process for disposal of human cells or tissues:

     
4.  Will human cells, embryos, or gametes be maintained after the completion of the research?
 FORMCHECKBOX 
  Yes*     FORMCHECKBOX 
   No

*If yes, identify which materials will be maintained, and how and where they will be maintained:
     
5.  Describe how the confidentiality of any coded or identifiable information associated with the hESC/iPSC  lines will be maintained:

     
Section VIII:
Project Personnel
Principal investigators, use the following table to list all personnel (including any students – if 50% or greater effort is on this project) in your laboratory who handle stem cell lines checked on page one.
	
	Name
	Title
	Role in this Research
	NAS Review date

	PI:  
	     
	     
	     
	     

	Co-PI/

 Co-I:  
	     
	     
	     
	     

	Personnel:
	     
	     
	     
	     

	Personnel:
	     
	     
	     
	     

	Personnel:
	     
	     
	     
	     


 FORMCHECKBOX 

Please check if there are additional personnel and provide as attachment

Section IX:
Affirmation

I have read the guidelines for Use of Stem Cells in Research, and I accept responsibility for the conduct of work with this material. I accept responsibility for ensuring that all personnel associated with this work have read the NAS and Joint UB/RPCI guidelines on the hazards and the level of containment and ethical guidelines required to perform this research safely.
Signature:  _____________________________________________



Date:   _____________________
Principal investigator
Department Chairperson:  _________________________________  


Date:  _____________________

          (As appropriate)
Committee Use
Approval:
 FORMCHECKBOX 
 YES



 FORMCHECKBOX 
 YES, approved with modifications* (see notes below)



 FORMCHECKBOX 
 NO

Conflict of Interest Determination from Dean/COIC     
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

SCRO Chair or Representative:  _______________________________


Date:  _____________________
Other Institutional Committee Actions:







YES

NO

N/A



i.
IACUC Approval Required
  FORMCHECKBOX 


 FORMCHECKBOX 


  FORMCHECKBOX 





a. IACUC Tracking #:      

ii.
IRB Approval Required

  FORMCHECKBOX 


 FORMCHECKBOX 


  FORMCHECKBOX 



a. IRB Tracking #:      

iii.
IBC Approval Required

  FORMCHECKBOX 


 FORMCHECKBOX 


  FORMCHECKBOX 



a. IBC Tracking #:      


b. IBC Pending


  FORMCHECKBOX 


 FORMCHECKBOX 



c. IBC Approved


  FORMCHECKBOX 


 FORMCHECKBOX 

* Notes:       
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