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_____________________________________________________________________________
NEBRASKA’S HEALTH SCIENCE CENTER          


                         OFFICE OF REGULATORY AFFAIRS (ORA)

                                                                                                      Embryonic Stem Cell Research Oversight (ESCRO)   

SROC APPLICATION FOR CONTINUING REVIEW
hESC AND FETAL TISSUE RESEARCH

SROC #:      
Title of Protocol:

Principal Investigator:

PI Department:

PI Phone:

PI e-mail:

PI Address and campus ZIP:

STUDY STATUS
Mark the status of the study and complete sections as indicated: 
	 FORMCHECKBOX 

	A.
	Research active. Re-approval requested.

Active MTA#:      

	 FORMCHECKBOX 

	B.
	Research completed.  Termination requested.

What is the disposition of the hESCs and/or fetal tissue/fetal cells?
     

	 FORMCHECKBOX 

	C.
	Research was never initiated.  Termination requested.

Reason for not initiating research:      
What is the disposition of the hESCs and/or fetal tissue/fetal cells?
     


CERTIFICATION OF PRINCIPAL INVESTIGATOR

Signature certifies that the above titled research has been and will continue to be conducted in full compliance with SROC and IRB requirements/policies and that when applicable all study personnel have completed the CITI Training for hESC research.  It is understood that SROC and IRB continuing review is required in order to maintain approval and any changes in the study/methodology must be approved by the SROC and IRB prior to implementation.  Alternatively, if the study has never been initiated and you are requesting termination, your signature verifies this request. 

_____________________________________


______________
Signature of Principal Investigator




Date

PRINCIPAL INVESTIGATOR'S ASSURANCE

The Principal Investigator understands and accepts the following obligations:

I recognize that as the Principal Investigator it is my responsibility to ensure that this research and the actions of all project personnel involved in conducting the study will conform to the approved protocol and SROC and IRB requirements/policies.

I will ensure that all project personnel are trained properly and are fully aware of their responsibilities according to the SROC and IRB policies and procedures.
I will not initiate any change in protocol without SROC and IRB approval.

I will maintain all required research records on file; and I recognize that the SROC and IRB is authorized to inspect these records.
I certify that there are adequate resources and facilities to carry out this research, including staff, funding, space, and record keeping capability.
I understand that continuing review by the SROC and IRB is required at least annually.  
I will inform the SROC and IRB immediately if I become aware of any violations of SROC and/or IRB requirements.

I understand that failure to comply will all SROC and IRB requirements/policies and the provisions of the protocol as approved by the SROC and IRB may result in suspension or termination of my research project. 

_____________________________________


______________
Signature of Principal Investigator




Date



Instructions:  Each subpart must be titled using boldface subheadings as described below and addressed independently.  Please retain the questions in the finished application for easy reference.  Please include sufficient information to facilitate an effective review by all members of the SROC including non-specialists.  All abbreviations and terms not part of common usage should be defined and simplified language should be used as much as possible.  

1.
PROTOCOL ABSTRACT
Provide a brief (less than 400 words) abstract of the research protocol. This summary should include the title of the protocol, and a brief description of the purpose of the study, the human biological material (e.g., hESC(s), fetal tissue, fetal cells or derivatives of any of these) to be used, and the proposed evaluations of the material.  Note: Use the scientific summary provided in the SROC Application.  

2.
CELL LINES, FETAL TISSUE, FETAL CELLS AND/OR THEIR DERIVATIVES
A.
Describe the biological material (e.g., strains, cell line identifiers, fetal tissue etc) being used in this study.

B.
What is the source of the cells, fetal tissue or derivatives?

C.
Please provide a brief progress report on the development of alternatives to the use of hESC lines, fetal tissue, fetal cells and/or derivatives.

3.
STUDY RESULTS
A.
Provide a brief progress report of the research results to date (up to one page).

B.
Provide a copy of the annual certification statement or the report provided to the provider of the cell lines Note: If one is not required by the provider please explain.      

4.
CURRENT LITERATURE
A.
Has data been published or presented since the last SROC review that makes the aims of this research more or less important?

B.
Can the aims of the research still be accomplished by using the source(s) of the biological materials and other resources available to the investigators?  Note: This information will aid the SROC in determining if the research is still practical and relevant.

5.
PROJECT PERSONNEL

A.
List all personnel involved in the study according to the classifications below.    
1)
Principal Investigator:

2)
Secondary Investigator: 

3)
Participating Personnel: 

4)
Lead Coordinator: 

5)
Coordinator: 

6)
Administrative/data management: 

B. List personnel added or deleted to the study at this time.  Include the classification for each person (i.e., Secondary Investigator, Participating Personnel, Lead Coordinator, Coordinator, Administrative/data management).  DO NOT list individuals who have been previously added or deleted.  
	TYPED FULL NAME 

PLEASE DO NOT USE NICKNAMES.
	CLASSIFICATION
	ADDED OR DELETED?
	IF INDIVIDUAL IS ADDED

	
	
	
	FINANCIAL INTEREST IN THE RESEARCH*?

	     
	 FORMCHECKBOX 
 Principal Investigator

 FORMCHECKBOX 
 Secondary Investigator

 FORMCHECKBOX 
 Participating Personnel

 FORMCHECKBOX 
 Lead Coordinator
 FORMCHECKBOX 
 Other Coordinator

 FORMCHECKBOX 
 Data/Administrative 
	 FORMCHECKBOX 
 Added

 FORMCHECKBOX 
 Deleted
	 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes

	     
	 FORMCHECKBOX 
 Secondary Investigator

 FORMCHECKBOX 
 Participating Personnel

 FORMCHECKBOX 
 Lead Coordinator
 FORMCHECKBOX 
 Other Coordinator

 FORMCHECKBOX 
 Data/Administrative 
	 FORMCHECKBOX 
 Added

 FORMCHECKBOX 
 Deleted
	 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes


	     
	 FORMCHECKBOX 
 Secondary Investigator

 FORMCHECKBOX 
 Participating Personnel

 FORMCHECKBOX 
 Lead Coordinator
 FORMCHECKBOX 
 Other Coordinator

 FORMCHECKBOX 
 Data/Administrative 
	 FORMCHECKBOX 
 Added

 FORMCHECKBOX 
 Deleted
	 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes


	     
	 FORMCHECKBOX 
 Secondary Investigator

 FORMCHECKBOX 
 Participating Personnel

 FORMCHECKBOX 
 Lead Coordinator
 FORMCHECKBOX 
 Other Coordinator

 FORMCHECKBOX 
 Data/Administrative 
	 FORMCHECKBOX 
 Added

 FORMCHECKBOX 
 Deleted
	 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes


	
	
	
	

	
	
	
	

	     
	 FORMCHECKBOX 
 Secondary Investigator

 FORMCHECKBOX 
 Participating Personnel

 FORMCHECKBOX 
 Lead Coordinator
 FORMCHECKBOX 
 Other Coordinator

 FORMCHECKBOX 
 Data/Administrative 
	 FORMCHECKBOX 
 Added

 FORMCHECKBOX 
 Deleted
	 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes


	     
	 FORMCHECKBOX 
 Secondary Investigator

 FORMCHECKBOX 
 Participating Personnel

 FORMCHECKBOX 
 Lead Coordinator
 FORMCHECKBOX 
 Other Coordinator

 FORMCHECKBOX 
 Data/Administrative 
	 FORMCHECKBOX 
 Added

 FORMCHECKBOX 
 Deleted
	 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes


	     
	 FORMCHECKBOX 
 Secondary Investigator

 FORMCHECKBOX 
 Participating Personnel

 FORMCHECKBOX 
 Lead Coordinator
 FORMCHECKBOX 
 Other Coordinator

 FORMCHECKBOX 
 Data/Administrative 
	 FORMCHECKBOX 
 Added

 FORMCHECKBOX 
 Deleted
	 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes



MATERIALS TO BE ATTACHED TO THE ELECTRONIC (RSS) APPLICATION:
A. Signed PDF of this form;
B. IF APPLICABLE, a copy of the REVISED SROC Application 
C. IF APPLICABLE, a signed PDF copy of the SROC Request for Change

D. IF APPLICABLE, PDF copy(s) of all publications derived from this study since last SROC review.

SECTION I





SECTION II
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