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RTOG Headquarters Report

Radiation Therapy
Oncology Group

RTOG Protocols supported by the ATC (as of January 10, 2006)

e 3D-CRT Protocols

— Closed Protocols
e RTOG 0319: Phase I/l1l Study to Evaluate 3D-CRT Irradiation Confined to
Region of the Lumpectomy Cavity for Stage I/l11A Breast Carcinoma
— 31 institutions credentialed; 58 patients registered to study; Target Accrual — 46
(study closed, data analysis continues)

e RTOG 93-11: Phase I/1l Dose Escalation Study Using 3D Conformal
Radiation Therapy in Patients with Inoperable NSCLC

— 27 institutions credentialed; 180 patients registered to study (study closed, data
analysis continues)

« RTOG 94-06: Phase I/ll Dose Escalation Study Using 3D Conformal
Radiation Therapy for Adenocarcinoma of the Prostate

— 54 institutions credentialed; 1084 patients registered to study

(study closed, data analysis continues) m
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RTOG Protocols supported by the ATC (as of January 10, 2006)

e 3D-CRT Protocols (cont.)
« RTOG 98-03: Phase I/l Radiation Dose Escalation Study Applying
Conformal Radiation Therapy in Supratentorial Glioblastoma Multiforme

— 46 institutions credentialed; 210 patients registered to study; (study closed, data
analysis continues)

— Active Protocols

e RTOG 0117: Phase I/1l Dose Intensification Study using 3D-CRT and
Concurrent Chemotherapy for Patients with Inoperable, Non-Small Cell
Lung Cancer

— 46 institutions credentialed; 35 patients registered to study; Target Accrual — 73

e RTOG 0126: Phase 11l Randomized Study of High Dose 3D-CRT/IMRT
versus Standard Dose 3D-CRT/IMRT in Patients treated for Localized
Prostate Cancer (9/18/03 IMRT allowed)

— 125 institutions credentialed; 770 patients registered to study; Target Accrual —

1520 ‘
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RTOG Protocols supported by the ATC (as of January 10, 2006)

e 3D-CRT Protocols (cont.)

« RTOG 0521: Phaselll study of Androgen Suppression (AS) and Radiation
Therapy (RT) vs AS and RT followed by Chemotherapy with Docetaxel and
Prednisone for Localized, High-Risk Prostate Cancer

« RTOG 0522: Phase 11l study of Concurrent Accelerated Radiation and
Cisplatin Versus Concurrent Accelerated Radiation, Cisplatin, and
Cetuximab (C225) [Followed by Surgery for Selected Patients] for Stage 111
and IV Head and Neck Carcinomas

— Developing Protocols

e RTOG 0415: Phase 111 study of Hypofractionated 3D-CRT/IMRT versus
Conventionally Fractionated 3D-CRT/IMRT in Patients Treated for
Favorable-Risk Prostate Cancer

« RTOG 0515: A Comparative study of Gross Tumor VVolume Definition with
or without PET Fusion for Patients with Non-Small Cell Lung Carcinoma,

3D-CRT. ‘
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RTOG Protocols supported by the ATC (as of January 10, 2006)

« 3D-CRT Protocols (cont.)

e RTOG 0617: Phase Il/111 study of Cetuximab in Combination with
Concurrent 3D-CRT and Chemotherapy in Patients with Stage 11A/B Non-
Small Cell Lung Cancer (NSCLC)
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RTOG Protocols supported by the ATC (as of January 10, 2006)

e |IMRT Protocols

— Closed Protocols
« RTOG 0022: Phase I/ll Study of Conformal and Intensity Modulated
Irradiation for Oropharyngeal Cancer

— 36 institutions credentialed; 69 patients registered to study (study closed, data
analysis continues)

« RTOG 0225: Phase I/ll Study of Conformal and Intensity Modulated
Irradiation for Nasopharyngeal Cancer

— 36 institutions credentialed; 68 patients registered to study (study closed, data
analysis continues)

— Active Protocols

« RTOG 0421: Phase Il Head & Neck: Re-irradiation (GCSF)/IMRT
— 36 institutions credentialed; 6 patients registered to study, Target Accrual — 240
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RTOG Protocols supported by the ATC (as of January 10, 2006)

 |IMRT Protocols (cont.)

e RTOG 0234: A Phase Il Study of Surgery followed by Chemoradiotherapy
Plus C225 (Cetuximab) for Advanced Squamous Cell Carcinoma of the
Head and Neck

— 36 institutions credentialed; ?? Patients registered to study; Target Accrual —
230

— IMRT Developing Protocols
« RTOG 0435: Phase Ill Study Unresectable H&N; IMRT/3D-CRT

e RTOG 0418: Phase Il Study of Intensity Modulated Radiation Therapy
(IMRT) to the Pelvis +/- Chemotherapy for Post-Operative Patients with
Either Endometrial or Cervical Carcinoma

« RTOG 0415: Phase Il study of Hypofractionated 3D-CRT/IMRT versus
Conventionally Fractionated 3D-CRT/IMRT in Patients Treated for
Favorable-Risk Prostate Cancer m
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RTOG Protocols supported by the ATC (as of January 10, 2006)

— IMRT Developing Protocols (cont.)

« RTOG 0529: Phase 11 Study Trial Evaluating Capecitabline, Cisplatin and
IMRT (plus Cetuximab) in Carcinoma of the Anal Canal

e RTOG 0534: Phase Il trial of PBRT alone vs NC-STAD+PBRT vs NC-
STAD+WPRT for Patients with a Rising PSA after Radical Prostatectomy,
IMRT

e RTOG 0539: Phase Il Feasibility study of IMRT for Intermediate- and
High-Risk Meningiomas, and of Observation for Low-Risk Meningiomas

« RTOG 0615: Phase Il study of Radiotherapy (IMRT) and Concurrent
Cisplatin (CDDP) followed by Adjuvant Cisplatin and 5FU + Bevacizumab
(BV) for Patients with Locally Advanced Nasopharyngeal Carcinoma (NPC)

— Symptom Management

* Phase |11 Dose Escalation Trial for Non-Operable Spinal Cord Compression
due to Metastasis Comparing 30 Gy versus 39 Gy Utilizing SBRT/IMRT

Techniques ang_a
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RTOG Protocols supported by the ATC (as of January 10, 2006)

 |IMRT Protocols (cont.)

— Concepts
» Phase Il Study Hypofractionated Intensity Modulated Radiation Therapy
(IMRT) with Incorporated Boost for early Stage Breast Cancer
— Gary M. Freedman (Radiation Oncology)
» Phase Ill Study Trial of Moderate Dose IMRT + Chemotherapy versus

Conventional Dose IMRT for Resected Intermediate Risk Head and Neck
Cancer

— Mitchell Machtay, M.D.
e Phase I/l1l Study Trial of FDG-PET/CT Guided Intensity Modulated
Radiaton of Oropharyngeal Cancer
— Dian Wang, M.D., Ph.D.
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RTOG Protocols supported by the ATC (as of January 10, 2006)

* Brachytherapy Protocols

— Active Protocols

« RTOG 0116: Phase I/l1l Study of Extended Field External Irradiation and
Intracavitary Brachytherapy Combined with Chemotherapy (Weekly
Cisplatin-Arm 1) and Amifostine (Weekly Cisplatin and Amifostine-Arm 2)
in Carcinoma of the Cervix with Positive Para-Aortic or High Common lliac
Lymph Nodes

« RTOG 0232: Phase Ill Study Comparing Combined External Beam
Radiation & Transperineal Interstitial Permanent Brachytherapy with
Brachytherapy alone (IMRT added 6/2005)

— 63 institutions credentialed; 172 patients registered to study;
Target Accrual — 1520
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RTOG Protocols supported by the ATC (as of January 10, 2006)

* Brachytherapy Protocols (cont.)
« RTOG 0321: Phase I/1l1 Prostate: High Dose Brachytherapy and External
Beam
— 14 institutions credentialed; 68 patients registered to study; Target Accrual —=110

« RTOG 0413/NSABP B39: Phase Ill Study of Whole Breast RT versus
Partial Breast Irradiation

— Developing Protocols
« RTOG 0526: Phase

e RTOG 0417: Phase Il Study of Iressa in Combination with Definitive RT
and Cisplatin Chemo in Locally Advanced Cervical Cancer, Optional
Brachy/CT

« RTOG 0526: Sequential Cohort Phase Il trial of Two Dose Levels of
Transperineal Ultrasound-Guided Brachytherapy for Locally Recurrent
Prostate Adenocarcinoma following External Beam Radiotherapy m
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RTOG Protocols supported by the ATC (as of January 10, 2006)

e SBRT Protocols

— Active Protocols

« RTOG 0236: Phase Il Study of Extracranial Stereotactic Radioablation in
Treatment of Patients with Medically Inoperable Stage in NSCLC

— 7 Institutions credentialed; 29 patients registered to study; Target Accrual — 52
« RTOG 0438: Phase | Trial of Highly Conformal Radiation Therapy for
Patients with Unresectable Hepatobiliary Cancer and Liver Metastases
— Developing
« RTOG 0618: Phase Il Trial of Sterertactic Body Radiation Therapy (SBRT)
for Patient with Operable Early Stage Non-Small Cell Lung Cancer
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IMAGE-GUIDED THERAPY CENTER [ITC]

Protocol RTOG-P0126 Dose-Volume Analysis QA Review for: Cross Cancer Institute

Patient Initials: P. W.

Case#: 9

0126c0009

Group: 2

Dose Level:

A. TARGET VOLUME ANALYSIS

Rx Dose: 72.93

{See Appendix |)

Tar eJV olume| Percent Volume ICRU Ref | 2% Max| Min Mean | Coverage
8 (o) Receiving > Rx Dose(D1) [ Dose (Gy) [Dose (Gy)[Dose (Gy)Dose (Gy)|  Score
PTV1 |310 100| % =>55.8 Gy 73.0 74.4 57 73 1
PTV2 | 242.4 100 % > 70.2 Gy ] 74.4 68 73.4 1
PTV |- - %> - Gy “ — — —
TV 113 99.3| %> 70.2 Gy . 74.4 65.4 74 1
IGTV |89 100 %> 702 Gy 74.2 72 74 1

Target Volume Coverage Score:

Versoervererv< 1 00%.

B. DOSE HETEROGENEITY(DH) And CONFORMITY

1:Vepn> 98%,,2:95% < Veup<98%, 3:Vep<95% or

Conformity Index*

Dose Heterogeneity

Dose Heterogeneity Score

PTV(2 -

1.02 v

1

Dose Heterogeneity (2% Max Dose/Rx dose):

1.10

1:DH=<1.07, 2:1.07<DH<1.10, 3:DH>

C. NORMAL STRUCTURE ANALYSIS (See appendix II for standard structure names)

Normal Tissue V((}Ll::;“e lzil‘vl;'(l)ai Re(gi(),se Ms;)&];)ose Mea(lgﬁose
(D1) (Gy)

Bladder 112 50, 65.0 74.4 61.1
Left Femur 192 0 520 41 34 4
Right Femur 187 0) 52.0 42 33.0
Rectum 87| 30 60.0 74.3 49
Penile Bulb 9.3 55.2 70.0 73 68
Unspecified Tissue 23710 0.9 589 74.4 8
uReviewed by:|lquarles HD‘“E: 12-1-04

After completing this form please FAX to the ITC: (314)747-5423.

P0126DV Areview

Rev1.2Nov24.2004
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Plan Summary

Image-guided Therapy Center

Protocol: 0126 Case:

0009

Plan Description: composite plan
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Remote Review Tool - Case: 0126¢0009 Page 1 of 1

Image-guided Therapy Center Remote Review Tool
PROTOCOL: 0126
CASE: 0009
STRUCTURE: PTV1
L. FT¥1
Radiation Therapy 180 T ! 389.675
Oncology Grou \
gy p Py — : 4 278.787
L) J. B S \\ 247.74
70 : b e 216.773
68 | -— 1835.883 °
H M
= ]
‘;' 58 ' 154.838 &
> { £
x | E
40 T 123.87 =
FT | — — 92,9025
=c] ‘ E 5 &61.935
1@ ] SR NP W— ;,..%... et 3@, 9675
' { | .
@ i | i i 1 a
a 1@ =] ae 48 58 (3] 78 =11
Dose, (Gy»
% Vol >= D1||% Vol >= Drell Max Dose||Min Dose|{Mean Dose|
PlanlD  Jssscy Jlsssey oy oy ey
[ltotatheterol| 100.0) w00 747 569 727
Calculated: Fri Apr 16 14:08:26 2004 (/web/RTOP/patient/0126c0009/0lddump.dat)
Printed Fri Jan 14 09:48:51 CST 2005 Close window

https://cancer.wustl.edu:8443/Review/RRT/printdvh.cgi ?PTV1 1/14/2005
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RTOG 0232

Prostate — Brachytherapy
Credentialing Process Notification

RPC

MD + PhD + Seed

(1-125/Pd-103)

Treatment Planning

ITC

Ability to perform
Electronic Data
Submission

System Protocol Compliant
A 4
Protocol R I OG . RPC
Randomization
Headquarters
CTSU « - ITC
RTQA
Trac!; Credentialing Process for the following
MD, PhD., RA | suies
Dosimetrist RTOG L0117 LUNG3D + CHEMO
RTOG P-0126: PROSTATE:3D
RTOG 0225: NASOPHR:IMRT
RTOG 0232: PROSTATE:BRACHY +/- RT
RTOG 0236: STEREOTACTIC RADIOAB
RTOG 0319: BREAST:3DCRT
RTOG 0321: PROSTATE:HDR/RT
RTOG 0413 /
NASBF B:39 WBT vs PBI for women




Institution Approval Letter for RTOG — 0232
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Radiation Therapy Oncology Group

American College of Radiology
1101 Market Street, 14* Floor
Philadelphia, PA 19107
(215)574-3189

(800) 227-5463 Ext. 4189
(215) 928-0153 Fax

Date

Radiation Oncologist, M.D.
Institution - CTSU
Address

City, State, Zip Code

Dear Dr.:

The Credentialing process by the Radiological Physics Center (RPC) for prostate
brachytherapy and Electronic Data Submission to the Image-Guided Therapy Center
(ITC) for RTOG-0232 — A Phase III Study Comparing Combined External Beam
Radiation and Transperineal Interstitial Permanent Brachytherapy with Brachytherapy
Alone for Selected Patients with Intermediate Risk Prostatic Carcinoma has been
successfully met.

You are now approved to enter patients onto RTOG Prostate Implant Protocol 0232, A
change in Radiation Oncologist, Physicist, treatment planning system, nuclide or seed
model will require recredentialing by the RPC and/or ITC.

Sincerely,

Elizabeth A. Martin
Director, R.T. Quality Assurance

ce:  Physicist
Research Associate
Dosimetrist
RTOG Randomization
ITC
RPC
CTSU

Supported by the Division of Cancer Treatment and Diagnosis, National Cancer Institute
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RTOG 0234

IMRT H&N - CHEMORT & C225
Credentialing Process Notification

RPC ITC

Phantom Irradiation Ability to perform
or Electronic Data
Benchmark Component Submission

Protocol Compliant

RTOG

Protocol .
Randomization

Headquarters

RTOA ITC

A

Institutions

MD, PhD., RA
Dosimetrist




Institution Approval Letter for RTOG - 0234
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Radiation Therapy Oncology Group

American College of Radiology
1818 Market Street, Suite 1600
Philadelphia, PA 19103-3604
(215) 574-3189

(B00) 227-5463 Ext. 4189
(215)928-0153 Fax

Date

Principle Investigator

Institution—- RTOG # ,NCI# ,RPC#
Address

City, State, Zip

Dear Dr.:

The IMRT Head and Neck Benchmark component of the credentialing process reviewed
by the Radiological Physics Center (RPC) and the ability to perform electronic data
submission for RTOG 0234 — Phase Il Randomized Trial of Surgery followed by
Chemoradiotherapy Plus C225 (Cetuximab) for Advanced Squamous Cell Carcinoma of
the Head and Neck has been successfully met.

You are now approved to enter patients onto RTOG Protocol 0234,

If in the future you wish to enter patients onto other RTOG protocols using IMRT
requiring the Benchmark Component of the credentialing process contact RTOG
Headquarters for eligibility to participate.

Sincerely,

Elizabeth A. Martin
Director, R.T. Quality Assurance

Physicist

Research Associate
RTOG Randomization
ITC

RPC

Supported by the Division of Cancer Treatment and Diagnosis, National Cancer Institute




Q RTOG 0236
Phase Il Trial of Stereotactic Body Radiation Therapy
e (SBRT) in the Treatment of Patients with Medically

Inoperable Stage I/l11 Non-Small Cell Lung Cancer

SCHEMA

Stereotactic Body Radiation Therapy (SBRT),
20 Gy per fraction for 3 fractions over 1¥2-2
weeks, for a total of 60 Gy

MmM-dw—mZ=DO

Tomotherapy




Institution Approval Letter for RTOG - 0236

Radiation Therapy Oncology Group

Radiation Therapy
Oncology Group

American College R‘ﬂlluln}_!
1818 Market &
Phllau:lclplu

Dear Dr

Your institution has successfi ympleted the Lung Phantom Irradiation Dosimetry Test, Facility
Questionnaire, Immobilizati : n and Respiration Control Systems Test.

You can now enter patients on to RTOG Protocol (

from your
ordm_ [}

be rt.quucd to bL. z
date.

submitted from your ins
r. The data for the fi
results of the Immob
be approved prior to entering
You will have to send forward the results of the Immobiliz:
Study for the third and fourth patients entered. Pl refer to the attached information.

Elizabe . Ma
Director, R.T. Quality /

Supported by the Division of Cancer Treatm 3 s, National Cancer Institute




Institution Approval Letter for RTOG - 0236
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RTOG Protocol 0236

r must be performed on a single patient, and app!
Headquarters, before you attempt to enter your first patient on R'I‘O(“ Prmn Il
similar study must be performed for the first patient ent on this protocol, and
approval must be received from Headquarters prior to entering a second patient. This
same procedure must be followed before entering a third patient. A fourth patient can be
entered at the same time as the third, as well as, additional patients can also be entered at

Control Systems Stud

sent forward for re E |

further communication will hc sent from RTOG H:.:ldqu.u

where problems are detected. If problems are found, you could be asked to stop enlering
patients until the i ] d. ituations whe 0 s are found, the
Immobilization/Lo on i spiration Control Systems y will be discontinued
after you have sent the data forward for the fourth patient you have entered on this
protocol.




RTOG 0413

A Randomized Phase 111 Study of Conventional Whole

rdgeion ey Breast Irradiation (WBI) Versus Partial Breast Irradiation
(PBI) for Women with Stage O, I, or Il Breast Cancer

Oncology Group

Randomization

GROUP 2*

GROUP 1*

45-50 Gy in 25 (1.8-2.0 Gy)
fractions to whole breast,
followed by optional boost**
to 2 60 Gy

Whole Breast Irradiation (WBI)

Partial Breast Irradiation (PBI)***

34 Gy in 3.4 Gy fractions using
multi-catheter interstitial brachytherapy
or
34 Gy in 3.4 Gy fractions using
MammoSite® balloon catheter
or
38.5 Gy in 3.85 Gy fractions using

3D conformal external beam radiation

For all PBI techniques: RT given to index
quadrant only, BID (with a fraction separation

of 6 hours), in 5-10 days.




NSABP-B-39/ RTOG 0413 QA Review Page 1 of 2
NSAEP B-39 / RTOG 0413 Radiation Treatment Review

Main Menu

This review was ccmplmd 6/1/2005 10:52:31 AM.

Dose-Veolume Analysl jion cannot be upd
This review has been assigned to Julia White

Caso NumbarfZ8 [ ComgE Camm o)

Radiation Therapy Initials: SH
Oncology Group s o Do a5 gy o B

Date data submitted ta ITC: |

Cantact Email Contact Email Contact Email Contact Email

| r | b

Click here for Target Volume Review Farm

A. TARGET VOLUME ANALYSIS

Target | Volume | Percent Volume Receiving >= [ICRU o56] Max Dose || Min Dose || Mean Dose | Coverage
(ce) 0.80 Rx Dose{Gy) {Gy) {Gy) <le (Gy) ‘L Score
PTV_EVAL[2e%6  |[100 EXEN EE I e I

B. DOSE HETEROGENEITY (DH) And CONFORMITY

Dose Hetereogeneity/[Dose Heterogeneity Score|

C. NORMAL STRUCTURE ANALYSIS {See appendix |l for standard structure names)

Hiormal | Volume | % Vol >=Ref Dose | _ Ref Dose (Gy) Max Dose| Mean Score Criteria

Tissue (ec) ] 2 ] P (Gy) Dose (Gy) 1 7
onatere! - lfisos |z = e  [135 €3 i i <15% < 20%
z&"cﬁ’a‘ [21_53.3_"[6 = 19 385 |l'04_— B i <15% (< 20%
Josietora] W"";wm = 19.26/38.5 21 .17;-10.42",4'—0 5 & < 60135% |< 65/40%
[Sontratateral ﬁaez—“i[l—‘ = 12 5.08 ‘r’— & Point  <5%
Thyroid ~ ||@ [ = 1.2 3.08 oz |joa I [Point < 5%
oo e = = = 19 385 = = = <5%  l<10%
il T = 19 3.85 B iE: T <40%  |<a5%
il T S SR SR SRR N S SR S

https://members.nsabp.pitt eduw/ReviewerOnline/B-39Review/ITC.aspx 6/13/2005




E R. T. Quality Assurance Staff
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P g.-ﬂ'::‘“
Back Row L/R: Lorraine Quarles; Denise Manfredi; Tammy McGlade;
Betty Martin; Joanne Hunter
Front Row L/R: Darlene Herd; Julie Mcllvaine




Q ATC Meeting Schedule

Oncology Group

* Monthly teleconferences are held on the first Wednesday of
each month to keep all ATC participants up to date on ongoing
activities. Next call on March 1, 2006 at 2:00 CST.

o Bi-weekly teleconferences are held on Friday for
RTOG/ITC/RPC Specific issues.

o ATC meeting at the RTOG Semi-Annual Meeting in Toronto,
Canada, Fairmont Royal York, Thursday, June 22, 2006 at
8:00am — 5:00pm.
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