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Country: USA

Group: Radiation Therapy Oncology Group (RTOG)

Chair: Walter J. Curran, Jr.
Radiation Therapy Oncology Group
1818 Market St. Suite 1600
PHILADELPHIA, PA 19103
USA
Tel: +1 215 955 6700
Fax: +1 215 955 0412
Email: walter.curran@jeffersonhospital.org

Other Subgroup
Head/Member:
Operations and  T. Wudarski
Statistical Office: 1818 Market St. Suite 1600
PHILADELPHIA, PA 19103
USA
Tel: +1 215 574 3205
Fax: +1215928 0153
Email: twudarski@phila.acr.org

Website: www.rtog.org
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Title:

RTOG 9804: Phase Ill trial of observation + tamoxifen versus
RT + tamoxifen for good risk duct carcinoma in-situ (DCIS) of the
female breast.

Coordinator(s): B. McCormick
Memorial Sloan-Kettering Cancer Center
1275 York Avenue, Room H208
NEW YORK, NY 10021
USA
Tel: +1 212 639 6828
Fax: +1212 639 8876

Summary: °
°

Opened in December 1999
Target accrual 1790

Primary Objective:

In the defined good-risk group, assess the role of whole breast
radiation plus/minus tamoxifen compared to wide excision to negative
margins alone plus/minus tamoxifen, in decreasing or delaying the
appearance of local failure.

Secondary Objectives:

In the defined good risk group, assess the role of whole breast
radiation plus/minus tamoxifen compared to wide excision with
negative margins alone plus/minus tamoxifen, in preventing the need
for mastectomy.

Assess distant disease free survival to affirm the hypothesis that the
proportion of patients in either arm who fail with progression to
invasive local disease can be successfully salvaged with further
definitive local therapy and adjuvant systemic therapy as is
appropriate to the individual case.

Adopt a working pathology classification system for DCIS, which can
be taught to and uniformly applied by the community pathologist.
This will include processing the specimen, assessing extent of disease,
margin assessment, and the grading of the lesion. Pathologic
relationship of any calcium present to the DCIS will also be noted.
Establish a registry for patients with an epidemiological questionnaire,
for companion studies of biomarkers and genetics, to be done at a
later time when research in this area has identified useful markers.
Tissue and blood will be banked from each patient who agrees to
participate in this aspect of the study.

Establish a tissue bank of patients who progress to local failure in the
study breast.
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Scheme:

S Age R Arm1
: 1 <50 ﬁ Observation +/—tamoxifen 20 mg/day for
a 2 =50 d Syears
t o
i m
f i
Y  Final path margins Z Arm2
e

1 Negative (re-excision)
2 3-9mm
3 10mm

Radiation therapy* to the whole breast,
+tamoxifen 20 mg/day for 5 years

Mammographic/pathologic
size of primary

1 =1cm

2 >1cmto =2.5cm

Nuclei grade

1 Low
2 Intermediate

Tamoxifen use

1 No
2 Yes

*RT Dose: 1.8 Gy per fraction X 28 fractions, for a total dose of 50.4 Gy; OR 2.0 Gy per
fraction X 25 fractions, for a total dose of 50.0 Gy; OR 2.656 Gy per fraction X 16 fractions,
for a total dose of 42.5 Gy.

Update: e This is an intergroup study coordinated by RTOG with participation by
CALGB, NCIC CTG and SWOG. In addition, this is an approved CTSU
study, meaning that institutions from other cooperative groups may
enter patients through the CTSU.

e Study closed 14 July 2006 due to slow accrual, with a total of 636

patients
Related None available
Publications:
Topics: e DCIS

e Radiotherapy

Keywords: DCIS, radiotherapy
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Title: NSABP B-39/RTOG 0413: A randomized phase Il study of conventional
whole breast irradiation (WBI) versus partial breast irradiation (PBI) for
women with stage 0, |, or Il breast cancer.

Coordinator(s): Frank A. Vicini
William Beaumont Hospital
Department of Radiation Oncology
3601 W. 13 Mile Road
ROYAL OAK, MI 48073
USA
Tel: +1 248 551 1219
Fax: +1 248 551 0089

J. White

Medical College of Wisconsin
Department of Radiation Oncology
Froedtert Memorial Lutheran Hospital
9200 W. Wisconsin Avenue
MILWAUKEE, WI 53226

USA

Tel: +1 414 805 4485

Fax: +1 414 805 4369

Summary: ® Opened in March 2005
e Targeted accrual 3000

Primary Objective:

e To determine whether partial breast irradiation (PBI) limited to the
region of the tumor bed following lumpectomy provides equivalent
local tumor control in the breast compared to conventional whole
breast (WBI) in the local management of early stage breast cancer.

Secondary Objectives:

e To compare overall survival, recurrence-free survival, and distant
disease-free survival, between women receiving PBI and women
receiving WBI.

® To determine whether PBI delivered in 5 treatment days can provide a
comparable cosmetic result to WBI.

® To determine if perceived convenience of care is greater for women
receiving PBI compared to women receiving WBI.

® To compare acute and late toxicities between the radiation therapy
regimens.
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Scheme:

NSABP B-39/RTOG 0413 SCHEMA

Patients with Stage 0, I, or Il Breast Cancer Resected by Lumpectomy
Tumor Size =3.0cm

No more than 3 histologically positive nodes

Stratification
* Disease stage (DCIS only; invasive and node negative; invasive with 1-3 positive nodes)
* Menopausal status (premenopausal, postmenopausal)
* Hormone receptor status (ER-positive and/or PgR-positive; ER-negative and PgR-negative)
* Intention to receive chemotherapy (yes or no)

Randomization

Group 1* Group 2*
Whole breast irradiation (WBI)

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

34 Gy in 3.4 Gy fractions using
MammosSite 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 at least 6 hours), for a total
of 10 treatments given on 5 days over a
period of 5-10 days

Partial breast irradiation (PBI)***

34 Gy in 3.4 Gy fractions using
multi-catheter brachytherapy

* See Section 15.0 of the protocol for instructions regarding chemotherapy and hormonal therapy.
Chemotherapy, if given, will be administered before WBI and following PBI.

** Brachytherapy boost is not allowed (see Section 11.1.4. of the protocol).

*** The PBI technique utilized will be at the physicians discretion and will be based on technical
considerations, radiation oncology facility technique credentialing (see Section 5.0 of the protocol),
as well as patient preference.

Update: e This is a joint study between NSABP and RTOG with participation from
other cooperative groups. As of 2 April 2006, 1060 patients have been
entered.

Related None available

Publications:
Topics: e Radiotherapy

Keywords: Partial breast irradiation
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Title: A phase Il trial to evaluate three dimensional conformal radiation
therapy (3D-RT) confined to the region of the lumpectomy cavity for
stage | and Il breast carcinoma.

Coordinator(s): F. A. Vicini
William Beaumont Hospital
Department of Radiation Onc.
3601 W. 13 Mile Road
ROYAL OAK, MI 48073
USA
Tel: +1 248 551 1219
Fax: +1 248 551 0089

Summary: e Opened in April 2003
e Closed in April 2004
e Total accrual = 58

Primary Objective:

e For selected patients with stage | and Il breast carcinoma, 3D-CRT
delivered to the region of the lumpectomy cavity is technically feasible
and reproducible in a multi-institutional trial.

Secondary Objectives:

e To deliver 3D-CRT with acceptable complication rates.

Cosmetic results after partial breast irradiation therapy following
tylectomy will be comparable to that obtained after whole breast
external beam radiation therapy.

e The local tumor control rate in the breast after partial breast
irradiation therapy following tylectomy will be comparable to that of
conventional external beam radiation therapy, with less inconvenience
and potentially less cost to the patient, given the selection criteria
which minimize the risk of clinically significant multicentric or
extensive residual carcinoma following tylectomy.

Scheme: 38.5 Gy total/10 fractions (3.85 Gy per fraction)
2 fractions/day (separated by 6 hours)
Given in 5 consecutive working days

Radiotherapy should begin within 8 weeks of surgery
(If chemotherapy is given first, RT begins 2 weeks after
the last cycle of chemotherapy)

~0~0—-—@Q0O3I

Update: ® The primary endpoint manuscript was published in 2006. Patients are
continuing to be followed up for the efficacy endpoints.
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Related Vicini, F, Winter, K et al. A phase /Il trial to evaluate three-dimensional

Publications: conformal radiation therapy confined to the region of the lumpectomy
cavity for stage I/ll breast carcinoma: initial report of feasibility and
reproducibility of radiation therapy oncology group (RTOG) study 0319.

Int J Radiat Onco Biol Phys 2005; 63: 1531-1537.
Topics: e Radiotherapy

Keyword: 3D-CRT
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