DRAFT - Protocol Review Procedures 
Submission Procedures

Medical Oncology Branch (MOB) Scientific Review Committee (SRC) approval must be obtained for all new MOB and affiliate protocols prior to submission to the Institutional Review Board (IRB). The SRC will also review amendments if requested by the IRB.
A principal investigator or designee submits an electronic version of the protocol (WORD format) to the NCI MOB Office of Protocol Administration (OPA) (ncimoboffprotadm@mail.nih.gov) no later than 5pm on the deadline date. The protocol review deadline is on a Tuesday the week before the protocol review. A consent form is not required.
Principal investigators can visit the NCI Medical Oncology Branch website (http://medicaloncology.cancer.gov/) to obtain information about the concept review and protocol review process and the OPA. A Protocol Review process tutorial is also available.

Protocol Review

The SRC Chair/Deputy Chair, OPA staff, primary and secondary reviewer (both designated by the chair), and senior staff are all invited to review the protocol.  The protocol will also be sent to Dr. Steinberg and Dr Albert for statistical review. 
OPA staff reviews the protocol for adherence to regulatory requirements and adherence to CCR/NCI administrative guidelines. OPA staff can make administrative changes to the protocol if needed. The Chair/Deputy Chair, primary and secondary reviewer, senior staff, and statisticians review the protocol for preclinical rationale, feasibility, and programmatic goals. In general administrative aspects, grammatical corrections, or syntax suggestions should not be part of the scientific review. 
Meeting Procedures

The Chair/Deputy Chair or designee conducts the Protocol Review meetings on Friday (time choices: 1) meeting day can remain as is (Fri.), 2) alternate every other week on a Friday, OR 3) meet on a Friday after the concept review meeting) from 2-3pm in the Clinical Center (building 10) conference room 13S235A. The meetings are open to the principal investigators and their research staff. In general statisticians will not attend the meeting, but will review meeting minutes and the final protocol document prior to branch chief approval. Protocol review actions require the presence of a quorum, defined as the presence of five (5) investigators. 
Approximately 7 days prior to each protocol review meeting, senior staff will receive an electronic copy of the protocol being reviewed. OPA staff will prepare hard copies of the protocol to be distributed at the meeting. It is helpful if the primary and secondary reviewer recommendations are received before the meeting. 
Principal investigators or their designee are asked to present a five minute protocol summary. Each protocol is assigned a primary and secondary reviewer, the selection of which is based on the expertise of the senior staff member. Ad Hoc reviewers may be assigned at the discretion of the Chair/Deputy Chair. The investigator must leave the conference room during the protocol approval vote but no further discussion will occur during this time. Voting will occur by paper ballot. The Chair is counted when determining the quorum; however, the Chair only votes to break a tie.
 Voting options include:

1) Approve the protocol (unconditionally)

The SRC approves the protocol as presented, finding it meets the scientific and regulatory requirements of the MOB. A hard copy of the signed SRC response memo indicating approval to proceed to the IRB will be placed in the investigators mailbox.
2) Approve the protocol with stipulations (Chair/reviewer review)
The SRC recommends that modifications be made to some aspect of the proposed protocol. The investigators response to the recommendations must be returned to the SRC for review and approval by the primary and secondary reviewers, statisticians, Chair/Deputy Chair and/or Chief.

3) Approve the protocol with stipulations (SRC)
The SRC recommends that modifications be made to some part of the proposed protocol. The investigators response to the recommendations must be returned to the full SRC for review and approval.
4) Table the protocol

In this case the SRC makes the decision that protocol needs significant scientific revision prior to resubmission to the SRC.  In theory this should occur rarely if protocols are adequately vetted at the concept stage.
Protocol Review Summary
Following the meeting, all reviewers’ recommendations are consolidated into a summary. The summary is emailed to senior staff to ensure accuracy. In general comments should be received by 5pm the following Monday in order to be incorporated into the summary. The final minutes (approved by the Branch Chief and Chair) will be emailed to the investigator or designee and a hard copy of the signed summary will be placed in the investigators mailbox. In the event the Chief disapproves of the protocol, the principal investigator and the OPA will be contacted and further advised per the discretion of the Chief.
Investigator Response to the Protocol Review Summary

The principal investigator or designee must respond in writing to the SRC recommendations (unless advised otherwise) to the OPA within two weeks. Four weeks are allowed due to extenuating circumstances. If no response is received within four weeks, the protocol may need to be resubmitted to the SRC for review. 
OPA forwards the investigators response to the primary and secondary reviewer and statisticians for review and approval. The reviewers should try to review the responses within 2-3 days.. In the event a primary or secondary reviewer or statistician disagrees with the investigators response, the reviewer’s comments are routed to the Chief for evaluation. Following approval/disapproval, the investigators response is forwarded to the Chair and Chief for review. Chief approval is indicated by the Chief’s signature on the investigators response memo. Signature by the Chief indicates an approval of the investigators response to the SRC recommendations and that adequate resources are available to appropriately conduct the proposed study. After chief approval is received, the principal investigator and designee will receive an email from the OPA authorizing approval to proceed to the IRB. A hard copy of the signed investigators response memo will be placed in the investigators mailbox. The investigator must submit a copy of the signed investigators response memo along with other pertinent protocol documents to the Acting Scientific Director, CCR for review and approval prior to submitting to the IRB. This step can be performed when the protocol documents are submitted to the IRB in the Integrated Research Information System (iRIS). 
Additional Comment:

CTEP participation in the meeting is in discussion (e.g. CTEP participation in the concept review and/or protocol review meeting).


Please email (ncimoboffprotadm@mail.nih.gov) or fax (301-480-0492) your comments to the NCI Office of Protocol Administration (OPA) no later than Tuesday, February 3. 

We value and appreciate your input.

Thank you

Lisa King, CCRP, LVN
Assistant Head, Clinical Trials Specialist
Office of Protocol Administration (OPA)
Medical Oncology Branch
Bldg. 82, Room 120
Office-301-451-2508, 301-435-5616
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