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A federally funded phase III clinical trial shows that most women with hormone receptor-positive, HER2-negative, axillary 
node-negative early-stage breast cancer and a mid-range score on a 21-tumor gene expression assay (Oncotype DX® 
Breast Recurrence Score) do not need chemotherapy after surgery. The study found no improvement in disease-free 
survival when chemotherapy was added to hormone therapy in this group, which accounts for about two-thirds of women 
who participated in the trial. The findings will have an immediate impact on clinical practice, sparing thousands of women 
the side effects of chemotherapy.

The study is being presented in ASCO's Plenary Session, which features four studies deemed to have the greatest 
potential to impact patient care, out of the more than 5,800 abstracts featured as part of the 2018 American Society of 
Clinical Oncology (ASCO) Annual Meeting. This is the largest breast cancer treatment trial ever conducted, and the first 
precision medicine trial ever done, according to the authors.

"Half of all breast cancers are hormone receptor-positive, HER2-negative, and axillary node-negative. Our study shows that 
chemotherapy may be avoided in about 70 percent of these women when its use is guided by the test, thus limiting 
chemotherapy to the 30 percent who we can predict will benefit from it," said lead study author Joseph A. Sparano, MD, 
Associate Director for Clinical Research at the Albert Einstein Cancer Center and Montefiore Health System in New York, 
and Vice-Chair of the ECOG-ACRIN Cancer Research Group.

"Before TAILORx, there was uncertainty about the best treatment for women with a mid-range score of 11-25 on the 
Oncotype DX Breast Recurrence Score test. The trial was designed to address this question, and provides a very definitive 
answer," said Dr. Sparano. "Any woman with early-stage breast cancer 75 years or younger should have the test and 
discuss the results of TAILORx with her doctor to guide her decision regarding chemotherapy after surgery to prevent 
recurrence," said Dr. Sparano.

Based on evidence from several prior studies, the 21-gene expression assay is widely used to provide prognostic 
information about the risk of breast cancer recurrence within 10 years, and to predict which patients are most likely to 
derive a large benefit from chemotherapy. The test is performed on a tumor biopsy sample. Women with a low score (0-10) 
typically receive only hormone therapy and those with a high score (26-100) receive hormone therapy and chemotherapy.

The Trial Assigning IndividuaLized Options for TReatment (TAILORx) enrolled 10,273 women with hormone 
receptor-positive, HER2-negative, axillary node-negative breast cancer - the most common type of breast cancer. Of those, 
6,711 had a mid-range recurrence score of 11-25 and were randomly assigned to receive hormone therapy alone or 
hormone therapy and chemotherapy.

The primary endpoint was disease-free survival, defined as recurrence of cancer in the breast, regional lymph nodes 
and/or distant organs, a second primary cancer in the opposite breast or another organ, or death from any cause.

At a median follow-up of 7.5 years, the study met its primary pre-specified endpoint indicating that hormone therapy alone 
was not less effective than chemotherapy plus hormone therapy in women with a Breast Recurrence Score of 11- 25. 
Nine-year rates were similar in the two treatment arms for disease-free survival (83.3% vs. 84.3%), distant recurrence 
(94.5% vs. 95.0%), and overall survival (93.9% vs. 93.8%), indicating no benefit from adding chemotherapy to hormone 
therapy. Another important finding was identification of the group that did have some chemotherapy benefit - women 50 
years or younger who had a Breast Recurrence Score of 16-25.

The researchers also found that women with a recurrence score of 10 or less had very low recurrence rates with hormone 
therapy alone, irrespective of age or other clinical factors. In addition, those with a recurrence score of 26 or higher had a 
distant recurrence rate of 13% despite chemotherapy and hormone therapy, indicating the need to develop more effective 
therapies for this group.

According to the authors, the findings suggest that chemotherapy may be spared in:

●All women older than 50 years with hormone-receptor positive, HER2-negative, node-negative breast cancer 
and a Recurrence Score of 0 to 25 (about 85% of women with breast cancer in this age group)

●All women 50 years or younger with hormone-receptor positive, HER2-negative, node-negative breast cancer 
and a Recurrence Score of 0 to 15 (about 40% of women with breast cancer in this age group)

"This study, which never would have happened without federal funding for cancer research, will transform care immediately, 
and for the better. These data provide critical reassurance to doctors and patients that they can use genomic information to 
make better treatment decisions in women with early-stage breast cancer. Practically speaking, this means that thousands 
of women will be able to avoid chemotherapy, with all of its side effects, while still achieving excellent long-term outcomes," 
said ASCO Expert Harold Burstein, MD, PhD, FASCO.

This study received funding primarily from the National Cancer Institute, part of the National Institutes of Health. Additional 
support was provided by the Breast Cancer Research Foundation, Komen Foundation, and the U.S. Postal Service Breast 
Cancer Stamp. The ECOG-ACRIN Cancer Research Group designed and conducted the study.

TAILORx: Most women with early stage breast cancer can forgo chemotherapy 
when guided by a diagnostic test

21個の腫瘍遺伝子は乳がんの個別化治療の決定
に役立つ(Abstract LBA1)

TAILORx：早期乳がん患者の多くがある診断検査に従うと化学療法を見合
わせることができる
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第III相臨床試験の結果、ホルモン受容体陽性、HER-2陰性、腋窩リンパ節転移陰性の早
期乳がんで、21個の腫瘍遺伝子発現アッセイにおいて中程度のスコアである女性の多く
は、術後の化学療法を必要としないことが示された、と2018 ASCO Annual Meetingで発
表された。この結果は、50歳超でホルモン受容体陽性、HER-2陰性、リンパ節転移陰性で
乳がん再発スコアが0～25の全女性（この年代の乳がん女性の約85％）において、化学
療法は差し控えるべきであると示唆している。乳がん再発スコア16～25の50歳以下の女
性においては、化学療法によりある程度ベネフィットが得られた。


