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(PLEASE NOTE:  All research intended to create or use covered stem cells requires prospective UCLA Human Pluripotent Stem Cell Research Oversight (hPSCRO) Committee review and approval.)
	PROJECT TITLE:



	PRINCIPAL
Name 

Degree(s)

University Title

Campus Phone No.
INVESTIGATOR:


	
Department 
Campus  Mailing Address
Campus Mail Code 
e-mail Address



	CO-INVESTIGATOR
Name 

Degree(s)

University Title

Campus Phone No.
or FACULTY SPONSOR:


	
Department 
Campus Mailing Address 

Campus Mail Code 

e-mail Address



	PRIMARY CONTACT
                  Name 

                                 Campus Phone No.

e-mail Address
PERSON (if different than PI):


	APPLICATION STATUS:               FORMCHECKBOX 
New      FORMCHECKBOX 
Amendment     FORMCHECKBOX 
Renewal      Previous hPSCRO Committee  number, if applicable:  



SECTION I: ASSURANCES 

INVESTIGATOR'S ASSURANCE

I certify that the information provided in this application is complete and correct.

I understand that as Principal Investigator, I have ultimate responsibility for the conduct of the study, the ethical performance of the project, and strict adherence to any stipulations imposed by the hPSCRO Committee.

I agree to comply with all UCLA policies and procedures, as well as with all applicable Federal, State, and local laws regarding hPSC research, including, but not limited to, the following:

· performing the project by qualified personnel according to the approved protocol,

· implementing no changes in the approved protocol without prior hPSCRO Committee approval,

· promptly reporting significant or untoward adverse effects to the hPSCRO Committee in writing within 5 working days of occurrence,
· if I will be unavailable to direct this research personally, as when on sabbatical leave or vacation, I will arrange for an hPSCRO Committee approved co-investigator to assume direct responsibility in my absence,
· ANY DISTRIBUTION OF CELLS OR DERIVATIVES TO INDIVIDUALS NOT NAMED IN THIS PROTOCOL REQUIRES PROSPECTIVE REVIEW AND APPROVAL OF BANKING AND DISTRIBUTION PROCEDURES BY THIS COMMITTEE.
________________________________________________________________________

Principal Investigator                                              Date

Section II – Research Checklist & required approvals/documentation
Type of Research:

Does your research involve the following (check all that apply):

 FORMCHECKBOX 
 In vitro research

 FORMCHECKBOX 
 In vivo research (if checked, please complete Appendix A.)
 FORMCHECKBOX 
 Research involving the creation of organoids without a mammalian model

 FORMCHECKBOX 
 Research involving the creation of organoids with a mammalian model (if checked, please complete Appendix A.)
 FORMCHECKBOX 
 Research involving putting human cells into the brain of non-human animals (if checked please complete Appendix A.)
 FORMCHECKBOX 
 Research involving the creation of human brain organoids 
 FORMCHECKBOX 
 Research involving manipulations to the germline 
 FORMCHECKBOX 
 Research involving the creation of iblastoids (if checked please complete Appendix B.)
 FORMCHECKBOX 
 Research involving the creation of gametes 
 FORMCHECKBOX 
 Research involving introduction of hPSC and/or neuro-progenitor cells into non-human animal brains (if checked, please complete Appendix A.)
 FORMCHECKBOX 
 hESC lines included in the NIH Stem Cell Registry (https://grants.nih.gov/stem_cells/registry/current.htm)
 FORMCHECKBOX 
 Cadaveric tissue used as a source for hPSC derivation
 FORMCHECKBOX 
 Non-registered
 hPSC lines provided by another UCLA investigator

 FORMCHECKBOX 
 Non-registered1 hPSC lines provided by a non-UCLA person or entity (if checked, please complete Appendix C.)
 FORMCHECKBOX 
 Sending cell lines to another institution or extramural collaborator (if checked, please complete Appendix D.)
 FORMCHECKBOX 
 Creating a bank of primary biological material and/or hPSCs for distribution to other investigators (if checked, please complete Appendix E.)
 FORMCHECKBOX 
 The research introduces hPSC/derivatives into non-human primate blastocysts
 FORMCHECKBOX 
 The research introduces hPSC/derivatives or neural progenitor cells into human blastocysts
 FORMCHECKBOX 
 The research involves work with embryos (if checked, please complete Appendix F.)
Required Approvals and Documentation:
In your email submission please include the following documents (check all that apply):

 FORMCHECKBOX 
 UCLA Institutional Biosafety Committee (IBC) Approval Letter (https://rsawa.research.ucla.edu/ibc/) 
 FORMCHECKBOX 
 UCLA Animal Research Committee (ARC) Approval Letter (https://rsawa.research.ucla.edu/arc/)  
 FORMCHECKBOX 
 Copy of Contract or Grant(s)
 FORMCHECKBOX 
 Material Transfer Agreement(s) (MTA)/Simple Letter Agreement (SLA)* 
 FORMCHECKBOX 
 Non-UCLA Institution IRB/SCRO Approval Letter (if receiving hPSC lines from an extramural source, except those lines previously approved by the Committee). See Section VI.
 FORMCHECKBOX 
 Non-UCLA Institution Informed Consent Form (ICF) (for collection of original biological material) 
* MTA submissions with the Technology Development Group (TDG) can be can done in parallel (https://tdg.ucla.edu/) 
Section III – Co-investigators & Funding
Co-Investigators/Collaborators:

Please provide the following information regarding all co-Investigators and collaborators:

 FORMCHECKBOX 
Intramural co-investigator  FORMCHECKBOX 
 Extramural co-investigator 


[Name, degree]


[Title]


[Campus email]

 FORMCHECKBOX 
Intramural co-investigator  FORMCHECKBOX 
 Extramural co-investigator 


[Name, degree]


[Title]


[Campus email]

Funding:
Please provide the following information regarding funding for this project. Please include all funding sources of this research as well as pending funding source(s): 
P.I. of Contract or Grant: 
Funding Source: 
Contract or Grant No.: 
Contract or Grant Title: 
P.I. of Contract or Grant: 
Funding Source: 
Contract or Grant No.: 
Contract or Grant Title: 
Section IV – hPSC Data 
Provenance of hPSC:
Please include the following information in the table:

1. Information about lines in the NIH Stem Cell Registry are at:  http://stemcells.nih.gov/research/registry/ 
2.
If you are using somatic cells for reprogramming, please provide information relevant to the somatic cells (indicate n/a for NIH Registry #)
3.    If you will be obtaining the cells from the UCLA Broad Stem Cell Research Center Core Bank, please indicate as much in the Provider column.
	Provider
	Cell Line Name
	NIH Registry #
	UCLA MTA #

	 EX:  WiCell
	WiCell: H1
	NIH-0043, 
	06-W008

	1. 
	
	
	

	2.
	
	
	

	3. 
	
	
	

	4. 
	
	
	


Section V: RESEARCH PROJECT
1. Scientific background and Rationale:
Please provide sufficient background information to justify the research rationale. Please include an outline of the previous and supporting research conducted and the peer reviewed scientific journal articles or other supporting data (no more than three paragraphs). 
2. OBJECTIVES AND EXPERIMENTS
A. Please concisely state the objectives as they correspond to the research hypothesis and outline how the study design will answer the scientific questions posed in the objectives.
B. Please include numbered aims (Aim 1, Aim 2, etc.) and the experiments supporting the aims. 
Section VI:  GUIDELINES 
UCLA policy requires that all hPSC research undergo scientific review.  Strictly laboratory research that uses existing hPSC lines, the creation of iPSC from known commercially available somatic cells (ex: Corriell, ATCC), or use of hPSC on the NIH Registry may use this short form.  
Stem cell lines in the NIH Stem Cell Registry meet required provenance criteria. hPSC that were previously approved by the hPSCRO are confirmed to meet regulatory standards.  You are not required to provide additional information about the provenance of the line, such as informed consent, recruitment, financial inducements, or the original derivation process, when using lines previously approved by the hPSCRO Committee or lines on the NIH Stem Cell Registry (except in the case of some sensitive research).

B. Review Requirements

CA Law and National Academies of Science hESC Guidelines
California law and the National Academy of Science (NAS) hPSC research guidelines require a scientific evaluation of the proposal and a thorough accounting of the cells. The NAS “subscribe[d] to the consensus of many bioethics bodies throughout the world that a system of oversight of [hESC] research should be in place.” 


Chancellor’s Animal Research Committee (ARC) 
hPSC research that includes non-human animal subjects may be required to undergo prospective ARC review.
  Please contact the ARC at arc@research.ucla.edu or x49565, if you have questions about animal research.

Institutional Biosafety Committee (IBC) and Other Compliance Committees
hPSC research that falls within the purview of the IBC and/or other relevant compliance committees must also receive prospective approval from those committees.

Institutional Review Board (IRB)

hPSC research that includes human subjects may be required to undergo prospective IRB review.
  Please contact the IRB at mirb@research.ucla.edu or x55344, if you have questions about human subject research review requirements.

RENEWAL SECTION

1. Are you adding any of the following (please check all applicable boxes):

YES
NO

 
  New co-investigators or collaborators (if YES, please update Section III above)

 
  New funding source (if YES, please update Section III above and provide one (1) electronic copy of the complete new grant or contract)

 
  New hESC lines included in the NIH Stem Cell Registry (if Yes please update the table in Section IV)

 
  New non-registered hPSC lines provided by another UCLA investigator (if YES, please update the table in Section IV)

 
  New non-registered hPSC lines provided by an extra-mural source (if YES, please update the table in Section IV and complete Appendix C.)
 
  New experiments or modifications to the research (if YES, please update Section IV)

  New in vivo research (if YES, please update Section IV and complete Appendix A.)
All modifications to Sections II, III, and IV should be in “track changes”.
2. Please provide a brief summary of the research progress and results to date.
3. Milestones: Please list the study parameters/milestones and the timeline for completion. Table  format is preferred. 
	Aim
	Milestone/Study Parameters
	Check if Completed
	Completion Date
	Major findings (if milestone not complete please explain)

	1. 
	
	
	
	

	2. 
	
	
	
	

	
	
	
	
	


YES
NO

4. 
  Are you sharing lines with extramural collaborators?  If YES and research information is returned to you, please outline the findings. 
5. Please list all publications resulting from the research during the last approval period and provide a copy of the reprint.
� “Registered” means on the NIH Stem Cell Registry: � HYPERLINK "https://grants.nih.gov/stem_cells/registry/current.htm" �https://grants.nih.gov/stem_cells/registry/current.htm� or CIRM: � HYPERLINK "https://www.cirm.ca.gov/our-funding/acceptably-derived-embryonic-stem-cell-lines" �https://www.cirm.ca.gov/our-funding/acceptably-derived-embryonic-stem-cell-lines�  


� Committee on Guidelines for Human Embryonic Stem Cell Research (NAS-IOM Report), Guidelines for Human Embryonic Stem Cell Research, National Research Council – Institute of Medicine of the National Academies, 2005.


� � HYPERLINK "https://rsawa.research.ucla.edu/" �https://rsawa.research.ucla.edu/� 


� https://ohrpp.research.ucla.edu/
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