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worldwide

Global Leaders in Clinical Trial Quality Assurance
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Provide integrated radiation oncology and
diagnostic imaging quality control programs
in support of the NCI's NCTN Network
thereby assuring high quality data for
clinical trials designed to improve the
clinical outcomes for cancer patients

IROC Grant Status

e Grant review on July 16, 2013

* Excellent score and appropriate Summary
Statement

shutdown)
» Start date of no earlier than 3/1/2014

¢ All IROC components given administrative
supplements for first 2 months in 2014.

Global Leaders in

¢ Award notice by 12/2013 (delayed due to gov’t
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IROC Leadership Structure
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IROC Management Committee

Six IROC Pls

IROC Subcommittee co-chairs

IROC administrators

IROC key staff (RT and imaging)

Purpose: manage IROC QA services/operations to ensure the
uniform implementation of IROC core services, prioritization of
core services and establish, in collaboration with the NCTN
groups, future directions of IROC
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IROC’s Five General Core Services

1. Site Qualification
(FQs, ongoing QA, proton approval, resources)
2. Trial Design Support/Assistance
(protocol review, templates, help desk, key contact QA centers)
3. Credentialing
(tiered system to minimize institution effort)
4. Data Management
(pre-review, use of TRIAD, post-review for analysis)
5. Case Review
(Pre-, On-, Post-Treatment, facilitate review logistics for clinical reviews)

Site Trial - B Case Data
Qualification » SDES'Q” »c »|e | Review | I | (postreview)
upport

IROC Globa Leaders in Ciice Tria Quality Assrance

IMAGING AND
RADIATION ONCOLOGY CORE




Imaging & Radiation Oncology Center (IROC) 2/6/2014

IROC’s NCTN RT Core Services

Principal
supervisors of a
core service

NCTN RT Core Service
Operations

Site Quallication
Followill/Galvin

Trial Design Support
Galvin/Fitzgerald

Credentialing
Molineu/Xiao

rev.) Mgmt Case Review Data (Post-rev.) Mgmt
Straube/Ulin Leif/0'Meara/Laurie Laurie/0'Meara

Houston AIlIROC QA Houston-Phil. (RT) || Phil (RT), Rhodels., | | Phil (RT), Rhodels., || Phil (RT), Rhode s.
QA Center Centers QA Centers uis QA Centers | | Houston QA Centers QA Centers

NCTN Participating Sites Responsible QA
Centers for
core service

Global Leaders in Clinical Trial Quality Assurance

IROC — Site Qualitication

1. Facility Questionnaire (on-line)

Faciity Quel
{Demographics and e

2. OSLD/TLD

3. Particle Beam Approve

Global Leaders in Clinical Trial Quality Assurance

Trial Concept and Protocol
Consultation Key Contact Offices

NCTN Group Radiation Oncology Imaging
Alliance Rhode Island Ohio
COG Rhode Island Rhode Island
ECOG/ACRIN Rhode Island Philadelphia (1)
NRG Oncology Philadelphia (RT) Philadelphia (1)
SWOG Rhode Island Ohio

Houston will be reviewing all patients treated with brachytherapy

[ROC Gl Leadersin Clnen Trit Quaity Assurance
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IROC - Credentialing

Tier 0

Update protocol appropriate information on FQ and data transfer
capability

Tier 1

Procotol Specefic KA, Pre-Treatment review of 1%t patient only, EXBT and
Brachytherapy Benchmarks

Tier 2

Independent measurement of treatment deliveries

Tier 3

This tier is reserved for protocols that push the limits of the lower tiers

Global Leaders in Clinical Trial Quality Assurance

IROC — Data Management

1. Management of data both pre-review and post-
review

2. Common data entry site — TRIAD

3. RAVE — what data should be captured and review of
data entered correctly

4. Post-review for analysis

Global Leaders in Clinical Trial Quality Assurance

IROC — Case Review

Patient Case Clinical and Technical Reviews

Pre-Treatment (formerly Rapid Review)

On-Treatment

Post-Treatment (formerly Retrospective Review)

IROC facilitates the logistics and data organization
for the clinical reviews.

Groups will supply clinicians.

Global Leaders in Clinical Trial Qualiy Assurance
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The ACR/IROC Cloud

OPEN/RSS/
Other =N NCTN Statistics
RAVE & DM Centers

NCTN Network
Groups
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IROC Home Pa_ge

Global Leaders in Clinical Trial Quality Assurance

Summary

¢ |ROC RT QA centers have decades of experience,
knowledge and infrastructure.

¢ Protocol review as early as possible is critical to
establishing appropriate QA procedures.

« Patient case reviews require IROC and Groups to
work together.

* RT and Imaging are working closely together.

* Collaboration and feedback from NCTN Groups is
required.

« Groups to have complete accessibility to data.

Global Leaders in Clinical Trial Quality As
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Thank You
Questions?




