[bookmark: _top]CCR Scientific Review FAQs:

What do I need to do before concept review?
When is the submission deadline for CCR Scientific Review?
What documents do I need to submit to the CCR Scientific Review?
If the concept is approved, but the FDA requires significant changes (e.g., the FDA requires a dose escalation) does the protocol need to go back through concept review?
If my concept is reviewed as a full protocol at CCR Scientific Review, does it still need to go to branch review?
What if I need to submit an amendment to my protocol?
Are amendment reviews included in the maximum of 5 concepts to be reviewed?
Can I submit a protocol instead of a concept?
Do assigned reviewers need to attend both the concept review and protocol review meetings?
What if the assigned reviewers are not available for the Branch Review in a time that would allow for submission to the next IRB meeting?
When will I get the results of the review?
What are portfolio flow sheets?


[bookmark: _Toc370908137]What do I need to do before concept review?
All concepts (or LOIs) will first be reviewed within each branch and approved by the Branch Chief. Please contact your Branch Chief for more information.

[bookmark: _Toc370908138]When is the submission deadline for CCR Scientific Review? 
Concepts must be received by Tuesday the week prior to the meeting (8 business days).

[bookmark: _Toc370908139]What documents do I need to submit to the CCR Scientific Review?
You will need  the Branch Concept Review Memo Template, CCR Concept Review Form, and Strategic Alignment and Response Planing (SARP) Checklist. These forms are available on our wikipage: https://ccrod.cancer.gov/confluence/display/CCRCRO/CCR+Scientific+Review . Please refer to the Scientific Review Process SOP for more details.

[bookmark: _Toc370908140]If the concept is approved, but the FDA requires significant changes (e.g., the FDA requires a dose escalation) does the protocol need to go back through concept review?
No, it needs to be reviewed at the branch level only.

[bookmark: _Toc370908141]If my concept is reviewed as a full protocol at CCR Scientific Review, does it still need to go to branch review?
Yes. If a protocol is reviewed at the CCR Concept, the final protocol still needs to be reviewed again by the branch.

[bookmark: _Toc370908142]What if I need to submit an amendment to my protocol?
Amendments to a protocol need to be reviewed at the branch only it they meet the criteria for a scientific review.  If an another site is being added to the protocol with an amendment, and CCR will be the coordinating center, this needs to be approved by the Clinical Director prior to IRB submission.

[bookmark: _Toc370908143]Are amendment reviews included in the maximum of 5 concepts to be reviewed? 
No. Amendments are reviewed at the branch level.

[bookmark: _Toc370908144]Can I submit a protocol instead of a concept?
Yes.

[bookmark: _Toc370908145]Do assigned reviewers need to attend both the concept review and protocol review meetings?
Yes.

[bookmark: _Toc370908146]What if the assigned reviewers are not available for the Branch Review in a time that would allow for submission to the next IRB meeting? 
The branch meeting needs to be scheduled at a time that allows at least one reviewer to be present.

[bookmark: _Toc370908147]When will I get the results of the review?
Typically, the minutes will be sent out via iRIS within 5 business days of the meeting.

[bookmark: _Toc370908148]What are portfolio flow sheets?
[bookmark: _GoBack]Three specific flowsheets will be presented at the CCR Scientific Review meeting: 1) Disease-type, 2) Branch, and 3) Agents.  The PSO will facilitate the creation of the flowsheets and will send them to the reviewers, PI and BC prior to the meeting for review. 



If you have a scientific review question that isn’t answered here, please contact: nciprotocolsupportoffice@mail.nih.gov

