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Adding regional nodal irradiation decreases recurrences in women with early breast
cancer

20115EASCO T3R5 X ML/~ #EAE A tPhase Il 5 4 TILOFMBOTF— 74905, )
Vo SEEESIGIEE 2138 R 7 D)) o BTSSR EITB T, BT v
/ERAHREEEY (RN 24FH T 5 X IT L ) SRt s ekE L. IEEEL0
SHEAE L VRO RO AL BRI BY T 5 CHW|E SN e TORI T 412
1,82 ADLEERIANNT =y TD ) BIZLALY (85%) H1~3MED!) - gzt %
FLTEY., &) R7TY) 2 EEBeEOIs A28 L TV 5818 (10%) 135
ot REVIEBBEMBLUT Y 273 MuEEF A IEAIEEICL 5
BREBEICZT LY. Tk 235UFRS (WBI) #5:F 72IIWBI X RNIBFREE
[TEAEBICE ) AT Sz, 74O —T v 7HARFRIEE2 » A D%, RNIE ZIT 7=
BHOEFEHFRIL33%20E L /2 (WBIERD84% 7% b RN F#%89.7%. /\H —
NEb0.67 ; p=0.003) o ZAUZIIIILEEPTEIREFFEDNWET (5.5%0° H55F14
32%. p=002) . BL UERBREGFEDIBWET (13%2° 5551%7.6%.

p=0.002) #%8F M 720 SFLTHEIIRNIBEICH N T2URKT L7~ (p=0.07) .

Interim analysis data from a randomized Phase lll trial reported at the American Society of Clinical Oncology's
47th Annual Meeting showed that, in women with node-positive or high-risk node-negative breast cancer,
additional regional nodal irradiation (RNI), improves disease-free survival, reducing cancer recurrences both
near the tumor site and in other parts of the body. In addition, overall mortality was reduced by 24 percent in the
group receiving RN, but this did not reach statistical significance.

"These results are potentially practice-changing. They will encourage physicians to offer all women with node-
positive disease the option of receiving regional nodal irradiation," said Dr. Timothy J. Whelan, BM BCh, lead
study investigator for the NCIC Clinical Trials Group and a professor of oncology and Division Head of Radiation
Oncology at McMaster University and the Juravinski Cancer Centre, Hamilton, Ontario. "Adding regional nodal
irradiation improved disease-free survival, lowered the risk of recurrences, and there was a positive trend toward
improved overall survival, while not greatly increasing toxicities."

Women with node-positive breast cancer are treated with breast-conserving surgery plus axillary lymph node
dissection, followed by whole breast irradiation (WBI). If a woman's cancer has high-risk features, such as a
tumor larger than 5 cm or more than three positive axillary nodes, she often receives regional nodal irradiation,
or RNI. However, for women with one to three positive nodes, the benefit of adding RNI has been unclear.

The study enrolled 1,832 women, most of whom (85 percent) had one to three positive lymph nodes, and a
smaller proportion of women (10 percent) who had high-risk, node-negative breast cancer. All women had been
treated with breast-conserving surgery and adjuvant chemotherapy or endocrine therapy. The participants were
randomized to receive either WBI alone or WBI plus RNI.

A protocol specified interim analysis of the data conducted in March 2011 found that after a median follow up of
62 months, there were statistically significant benefits for the group receiving the added RNI therapy. These
included a greater than 30 percent improvement in disease free survival (from 84 percent for those who
received WBI to 89.7 percent for those who also got RNI at 5 years), as a result of a 41 percent lower rate of
recurrences near the tumor site (from 5.5 percent to 3.2 percent at 5 years), and a 36 percent lower rate of
cancer recurrences in other parts of the body (from 13 percent to 7.6 percent at 5 years).

The patients who received the added RNI had a low but statistically significant increased risk of grade 2 or
greater pneumonitis and lymphedema.
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