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Request for Facilitated Review of Research Approved by the
Central Institutional Review Board of the National Cancer Institute

Section One: Project and Personnel

Investigator: Date:

Title of Project:

CIRB Number: Cooperative Group & Number:

Georgetown University (GU) and MedStar Research Institute (MRI) are members of the Central Institutional
Review Board (CIRB), a pilot project sponsored by the National Cancer Institute (NCI) in consultation with the
DHHS Office of Human Research Protection (OHRP) to streamline the process for local IRB review of multi-center
cancer treatment trials.

Consultants or
Co-investigators, if any Title Department/ Institution Phone

An investigator at GU or MRI who wishes to enroll subjects in a CIRB-approved protocol should download the
protocol, informed consent documents, and the CIRB application from the participant side of the CIRB website
(http://www.ncicirb.org) and submit them along with this Request for Facilitated Review to the MRI-GU
Oncology IRB for local expedited review.

1. Please attach the following materials to this application:
CIRB approved protocol documents, including approval letter and CIRB approved consent form

Any survey tools or questionnaires

Scientific Review results

Oooogoano

Informed Consent Document in MRI-GU format

CIRB NOTE: Local boilerplate additions to the informed consent dealing with state and local law,
institutional requirements, or IRB policies may be added to the local consent form. Local IRBs may also
make minor word substitutions or additions in the informed consent document, particularly to facilitate
better comprehension by the local population, as long as the proposed changes do not alter the meaning of
the CIRB approved contents. Revisions/changes to the local consent form other than those described above
require full board review at the local level, and facilitated review may not be used. Per current OHRP/NCI
guidance, any informed consent changes must be justified in the IRB minutes and sent to the Cooperative
Group administering that protocol.

2. Has the Institutional Biosafety Committee approved the protocol? [ ] Yes [ |No [ ] Not Applicable
3. Has the Radiation Safety Committee approved the protocol? []Yes [JNo []Not Applicable
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Section Two: Signatures

I certify that the information furnished concerning the procedures to be taken for the protection of human subjects is
correct. I will seek and obtain prior approval from the MRI-GU Oncology IRB for any modification in the informed
consent document. I will promptly inform the MRI-GU Oncology IRB of any serious adverse events that occur
locally. The study staff and co-investigators will be informed of any modifications to the protocol, as implemented
by the NCI CIRB, and any unexpected or otherwise significant adverse effects encountered in the course of this
study. I certify that all individuals named as consultants or co-investigators have agreed to participate in this study.

Printed/Typed Name of Investigator Telephone number
Signature of Investigator Date
Printed/Typed Name of Department Chair Telephone Number
Signature of Department Chair Date

If more than one department or administrative unit is participating in the research and/or if the facilities or support of
another unit, e.g., nursing, pharmacy, or radiation therapy, are needed, then the chair or administrative official of
each unit must also sign this application.

Authorized Signature and Title Date
Authorized Signature and Title Date
Authorized Signature and Title Date

Section Three: FOR IRB USE ONLY

Does the local IRB accept CIRB review of this protocol?
O CIRB Review Accepted. Date Protocol Acceptance Form completed:

O CIRB Review Rejected. Date Principal Investigator notified:

Designated IRB reviewer:

(Please print or type name)

If CIRB Review Accepted: Comments:
O Informed Consent document approved as submitted

O Informed Consent document approved with local
changes.

Signature of IRB reviewer Date
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