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Advanced Technology Consortium

e Support for advanced technology clinical trials

e Digital data submission of elements necessary
for review and analysis of advanced
technology trials

* Coordinate Quality Assurance efforts between
clinical trials quality assurance centers

* Develop uniform credentialing requirements
across quality assurance centers.
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Advanced Technology Consortium

e At this time RTOG participants need to deal with:
* Image-Guided Therapy Center (ITC - Washington
University in St. Louis)

* Radiological Physics Center (RPC — MD Anderson Cancer
Center in Houston)
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Requirements for conducting multi-institutional
clinical trials involving 3D imaged based planning

*Collect treatment planning data
e Paper forms are inadequate for volumetric TP data.
e Participants must be able to submit TP data digitally.

*Review 3D data to monitor protocol
conformance

e Volume definitions

 Dosimetry: TV coverage, OAR avoidance
*Develop and test dose-response models

e 3D dosimetry (including fractionation)
e Clinical outcomes




13 RTOG Digital Data Protocols (June 22, 2006)

Protocol Description
0117 Ph 1/1l SDCRT/chemo Lung
0126 Ph 11l 3BDCRT/IMRT Prostate

0232 Ph Ill Ext Beam/TIPPB Prostate
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13 RTOG Digital Data Protocols (Oct , 2007)

Protocol Description

0415 Phase Ill Rand Conventional Fx 3ADCRT/IMRT vs Hypo Fx
3DCRT/IMRT in Prostate Ca

0418 Phase Il IMRT + /- chemo for post-op endometrial or cervical Ca

0438 Phase | Unresect. Primary Bil Hepatobil. Ca & Liver Mets
Extracranial Stereotactic RT

0515 Phase Il NSCLC Volume definition+/- PET

0521 Phase lll localized High Risk Prostate Cancer: Androgen
Suppression with Radiation vs. Radiation with Chemotherapy and
Prednisone

0522 Phase Ill Trial Comparing Radiation and Cisplatin with/without
Cetuximab for Advanced Head and Neck Cancer

0529 Phase i/ll Anal Cancer IMRT trial

0615 Phase I/ll Nasopharynx trial

0617 Phase Ill Lung cancer trial
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1 NSABP/RTOG ATC Supported Open Protocols
(Oct, 2007)

Protocol Description Institutions Cases Accrual
Credentialed Accrued Goals
NSABP B39 | Phase Il Partial Over 350 2800 4300

RTOG 0413 | Breast Irradiation
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e June 12, 2007 ATC Mtg: 5706 Complete, Protocol-Case, Volumetric Digital
Data Sets Submitted Over 13 Year Period using ATC Method 1

Annual Advanced-Technology Protocol Cases

& Other

W 0413

00126

® 9406

0
1994 1995 1996 1997 1998 1999 2000 2001 2002 2003 2004 2005 2006 2007

« 9 commercial TPS vendors (16 TPSs) have
Implemented ATC compliant export capability.




e September 12, 2007 ATC Mtg: 6190 Complete, Protocol-Case, Volumetric Digital
Data Sets Submitted Over 13 Year Period using ATC Method 1

Annual Advanced-Technology Protocol Cases

@ Other

W 0413

00126

M 9406

1994 1995 1996 1997 1998 1999 2000 2001 2002 2003 2004 2005 2006 2007

« 11 commercial TPS vendors (20 TPSs) have
Implemented ATC compliant export capability.
536 institutions able to submit data
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Digital Data Submission to ATC (“Method 17)
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ATC Method 1. Remote QA Review (current ITC
Method)
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ATC Compliant Treatment Planning Systems Per Modality
C O m m e r'C I al Treatment planning systems deemed to be ATC Compliant as of March 22, 2005 are listed in the
table below. They are those with which ATC protocol participants have submitted compiete,
Treatment Planning Systems Treatment Modality
Exchange

reviewahle protocol data sets.
Plannin e Seed  HDR
g Vendor System Yersion SDCRT IMRT Brachy Brachy Protions

SySte ms CMS  Focus/XiO 3.1 R I

Capable of e ©
. . PrecizsePlan 2.01 D v v
Submitting Nomes  Corvus R o
AT C C I. t Nucletron Helax TMS R \/ \/
TC- Complian - o
Dlgltal Data PLATORTS  2.62 D v
PLATOBPS  14.26 D v
Philips Pinnacle’ R v v
AcqPlan 4.9 R v
?ﬁ g%?asmte 4.0 R v
RTek PIPER il R v
e BrachyVision _6' : D v
(Build 7.1 671
Eclipse Fail D v v
VariSeed 7.1 D v

Exchange formats for submission of ATC Protocol Data: D =DICOM RT Objects R =RTOG
Data Exchange Format
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ATC Website
http://atc.wustl.edu
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e Facility Questionnaires

e Dry Run Test Guides

e Data submission forms

e Data submission
checklists

QA Guidelines (by
protocol)

* Protocol text


http://atc.wustl.edu/

Credentialing

Facility Questionnaire

* Modality specific

* Trying to unify between QA centers
Knowledge assessment form

* Necessary for some of the protocols

Phantom or Benchmark

* Necessary for IMRT and SBRT protocols
e Coordinated through the RPC or QARC

Digital data submission test or dry run test case
* Protocol Dependent

* Mostly coordinated through the ITC
* Some digital data being collected by QARC
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Credentialing

 Many protocols are credentialed by the RPC

* |tems may need to be sent both the RPC and
the ITC.

 Examples of studies that utilize both digital
data submission and RPC credentialing

e B39/RTOG 0413 — Partial Breast irradiation study
e RTOG IMRT studies
e RTOG 0232 — Prostate Seed Permanent implant




DRY RUN TEST

*The Dry Run Test Is intended to
demonstrate:

e Digital patient data exchange capability

*For most treatment planning systems an
RPC phantom is sufficient to satisfy this
requirement

*New Paradigm




ltems that need to be sent with
Digital Data

* Digital Data Submission Information Form
* Filled out online on the ATC website
e Login: atc-forms Password: submit

e Color isodoses
e Color printouts — express malil
 JPEG screen grabs — FTP or email

 Emall to ITC notifying case was submitted




The Digital Data Submission
Information (DDSI) Form

 Documents digital data submitted to ITC
* Also provides information that can not be attained digitally

 Form may be acquired from ATC web site

e Should not be sent until digital submission has been
accomplished

 Now only available as an online web form.




! DO% Form - Microsoff internet Explorer
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Case Reviews

* Multi-faceted review process including PIs
from protocol and their designates,
Dosimetrists from RTOG and RPC, and ITC

personnel.

 Three (3) Business Days are allowed for a
Rapid Review Case (Case that requires
approval prior to treatment start)




Case and Credentialing Review

e |f data Is received and able to be reviewed the
Institution will not hear back from the ITC

* Need to allow 3 business days for Rapid
Reviews (Reviews requiring approval prior to
treatment).

e Approximately 50% of the rapid reviews
require resubmission.

* Notification regarding rapid reviews will come
from a PI or study chair




How to submit digital data to the ITC

e Secure File Transfer Protocol - SFTP
* Request SFTP account — email to ITC@wustl.edu

* |nclude Institution name, address, and contact
phone number

e ITC now using SFTP (Secure FTP) — important to
use FTP client software which allows SFTP
transmission

* Media
* Send media by express mail to ITC in St. Louis
 Media accepted — CD or 4 mm DAT tape



mailto:ITC@wustl.edu

How to submit digital data to the ITC

* Request SFTP Account by emall to:
|ITC@castor.wustl.edu

* Include Institution name, address, and contact
phone number (Physicist & RA), RTF #

 ITC now using SFTP (Secure FTP) — important to
use FTP client software which allows SFTP
transmission

* Media
 Send media by express mail to ITC in St. Louis
 Media accepted — CD or 4 mm DAT tape



mailto:ITC@castor.edu

Instructions for Digital Data Submission

-
A Advanced Technology Consortium, - Microsoft Internet Explorer

File  Edit

Y7 -

websearch -~ pe

‘Washington University School of Medicine

Cooperative
Groups

How to
participate
Contact Us
News

Upcoming Events

NCI IMRT
Letter MEW

Secure Upload to
ITC

Data Items to
Submit to ITC

Request for ATC
data by
investigators

ITC Tools

Digital Data Sub-
o i Q0

& by

M T~

MEMEERS

About the ATC

Adval

e

ce and data management for radiation therapy clinical trials

CREDENTIALING PROTOCOLS PUBLICATIONS

RESOURCES

HOME

PLEASE READ - Important Information for Protocol Participants
Uploading Digital Data to ITC UPDATED (12/19/06)
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Procedures for digital data submission

-
= Changes in Uploading Digital Data to ITC - Microsoft Internet Explorer

File  Edit
Y7 -
mywebsearch -~

Cooperative Uploading Digital Data to ITC urbaTep (12/19/06)
Groups

How to Changes in ITC's network configuration have necessitated a transition from FTP to Secure FTP for
participate all protocol participants uploading digital data to the ITC. Secure FTP (SFTP) uses the SSH

Contact Us network protocol and offers several advantages over FTP, including secure (encrypted) transport
News of usernames, passwords, and data, and compatibility with most firewall configurations.
Upcoming Events Please note:
NCI IMRT ~ _ _ . . o
Letier NEW The old ITC FTP server (castor.wustl.edu) is no longer in service. All network digital data

submisions to ITC must use the new, Secure FTP server, ITCsubmit.wustl.edu (IP address
Secure Upload to
ITC 128.252.17.87).

:"“ pemslic ser names and passwords for SFTP are the same as those used for FTP.
ubmit to ITC
Request for ATC Instructions for configuring SFTP clients (WS FTP Pro, Filezilla, WinSCP3, and Linux sftp)

data by UPDATED (6/14/06).

investigators

ITC Tools Problems in connecting to the ITC SFTP server, may be caused by your institution's firewall
. configuration. An outbound connection from your computer to TCP Port 22 on host
1‘;:;["');;;:";"' ITCsubmit.wustl.edu is required. (Although allowing such a connection is safe, it is
Online Form sometimes disallowed by default.} Please consult you local firewall/network
ITC Remote administrator.

Review Tool
For many users, the SFTP upload procedure is essentially the same as for FTP, except that a

Supported by the new SFTP client may be needed. SFTP client software, both commercial and open-source, is
DI (S Ty broadly available. Windows clients include WS_FTP Professional (commercial), FileZilla
(BB (free/open-sou and WinSCP (free/open-source). For Linux systems, both graphical (gftp)

i ime mim ol BEm o Fm o,

D po. Bowle ol il e i it e il e e
a Internet
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Where Do | Get More

Info?

e ATC’s Web Site
http://atc.wustl.edu
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Contact ITC with
Questions

o Use httpvatc.wustl.edufor information about
what, when, and how to submit data to the ITC.

o Contact information:
Roxanna Haynes(314) 747-5415
Anna Eccher (314) 747-5421
Bill Straube (314) 362-9762

email questions to:
itc@wustl.edu



http://atc.wustl.edu/
mailto:itc@wustl.edu
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