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	To Be Completed By The Investigator
	
	For OPRS Use Only

	Date Application Completed: 
	     
	
	UIC IRB #:
	

	Application Document Version #:
	     
	
	Assigned IRB:
	

	I. Project Title:
     

	II. Principal Investigator: 

	Name (Last, First)
     
	Degree(s)
     
	University Status/Title
     

	Date of Investigator Training

     
	Department
     
	College
     

	Campus Mailing Address

     
	M/C

     

	Campus Phone Number
     
	Campus Fax Number

     
	E-mail Address
     

	III. Co-Investigators
List all, including those from other institutions. If you require space for additional co-investigators please use Appendix P.

	 FORMCHECKBOX 
 Co-Investigator or   FORMCHECKBOX 
 Faculty Sponsor

	Name (Last, First)
     
	Degree(s)
     
	University Status/Title
     

	Date of Investigator Training

     
	Department
     
	College
     

	Campus Mailing Address

     
	M/C

     

	Campus Phone Number
     
	Campus Fax Number

     
	E-mail Address
     

	 FORMCHECKBOX 
 Co-Investigator or   FORMCHECKBOX 
 Key Research Personnel – Role:      

	Name (Last, First)
     
	Degree(s)
     
	University Status/Title
     

	Date of Investigator Training

     
	Department
     
	College
     

	Campus Mailing Address

     
	M/C

     

	Campus Phone Number
     
	Campus Fax Number

     
	E-mail Address
     

	 FORMCHECKBOX 
 Co-Investigator or   FORMCHECKBOX 
 Key Research Personnel – Role:      

	Name (Last, First)
     
	Degree(s)
     
	University Status/Title
     

	Date of Investigator Training

     
	Department
     
	College
     

	Campus Mailing Address

     
	M/C

     

	Campus Phone Number
     
	Campus Fax Number

     
	E-mail Address
     

	FORM - Development/Center

/Training Grant Application

Version 1.0
	Office for the Protection of Research Subjects (OPRS)

1737 West Polk Street (MC 672)

203 Administrative Office Building

Chicago, IL 60612

Phone:  312.996.1711  Fax:  312.413.2929

www.research.uic.edu 


	IV. Funding Sources

A. Check all of the appropriate boxes for funding sources (including pending sources) for this research.

	 FORMCHECKBOX 
 Extramural Federal

 FORMCHECKBOX 
 HHS

 FORMCHECKBOX 
 NIH

 FORMCHECKBOX 
 Other
	 FORMCHECKBOX 
 Extramural Non-Federal

 FORMCHECKBOX 
 Industry- PI initiated

 FORMCHECKBOX 
 Industry- Sponsor initiated

 FORMCHECKBOX 
 State

 FORMCHECKBOX 
 Foundation
	 FORMCHECKBOX 
 Intramural

 FORMCHECKBOX 
 Campus Research   Board (CRB)

 FORMCHECKBOX 
 Departmental
	 FORMCHECKBOX 
 Other: 

     
 FORMCHECKBOX 
 None

	B. You must complete the following information, when applicable.  Note: If the funding is pending at the time of submission, you must notify the IRB via an amendment when there is a subsequent change of funding status (e.g., change from “pending” to “funded,” or if there is a change in the funding source).

	1. UIC Proposal Approval Form (PAF) or Institution Number:      
Please provide this number for all research applications that are supported by a grant or contract, and indicate whether the funding is approved or pending at the time of application.  Please note the PAF Number is assigned by the Office of Research Services in the Office of the Vice Chancellor for Research.

	2. P.I. of Grant(s) or Contract(s):      
For Federally funded research: If the PI of the grant is not the Pl for this research application or is a non-UIC investigator, he/she must be listed on Page 1 (or Appendix P) and her/his affiliation must be listed below under performance sites.

	3. Name of Funding Source(s):      

	4. Grant/Contract No(s). (if available):      

	5. Grant/Contract or Project Title(s):      

	6. If the PI of the grant is a non-UIC investigator, please explain the type of funding relationship or agreement that exists between the grant PI and the UIC PI (i.e. performance site, subcontract, consultant).       

	If federally funded, submit one copy of the complete initial funding application for review and provide the name and address of the individual to whom certification of IRB approval (optional form 310) should be sent:

	Name (Last, First)
     

	Address line 1

     

	Address line 2

     
	M/C

     

	City
     
	State

     
	Zip
     

	Note: The 310 will be provided with the approval letter. If there is no information provided here, the contact information will not appear in the appropriate section of the 310 form.

	V. Performance Sites1
List all collaborating and performance sites.  Final approval of a performance site may be withheld until documentation of IRB approval or exemption is obtained for that site.

	
	Provide certification or letter of IRB approval or exemption and a copy of the approved consent document
	Provide letters of cooperation or support (as appropriate)

	1. Is UIC a performance site?

 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

(Must be “yes” unless the research is conducted only at the Jesse Brown VAMC)
	N/A
	N/A

	2. Is Jesse Brown VAMC a performance site?

 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
	Obtain and provide Jesse Brown VAMC R&D Committee approval after UIC approval of your claim of exemption
	N/A

	3. Other:      
	 FORMCHECKBOX 
 Attached

 FORMCHECKBOX 
 Will Follow
	 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Attached

 FORMCHECKBOX 
 Will Follow
	 FORMCHECKBOX 
 N/A

	4. Other:      
	 FORMCHECKBOX 
 Attached

 FORMCHECKBOX 
 Will Follow
	 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Attached

 FORMCHECKBOX 
 Will Follow
	 FORMCHECKBOX 
 N/A

	5. Other:      
	 FORMCHECKBOX 
 Attached

 FORMCHECKBOX 
 Will Follow
	 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 Attached

 FORMCHECKBOX 
 Will Follow
	 FORMCHECKBOX 
 N/A

	1A performance site is a site that conducts the research using a UIC initiated research protocol or grant, or under a sub-contract to UIC, with UIC as the lead research site. If UIC is conducting the research as a site for a grant that originates elsewhere, the lead site must be listed as a performance site for UIC. The many sites participating in a multi-site clinical trial are not UIC performance sites, unless UIC is the lead site that initiated the protocol.

	VI. Financial Conflict of Interest

1. Is the Principal Investigator, or any other research personnel involved in this research known to have a financial conflict of interest associated with this study?    FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

If yes, please explain:
     
2. Has a University-approved conflict management plan been implemented to address this financial conflict of interest?    FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A 

Select this option ONLY if you answered “no” to question #1 above.

 FORMCHECKBOX 
 No

Please contact your Department Head for further instructions. The IRB may choose not to approve a study before a management plan has been approved for addressing financial conflicts of interest.

 FORMCHECKBOX 
 Yes

If yes, please briefly describe the written management plan that is in place:      
     
3. Does the University have ownership or royalty interest in any intellectual property used in this protocol?

 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No   If yes, please describe the written agreements that are in place regarding these interests:
     
4. Will a “finders fee” or a per capita payment of any kind connected with the enrollment/continuation of individual subjects in this study be paid to any persons other than to the subjects themselves?

If yes, please explain: 

     
Note: The IRB requires disclosure of any potential financial conflicts of interest in the consent document(s) if written consent documents will be provided for participation in this research.  Further, the consent document(s), if required, must disclose each entity involved in the proposed research, whether through funding, cooperative research, or providing drugs or equipment used in the protocol.




	VII.   LAY SUMMARY

Summarize the proposed research using non-technical language that can be understood by members whose primary concerns are nonscientific.  The information must include: approximately 500 words.)

Purpose:     
Procedures/Interventions:     
Subject Population (Description):     
Recruitment Procedures:      
Process of Consent/Assent:     
Performance Site(s):     


	VIII. AFFIRMATION OF GRANT STATUS REQUEST

In accordance with 45CFR46.118, there are some applications for grants, cooperative agreements, or contracts that are submitted to federal departments or agencies with the knowledge that subjects may be involved within the period of support, but these applications do not include specific plans for human subjects research in order to accomplish the aims of the proposal. These applications generally fall into one or more of the following categories:

1. “Core” or “Center” grants—these are institutional grants that will support individual research projects that are “yet to be determined” at the time of the Core or Center grant application.

2. Training grants—these applications request funding for research fellows or others who will be supported for the purpose of implementing human subject research, but the specific studies on which they participate are not part of the training grant application.

3. Development only applications—these applications include plans for the development of specific human subjects research studies, but those studies will only be initiated after some preliminary projects are completed (e.g., development of instruments or compounds, or prior animal studies).  

At UIC, IRB approval is required for Core, Center and Training grants using this application form.

Regardless of the category above, under NO circumstances may an investigator initiate human subjects research funded by the grant/contract, including pilot studies, prior to the review and approval of a separate IRB application or a Claim of Exemption (through OPRS). 

Please clarify the type of developmental status you are seeking (check one or more from the following options)?

 FORMCHECKBOX 
 
This application is for an institutional “Core” or “Center” grant/contract/agreement in which the specific activities involving subjects remain to be determined or selected.  

· Each research project involving human subjects that is funded from this center or core grant/contract/agreement will be separately submitted, and no research activity will begin until each individual project is approved.  Those individual applications will cross-reference this protocol as a source of financial support.

 FORMCHECKBOX 
 
This application is for an institutional “Training” grant/contract/agreement which will provide support for research personnel who will be involved in human subject research, but the specific studies on which they participate are not included within this grant/contract/agreement. 

· Each research project involving human subjects and utilizing research personnel who are funded through this training grant/contract/agreement will be separately submitted, and no research activity will begin until each individual project is approved.  Those individual applications will cross-reference this protocol as a source of financial support.

 FORMCHECKBOX 

This application is for a grant/contract in which the human subject involvement will depend on the development or completion of instruments, recruitment/consent procedures, prior animal studies or purification of compounds.

· After completion of the preliminary activities, a complete research protocol and application must be submitted for review, and the project must be approved prior to the initiation of any component of the research involving human subjects.  Those individual applications should be submitted as an amendment to this protocol using the appropriate initial review application (either IRB review or Claim of Exemption application). 



	IX. CONTACT INFORMATION

Who should be contacted by OPRS if further information about this protocol is needed?

	Name (Last, First)
     
	Title
     

	E-mail Address
     
	Date

     

	Campus Phone Number
     
	Campus Fax Number
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INVESTIGATOR’S ASSURANCE 

I certify that the information provided in this Development/Center/Training Grant application is complete and correct.  I understand that as Principal Investigator, I have ultimate responsibility for the protection of the rights and welfare of human subjects, conduct of the research and the ethical performance of the project.  I agree to comply with all UIC policies and procedures, as well as with all applicable federal, state and local laws regarding the protection of human subjects in research, including, but not limited to, the following:

·    No research activities involving human subjects will be initiated under this approval status until after the review and approval of a separate IRB application or a Claim of Exemption (through OPRS),

· Any research funded by this grant/contract will be performed by qualified personnel according to the approved research protocol,

I certify that I have completed the required initial and/or continuing educational program on the ethical principles and regulatory requirements for human subject protections.



____________________   

Signature of Principal Investigator
Date

FACULTY SPONSOR’S ASSURANCE

By my signature as faculty sponsor on this Development/Center/Training Grant application, I certify that the student or guest investigator is knowledgeable about the regulations and policies governing research with human subjects and has sufficient training and experience to conduct this particular research in accord with the approved protocol.

In addition,

· I agree to meet with the investigator on a regular basis to monitor research progress,

· Should problems arise during the course of the research, I agree to be available, personally, to supervise the investigator in solving them,

· If I will be unavailable, as when on sabbatical leave or vacation, I will arrange for an alternate faculty sponsor to assume responsibility during my absence and I will advise the UIC IRB by letter of such arrangements, and

· I have verified that the investigator completed the required initial and/or continuing educational program on the ethical principles and regulatory requirements for human subject protections.

Signature of Faculty Sponsor* (if PI is a student or a fellow)
Typed Name
Date


*The faculty sponsor must be a member of the UIC faculty.  The faculty member is considered the responsible party for the ethical performance and regulatory compliance of the research project.

DEPARTMENT HEAD SIGNATURE

As department head, I acknowledge that the proposed research is in keeping with the standards set by our department and I assure that the Principal Investigator has met all departmental requirements for review and approval of this research.

Signature of Department Head/Dean*
Typed Name of Department Head/Dean
Date

Dept. Name:

Address:
    M/C:


*If the Principal Investigator or Co-Investigator is also the Department Head, this signature must be that of the College Dean or an appropriate superior to the Department Head
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