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手術標本（パラフィンブロック）からRNAを抽出し、遺伝子発現量を定量する



Oncotype DX: 予後予測として利用可能

NSABP B20 リンパ節陰性患者: 

タモキシフェン vs タモキシフェン+CMF
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Overall: n=651 低再発スコア: n=353

中間再発スコア: n=134

高再発スコア: n=164

Oncotype DX: 抗がん剤効果予測ツールとして利用可能

ここの群だけ抗がん剤をする
意味あり
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ホルモン療法だけで
十分

ホルモンだけで十分



Who needs chemo?

Oncotype DX

LN(-)

TAILORx



TAILORx Methods: Treatment Assignment & Randomization<br />Accrued between April 2006 – October 2010 

Presented By Joseph Sparano at 2018 ASCO Annual Meeting

5y DDFS 97%
Sparano JA, et al. NEJM 2015.



TAILORx Results - ITT Population: RS 11-25 (Arms B & C)<br />836 IDFS events (after median of 7.5 years), including 338 (40.3%) with recurrence as fist event, of which 199 (23.8%) 
were distant<br />

Presented By Joseph Sparano at 2018 ASCO Annual Meeting



TAILORx Results: Association between Continuous RS 11-25 and 9-Year Distant Recurrence Rate by Treatment Arms Stratified by Age (</=50 vs.>50 Years)<br />

Presented By Joseph Sparano at 2018 ASCO Annual Meeting



Sparano JA, et al. N Engl J Med. 2019;380(25):2395-2405



41.7%

25.0%

10.4%

16.7%

6.2%

St. gallen 2019 Voting

リンパ節転移陰性で再発スコア21～25の

50歳未満の女性に対して実施すべき治療は？

4.TAMのみ Tamoxifen only

3.化学療法＋OFS＋内分泌療法 Chemo + OFS + ET

1.化学療法＋内分泌療法 Chemo + ET

2.OFS＋内分泌療法 OFS + ET

5. Abstain

Burstein HJ, et al .Ann Oncol. 2019 Aug 2.



High clinical risk: Grade1 & T>3cm, 

Grade2 & T>2cm, 

Grade3 & T>1cm

Sparano JA, et al. N Engl J Med. 2019;380(25):2395-2405

12％
7％

58％

Oncotype DXをすれば
ER陽性、N(-)症例の
58+12+7=77%がケモ不要
ということになる!!!



Who needs chemo?

Oncotype DX

LN(-)

RSClin



Sparano J, et al. SABCS GS4-10



Sparano J, et al. SABCS GS4-10



Sparano J, et al. SABCS GS4-10



Oncotype IQ. Exact Sciences. Physician Portal. 
https://online.genomichealth.com

Sparano J, et al. JCO2020





ケモ＋ホルモンでも予後不良！
S-1 (POTENT試験：N(-)も対象)

Sparano JA, et al. N Engl J Med. 2018;379(2):111-121.



Oncotype DX
LN(+)は？



リンパ節転移のある場合でも同様

ケモの上乗せ効果なし

ここの群だけ抗がん剤をする意味あり

ホルモン療法だけで十分

ホルモン療法だけで十分



Who needs chemo?

Oncotype DX

LN(+)

RxPONDER







Johnston S, et al. ESMO2020



Johnston S, et al. ESMO2020



 50% randomized to chemotherapy 
received TC (4 or 6 cycles)

 Ovarian function suppression use in 
premenopausal pts (6-month post 
randomization data)

• 16% in the ET arm and 3% in 
Chemotherapy + ET arm

 2 treatment-related deaths in ET arm 
(stroke) and 3 in chemotherapy + ET arm 
(sepsis, typhlitis, and liver necrosis)

RxPONDER Results: Accrual and ITT population

Registered for screening  (n = 9,383)
Feb 2011 to Sept 2017

Chemotherapy followed by 
endocrine therapy

(n = 2,547)

S1007 Consort Diagram

Endocrine therapy only
(n = 2,536)

Randomized
(n = 5,083)

Not randomized (n = 4,300)
Ineligible (n = 164)
No RS (n =  84)
RS > 25 (n =1,035)
Refusal (n = 2,372)
Recurrence (n = 23)
Other / unk. (n = 622)

Ineligible (n = 30) Withdrew consent (n = 2)
Ineligible (n = 36)

Analyzed (n = 2,506)
Includes 4% who refused trt 
assignment 

Analyzed (n = 2,509)
Includes 7% who refused trt 
assignment 



Baseline variable Endocrine Therapy (n=2,506) Chemotherapy (n=2,509) Overall (n=5,015)
Race

White 64.9% 66.4% 65.7%
Black 4.8% 5.1% 5.0%
Asian 6.8% 6.1% 6.5%
Other/Unknown 23.5% 22.3% 22.9%

Hispanic
Yes 13.0% 11.9% 12.4%
No 67.6% 68.9% 68.3%
Unknown 19.4% 19.3% 19.3%

Menopausal status
Premenopausal 33.2% 33.2% 33.2%
Postmenopausal 66.8% 66.8% 66.8%

Recurrence Score
RS 0-13 42.7% 42.9% 42.8%
RS 14-25 57.3% 57.1% 57.2%

Nodal Dissection
Full ALND 62.7% 62.5% 62.6%
Sentinel nodes only 37.4% 37.5% 37.4%

Positive Nodes
1 node 65.9% 65.0% 65.5%
2 nodes 24.9% 25.7% 25.3%
3 nodes 9.2% 9.2% 9.2%

Grade
Low 24.6% 24.7% 24.7%
Intermediate 64.1% 66.1% 65.1%
High 11.3% 9.2% 10.3%

Tumor size
T1 58.5% 57.7% 58.1%
T2/T3 41.5% 42.3% 41.9%

閉経前 33%

RS 0-13:14-25 ≒
4:6

SN only 37%

n1個 66%

n2個 25%

N3個 10％

Grade 1  25%

Grade 2 66%

Baseline Characteristics by Treatment Arm











適応

リンパ節転移陰性 エビデンス的には「ケモを悩んでいる」患者全員、
だが保険適応がないので、下表に従い推奨

リンパ節転移陽性 エビデンス的には閉経後、pN1-3個で「ケモを悩
んでいる」患者全員、
だが保険適応がないので、下表に従い推奨

閉経前の方は現時点では推奨ないが、Case by case

（例：T1bN1mic, Ki67<10%など）

Oncotypeの適応と解釈



Intermediate risk 10yRFS 再発率

A： n0かつ

risk factor1
93.5% 6.5%

B: n0かつ

risk factor2~5

88.2% 11.8%

C: n+ 75.0% 25.0%

Risk factor
pT＞2cm 
Grade2,3
脈管侵襲あ

り
HER2＋
35歳未満

術後療法TAMのみ時代の予後
がん研1982-1993 n=436

Intermediate-risk patients

R Horii, British Journal of Cancer 2007 97：654



解釈

リンパ節転移陰性 50歳より上：RS25以下でケモ省略
50歳以下：Low Clin risk：RS20以下でケモ省略
50歳以下：High Clin risk：RS15以下でケモ省略

リンパ節転移陽性 閉経後：LN1-3個+、RS25以下でケモ省略
閉経前：LN+なら基本的に全例ケモを推奨
（Case by caseで提出可、解釈もRSに応じて）

Oncotypeの適応と解釈

High clinical risk: Grade1 & T>3cm,

Grade2 & T>2cm,

Grade3 & T>1cm



ご清聴ありがとうございました。
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