INSTRUCTIONS & CONCEPT REVIEW FLOW CHART FOR SUBMITTING
N RG CONCEPTS TO THE RESEARCH STRATEGY COMMITTEE (RSC)

ONCOLOGY RSC Chairs: Ron Alvarez, MD and Jame Abraham, MD

Advancing Research. Improving Lives | Research Center Contacts: Francy Fonzi fonzif@nrgoncology.org, Kia Neff
neffk@nrgoncology.org, Nancy Soto soton@nrgoncology.org

The NRG Oncology Research Strategy Committee (RSC) meets four times per year. Protocol Development issues a call
for concepts with due dates for protocol concept documents to be submitted for review at the next meeting. Please work
with your Research Center Protocol Administrator (PA) to determine dates and documents.

There are two forms for developing research proposals for review by the RSC:
1. CTEP Letter of Intent (LOI) or Concept Form: available at CTEP website:.

https://ctep.cancer.gov/protocolDevelopment/lois_concepts.htm
» Click on “LOI Submission Form” (phase 1 or early-phase 2)
» Click on “Concept Submission Form
2. NRG Review Form (available from Research Center PA)

The concept idea must have been vetted and approved by the appropriate disease committee chairs before the concept
documents are sent to the Research Center.

The study principal investigator (PI) fill out the CTEP LOI or Concept Form (minus the statistical section, which is
completed by the assigned NRG Oncology study statistician after official submission to the Research Center) and the
NRG Review Form and submits them to the Research Center PA for review and circulation.

Upon receipt at the Research Center, the documents are circulated to an assigned NRG Oncology statistician and
appropriate NRG Oncology staff and committee/subcommittee reviewers. Example reviewers as applicable are: PCOR
(Patient-Centered Outcomes Research), IROC (Imaging and Radiation Oncology Core), Translational Science, Health
Disparities, Protocol Support Committee, and Patient Advocate committee liaisons.

1. The Director of Protocol Development emails a “call for concepts” to the disease site chairs 8-10 weeks prior tothe
RSC meeting.

» The PA also emails the relevant disease site chair to ask if any concepts are to be expected. If so, the PA
sends the forms required for completion.

2. Study PIs have approximately 4 weeks to submit the concept documents to the Protocol Development office. Slides
may also be submitted for presentation at the RSC meeting.

3. The Protocol Development office disseminates the concept documents for internal review (study team and other
committees see definitions below); timeline for internal review including finalization and submission to RSC is
approximately 4 weeks. When the completed concept documents are received, it is assigned an NRG concept
number and added to the RSC agenda.

» Study team = Statisticians, Data Managers, Dosimetrists
» Other committees = PCOR, Medical Physics, IROC, Developmental Therapeutics, etc.
» Other NRG staff = Regulatory/Serious Adverse Events Coordinators and Corporate Liaison
4. RSC review and voting survey:
> Disease Site Chairs or designee present the study (slides are permitted)
> Vote is by survey, immediately available
» RSC completes within 5 days
> 1 week to finalize survey and meeting materials
5. RSC Executive Committee review and final concept decision (approximately 2 weeks after RSC)
» Results communicated to disease site chair/study Pl next day
= |f approved: PA adds to developing study section of protocol development report. Disease site chair
prioritizes based on current concept queue. NCI submission timeline is determined with study team.
= |f not approved — STOP (can revise & resubmit or not)
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CONCEPT REVIEW FLOW CHART

The concept idea must have been vetted & approved by the appropriate disease committee

J

Call for concepts will be sent to all disease site chairs,
outlining submission deadline and materials needed.

J

Concepts meeting the requirements are submitted to the appropriate Research Center
by the submission deadline.

!

Concept is routed to the appropriate reviewers for content
(i.e. PROs, TRP, Stats, IROC, others as applicable) for written comments.
Written comments are shared with study PI. Study PI
has opportunity to revise concept as needed.

At Research Strategy Committee meeting,
disease site chair, study PI, or designee will present concept materials.
Slides are permitted.
Committee members discuss concept during the meeting & vote by survey.

l )

Approval Needs more information Not approved
» Concept presented to RS » Concept material to be re-
Executive Sub- reviewed by RSC. ‘
Committee. » action may include cover i
» Upon approval, work with memo response to
dRetsear_ch %e(:)nlter E)o o commetnts, (rje/zwsed e Eevleiare wenld ke
t.e elfmlne submission concclap , ar; Ior '| considered a new
imeline supplemental materials concept

Estimated Total Time Concept to RSC Decision: 10-12 weeks

*This time does not include the time that a concept idea is under discussion at the disease site level.
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