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	I. Introduction

In accordance with 45 CFR 46.118, UIC recognizes that there are some applications for grants, cooperative agreements, or other applications that are funded by 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 application. This Development/Center/Training grant application is to be used by investigators whose application falls 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 submission of the grant application, when the Core or Center grant will not enroll subjects directly, but supports separate protocols involving human subjects.

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 grant applications using this application form.

Regardless of the category above, under NO circumstances may an investigator initiate human subjects research 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). 

Investigator Education in Human Subjects Protections:

Initial submissions will not be accepted by OPRS for review if the PI and/or Faculty Sponsor (when a student is the PI) do(es) not have documentation of initial or continuing training in Human Subject Protections on file.  UIC requires that all investigators and key research personnel comply with the initial human subject protections training and continuing education requirements. For guidance, please refer to the OPRS website http://www.research.uic.edu/protocolreview/irb/education/index.shtml.

A. Conflict of Interest Disclosure:

Federal regulations require institutions have policies and procedures to ensure that investigators disclose significant financial interests that could reasonably appear to affect a proposed sponsored project. Likewise, federal guidelines require that the IRB be informed about possible financial conflicts of interest in research projects when they could affect human subject participation. If a study involves a real or potential (perceived) conflict of interest, the IRB may require additional information from the Investigator/Sponsor.  In addition, the IRB may also seek guidance or consultation from the Conflict of Interest Officer/Committee. Examples of financial conflicts of interest include, but are not limited to, the following as they pertain to the researcher or the researcher’s immediate family:

· Receipt of anything of monetary value including but not limited to: gifts, salary, royalties, or other payments for services, including payments for consulting services and services on advisory committees; 

· Ownership of intellectual property rights, including patents, patent applications, copyrights, and royalties based on those rights; 

· Ownership of equity interests (e.g., owning or having the right or obligation to acquire stocks or stock options or other securities) related to an entity that has an interest in the research; 

· Holding a position as consultant, employee, director or manager of an entity that has an interest in the research

· Receipt of payment beyond the ordinary and customary reimbursement for time and efforts for conducting the research study.

In human subject research, a "conflict of interest" arises when a member of the research team is in a position to have influence either directly or indirectly through the conduct of the research, or through other decisions, that could have a detrimental impact on the rights and welfare of subjects enrolled in the research. 

Please refer to the UIC Web site for further information regarding the institution’s Conflicts of Commitment and Interest Policies and Regulations- http://www.research.uic.edu/conflict/index.shtml.

B. Funding/Support:

Please attach a copy of the grant/contract proposal that was sent to the agency, committee or sponsor.  Please include the following sections of the grant proposal:

· face page

· abstract, performance sites and key personnel

· biographical sketch (Principal Investigator only)

· research plan – specific aims/objectives

· background and significance

· research design and methods including subject recruitment and/or data procurement

· literature cited

· gender/minority inclusion (rationale for subject selection)

· collaboration/support letters or institutional/organizational approvals where appropriate



	Please use the following checklist to ensure that you have completed and included all of the items required for review of your Development/Center/Training/Grant request [please submit 2 copies (one with original signatures and one copy) of all of the following documents to OPRS):

 FORMCHECKBOX 
 A complete, typewritten Development/Center/Training/Grant application (all pertinent questions have been answered).

 FORMCHECKBOX 
 Obtain appropriate departmental signatures (and signature of faculty sponsor for student research).

 FORMCHECKBOX 
 Include copies of the relevant Grant/Contract proposal 

 FORMCHECKBOX 
 Include copies of all supporting documents, including letters of support and approval notices from other institutions.

 FORMCHECKBOX 
 Retain a copy of this entire packet for your records.
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