Basic Guidelines For New Investigators


Module 3

Research Project Grant Review and Approval 

All research proposals for sponsorship must be reviewed and approved prior to submission to a funding agency.  The Office of Research and Project Administration (ORPA) plays a key role in this process. The ORPA review serves as the final checkpoint for proposals to ensure compliance with sponsor guidelines and University policies. There are two Proposal sign-Off Forms, one can be used for most proposals to external sponsors, University of Rochester Proposal Sign-Off form, http://www.rochester.edu/ORPA/Forms/ and the other is specifically for industry-sponsored clinical trials, http://www.rochester.edu/ORPA/Forms/. The investigator is required to complete the appropriate sign-off and submit it to ORPA. In addition to the Principal Investigator’s sign-off on the form, there may be other required signatures. 

Office for Research and Project Administration (ORPA)

The signature of the ORPA Research Administrator signifies that:

· the University of Rochester has reviewed and endorsed the proposal;

· the work can be performed at the proposed funding level;

· the proposal meets the requirements of the sponsor; and the University will comply with all federal and state regulations as well as university policies.

Departmental Review (Peer review) 

All research projects must be reviewed in the investigator’s department. The signature of the Department chairperson or delegate signifies that the research project has been considered and approved for the following conditions:

· scientific validity;

· appropriate funding;

· access to appropriate resources (clinic space, labs, support staff);

· competing studies for resources, subjects; and

· any potential conflicts of interest have been resolved (see Conflicts of Interest heading below).

Dean’s Office

In some cases, review by the Dean and/or Senior Associate Dean for Research is required. The signature of the Dean signifies that the research project has been considered and approved for:

· exceptions to PI status (not full-time faculty, or full-time positions enjoying similar rights and privileges);

· waivers of less than full recovery of indirect costs;

· new/renovated space required by the project;

· cost-sharing or matching commitments by school or college; and

· management of potential or perceived conflicts of interests.

Additional Signatories

Other signatures may be required depending on the nature of the proposal. These additional signatures are described on the back of the U or R Proposal Sign-Off form.

Conflicts of Interest

All faculty and Investigators are required to complete a University of Rochester Conflict of Disclosure form, http://www.rochester.edu/ORPA/Forms/.

The purpose of this document is to assist in the determination of whether conflicts of interest or commitment may exist.   This disclosure is a requirement of University policy and the federal government. The University Faculty Policy on Conflict of Commitment and Interest can be found at: http://www.rochester.edu/ORPA/policies/coipolicy.pdf.

Intellectual Property Development

There may be an opportunity for University intellectual property development and commercialization in clinical trials when the protocol is developed by the investigator. If the investigator wants to develop potentially patentable or commercially valuable technology, it should be noted on the University of Rochester Proposal Sign-off  Form for Industry Sponsored Clinical Trials or contact the Office for Technology Transfer.  Additional information regarding Intellectual Property can be found these links: http://www.urmc.rochester.edu/technology-transfer
http://www.urmc.rochester.edu/technology-transfer/forms/URIntellectualPropertyPolicy_rev2004.pdf
For Industry Sponsored Research Projects 

ORPA negotiates with industry sponsors clinical trial agreements that adhere to University policies regarding contract terms such as subject injury, indemnification, publication, confidentiality and retention of data. ORPA also requests sponsored program accounting set up study accounts for the receipt and disbursement of study funds. Examples of University Standard agreements can be found at: http://www.rochester.edu/ORPA/Agreements/index.html
ORPA strongly recommends that the PI obtain a draft copy or template of the industry sponsor’s contract (clinical trial agreement) and forward to ORPA as early as possible. This will allow time for negotiation of contract terms so that the study initiation is not delayed.    

In order to evaluate and document that the proposed clinical trial’s relationship to the stated missions of the university of Rochester, the University requires that a Research Profile be completed. The profile is located on the back of the University Sign-off form for Industry-Sponsored Clinical Trials.   

Helpful Links for Additional Information:

ORPA Guide - Guidance for the Submission of Project Proposals 

http://www.rochester.edu/ORPA/OGUIDES/GUIDEPRO1.pdf
ORPA Guide – Guidance for University Approval of Sponsored Clinical Trials

http://www.rochester.edu/ORPA/OGUIDES/guidect.pdf
Investigator Responsibilities at the University of Rochester

http://www.rochester.edu/ORPA/resource/
ORPA Manual for Research and Sponsored Activities – Proposal Review, Approval, and Processing (Chapter 4)

http://www.rochester.edu/ORPA/manual/manual2002.pdf
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