UNIVERSITY OF MIAMI EMBRYONIC STEM CELL OVERSIGHT COMMITTEE 

Embryonic Stem Cell Research Oversight Committee (ESCRO) Application Form


	1. Investigator Information   Please attach biosketch for PI and Co-Investigators

	Principal Investigator (PI):

Department / Division:
TITLE OF STUDY:


	
	

	CITI STEM CELL ETHICAL Training Completed for all staff?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 N

	Co-Investigators: (i.e. one who has authority over the conduct of the research in the PI’s absence)

	Name:


	
	ESCRO Training Completed?

 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	Name:


	
	ESCRO Training Completed?

 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	Laboratory/Clinical Personnel (i.e. anyone involved in the conduct of the research)

	Name:


	
	ESCRO Training Completed?

 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	Name:


	
	ESCRO Training Completed? 

 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	Name:


	
	ESCRO Training Completed?

 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	Name:


	
	ESCRO Training Completed?

 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	Name:


	
	ESCRO Training Completed? 

 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	2. Funding Sponsors                                                                              

	Sponsor:
	
	Sponsor Type:
	Grant #:

	Sponsor:
	
	Sponsor Type:
	Grant #:

	Sponsor:
	
	Sponsor Type:
	Grant #:

	3. Facilities (please check all that apply)

	 FORMCHECKBOX 
 On Campus
List Building(s) and Room Number(s):



	 FORMCHECKBOX 
 Off Campus
List Addresses:



	4. Category of Research

	The following categories of research do not require registration with the ESCRO Committee:

· Use of non-Human Stem Cells

· Use of human cord blood;

· Transplantation of Stem Cells as part of a recognized and accepted medical treatment for a disease or condition

· The creation and ex vivo passage of induced pluripotent stem cells (iPSC)

	Requires ESCRO

Committee Registration
	1. 
[image: image1]
	NIH-Registered Cell Lines: In vitro research using hESC lines that are listed on the NIH hESC Registry: http://stemcells.nih.gov/research/registry/

	
	2. 
[image: image2]
	ESCRO pre-approved Cell Lines: In vitro research using hESC lines or iPSC lines that have been pre-approved for such use by the ESCRO Committee.

	
	3. 
[image: image3]
	De-Identified IRB Approved Cell Lines: In vitro research using Human Stem Cells that have been obtained using an IRB approved process and the cell lines have been de-identified such that the identity will never be released to the Investigator.

	
	4. 
[image: image4]
	Human Transplant: Research involving transplantation of Human Stem Cells or cells derived from Human Stem Cells into human subjects.

	
	5. 
[image: image5]
	Other: Other types of Human Stem Cell Research that the Vice Dean for Science (or her designee) has made a written determination, after due consideration of the likely risks and benefits of such research, that such categories are permissible without the additional review of the ESCRO Committee.

	Requires Full ESCRO Committee Review
	1. 
[image: image6]
	New hESC Cell Line: Creation of a new hESC line by any means, including through use of SCNT, human zygotes, spindle transfer, or a human embryo furnished by an in vitro fertilization clinic or other lawful source.

	
	2. 
[image: image7]
	Donor Payment: Payment to a donor solely for the purpose of creating a human embryo to be used in hESC research.

	
	3. 
[image: image8]
	Donor Identifiers: Research in which personally identifiable information about the donor of the blastocysts, morulae, gametes, or somatic cells from which the hESCs or iPSCs were derived is readily ascertainable or might become known to the investigator.

	
	4. 
[image: image9]
	Ineligible hESC Lines: Research using NIH Ineligible hESC lines that have not been pre-approved for such use by the ESCRO Committee.

	
	5. 
[image: image10]
	Neural or Gametic Cell Lines: iPSC Research which includes experiments designed or expected to yield neural or gametic cells and tissues.

	
	6. 
[image: image11]
	Mixing Cells & Embryos: Mixing human totipotent stem cells or iPSCs with pre-implantation human embryos (In no case shall such experiments be allowed to progress for more than 14 days of development in vitro, or past the point of primitive streak formation, whichever is first).

	
	7. 
[image: image12]
	Implantation: Clinical research in which cells of human totipotent stem cells or iPSCs are transplanted into living human subjects.

	
	8. 
[image: image13]
	Culturing Human Embryo: In vitro culture of intact human embryo.

	
	9. 
[image: image14]
	Chimeric human cells: Research that generates non-primate animal chimeras using human cells, including, but not limited to, introducing hESCs, human totipotent stem Cells into animals other at any stage of embryonic, fetal, or postnatal development.

	
	10. 
[image: image15]
	Non-human Primates: Research that involves the introduction of hESCs into non-human primates at any stage of fetal or postnatal development.

	5. Research Plan and Scientific Rationale
Provide a scientific description of the experimental design and research procedures.  This should include the hypothesis to be tested as well as a general description of the methodology to be used.  Include the scientific rationale for why hESCs are needed to answer the scientific question.  If the research plan includes the creation of new lines, describe the methods by which these lines will be created.  



	a. Experimental design and research procedures:

	b. Scientific rationale for need to generate new cell lines:

	c. Scientific rationale for number of blastocytes or oocytes to be used:

	d. Description of and scientific rationale for proposed introduction of new cell lines into other species:

	6. Privacy & Confidentiality of Donors

	a. Are the stem cells being used in this research linked to any information that would enable you to identify the donors of the original blastocyst?
	Yes 
[image: image16]
No
[image: image17]
N/A
[image: image18]

	b. Are the stem cells linked to any information that would enable the source institution to link the cells to the donors of the original blastocyst?
	      Yes 
[image: image19]   No
[image: image20]
   N/A
[image: image21]

	c. If “YES” to either of the above, please describe in the space provided all precautions being taken to ensure donor privacy/confidentiality:
Please describe: (a) the process for coding the samples, (b) where the link is stored and its security, (c) the personnel who have access to the links and their training in confidentiality procedures, and (d) what becomes of the coded data and samples when the study is completed.

	7. Conflict of Interest

	Relationship to Study: Do you, your spouse, or your dependent children have any financial interest in, or relationship with, the sponsor (or any outside entity) that could affect or be affected by the research?   Yes 
[image: image22]   No
[image: image23]


	8. Approvals from Other Committees

Attach copies of approval letters for each committee (when required by the research).

	 FORMCHECKBOX 
 Institutional Review Board (IRB) (Please indicate if approval was exempt, expedited, or full-committee) 

 FORMCHECKBOX 
 Institutional Animal Care and Use Committee (IACUC) 

 FORMCHECKBOX 
 Institutional Biosafety Committee (IBC)



	9. Material Transfer Agreements                                                                                   
University of Miami researchers must assure that a Material Transfer Agreement has been executed prior to obtaining any human stem cell lines from an external entity.  Material Transfer Agreement should be negotiated with Grants and Contracts Administration.

	          Yes 
[image: image24]   No
[image: image25]     N/A
[image: image26]

	10. PI certification

By signing below, I certify that:

	· I have reviewed this protocol submission in its entirety and I am fully cognizant of and in agreement with all submitted statements.

	· I have adequate resources and facilities to carry out the proposed research.

	· I will comply with the current state and federal regulations and UM ESCRO Committee requirements governing this research.

	· I will ensure that all individuals associated with this project have the appropriate credentials to conduct the portion of the study in which they are involved.

	· I have completed and will require my research team to complete an educational program on the protection of human subject research participants.

	· I will ensure that all co-investigators and other personnel assisting in the conduct of this research study have been provided a copy of the entire current version of the research protocol and are fully informed of the current (a) study procedures (including procedure modifications); 
(b) potential risks associated with the conduct of this study and the steps to be taken to prevent or minimize these potential risks; (c) data and record-keeping requirements; and (d) the current approval status of the research study.

	· I will respond promptly to all requests for information or materials solicited by the UM ESCRO Committee.

	· I will maintain adequate, current, and accurate records of research data, outcomes, and adverse events (if applicable) to permit an ongoing assessment of this research project.

	· I have read and understood all of the questions in this application and that all of the foregoing information and statements submitted in this application and its attachments and supporting documents are true and correct to the best of my knowledge and that all responses to the questions are full and complete, omitting no material information.

	 SHAPE  \* MERGEFORMAT 



Signature of Principal Investigator 
	Date​​​​​​​​​​​​​​​​​​​​_______________________________


	Checklist of appendices to be included with this application:


	
	Comment:

	Biosketch for PI and Co-Investigators
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	

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

	Investigational New Drug (IND) application/number
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
N/A
	

	Copy Material Transfer Agreement (MTA)
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
N/A
	

	IRB/IACUC application 
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
N/A
	

	Consent document(s)
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
N/A
	

	Approval document(s)
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
N/A
	

	Protections afforded and procedures prescribed by the collaborating foreign institution
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  FORMCHECKBOX 
N/A
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