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POLICY: The Principal Investigator may provide OCR with informed consent
for assistance to ensure compliance with NSU IRB, federal and local law
requirements.

PROCEDURE:

1 The sponsor or investigator prepares the Informed Consent (IC) according
to the NSU IRB manual.

1.1Investigator provides investigator’'s contact information,
location, names and contact information of sub-investigators.

1.2 OCR reviews the IC.

1.3 OCR reviews the Clinical Trial Agreement (CTA) for subject
injury reimbursement (SIR) and coverage cost provisions with
the IC document to insure consistency between IC and CTA.
Subject injury language must correspond exactly to the injury
clause in clinical trial agreements

1.4 Confidentiality section is reviewed to ensure all agencies and
persons who may have access to clinical research information
(for example, IRB, sponsors, NSU personnel, FDA; and in the
case of dental investigators practicing under teaching
certificates, the American Dental Association).

1.5NSU customized IC sent back to sponsor for approval

1.6 Sponsor approved draft of IC submitted to IRB with the
Submission Form for Initial Review

2. IRB approves or recommends modifications

2.1 Modifications inserted and returned to sponsor for approval

2.2 Sponsor approved changes submitted for final approval

by IRB

3. Please refer to the IRB Consent Form Checklist found on the NSU IRB
website
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