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KN522 Trial NEJM. 2024: 391: 1981-1991

Overall Survival with Pembrolizumab in
Early-Stage Triple-Negative Breast Cancer

Peter Schmid, M.D., Javier Cortes, M.D., Rebecca Dent, M.D., Heather McArthur, M.D., Lajos Pusztai, M.D.,
Sherko Kiimmel, M.D., Carsten Denkert, M.D., Yeon Hee Park, M.D., Rina Hui, Ph.D., Nadia Harbeck, M.D.,
Masato Takahashi, M.D., Seock-Ah Im, M.D., Michael Untch, M.D., Peter A. Fasching, M.D.,
Marie-Ange Mouret-Reynier, M.D., Theodoros Foukakis, M.D., Marta Ferreira, M.D., Fatima Cardoso, M.D.,
Xuan Zhou, Ph.D., Vassiliki Karantza, M.D., Konstantinos Tryfonidis, M.D., Gursel Aktan, M.D_, and
Joyce O’Shaughnessy, M.D., for the KEYNOTE-522 Investigators*
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Table 2. Pathological Complete Response, According to Pathological Stage.*

Pembrolizumab- Placebo-
Chemotherapy Chemotherapy Estimated Treatment
Variable (N=401) (N=201) Differencet P Value
percentage points (95% Cl)
Pathological stage ypTO/Tis ypNO
No. of patients 260 103
Percentage of patients with 64.8 (59.9-69.5) 51.2 (44.1-58.3) 13.6 (5.4-21.8) P<0.001

response (95% Cl)

Pathological stage ypTO ypNO
No. of patients

Percentage of patients with
response (95% Cl)

Pathological stage ypTO/Tis
No. of patients

Percentage of patients with
response (95% Cl)

240
59.9 (54.9-64.7)

275
68.6 (63.8-73.1)

91
45.3 (38.3-52.4)

108
53.7 (46.6-60.8)

14.5 (6.2-22.7)

14.8 (6.8-23.0)
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A Event-free Survival According to Treatment Group in the Intention-to-Treat Population
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OS (Ex 2 FEAT)

A Overall Survival According to Treatment Group in the Intention-to-Treat Population
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No. at Risk
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JBCRGO4 (CREATE X) NEJM. 2017: 376: 2147-59

Adjuvant Capecitabine for Breast Cancer
after Preoperative Chemotherapy

N. Masuda, S.-]. Lee, S. Ohtani, Y.-H. Im, E.-S. Lee, |. Yokota, K. Kuroi, S.-A. Im,
B.-W. Park, S.-B. Kim, Y. Yanagita, S. Ohno, S. Takao, K. Aogi, H. Iwata, ]. Jeong,
A. Kim, K.-H. Park, H. Sasano, Y. Ohashi, and M. Toi
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Triple Negative Subtype®DSF, OS

C Disease-free Survival among Patients with Triple-Negative Disease
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JCO 2008;26;246-252

Combined Use of Clinical and Pathologic Staging Variables

to Define Outcomes for Breast Cancer Patients Treated
With Neoadjuvant Therapy

Jacqueline S. Jeruss, Elizabeth A. Mittendorf, Susan L. Tucker, Ana M. Gonzalez-Angulo, Thomas A. Buchholz,
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JCO 2007;25,4414-4422

Measurement of Residual Breast Cancer Burden to Predict
Survival After Neoadjuvant Chemotherapy

W. Fraser Symmans, Florentia Peintinger, Christos Hatzis, Radhika Rajan, Henry Kuerer, Vicente Valero,
Lina Assad, Anna Poniecka, Bryan Hennessy, Marjorie Green, Aman U. Buzdar, S. Eva Singletary,
Gabriel N. Hortobagyi, and Lajos Pusztai
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Residual Cancer Burden Calculator

*WValues must be entered into all fields for the calculation results to be accurate.

(1) Primary Tumor Bed
Primary Tumor Bed Area: (mm) X (mm)
Overall Cancer Cellularity (as percentage of area): (%)
Percentage of Cancer That Is in situ Disease: (%)

(2) Lymph Nodes

Number of Positive Lymph Nodes:

Diameter of Largest Metastasis: (mm)

| Reset| | Calculate |

Residual Cancer Burden:

Residual Cancer Burden Class:
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SOFT Trial segnfat NEJM 2015:372:436-46.

Adjuvant Ovarian Suppression
in Premenopausal Breast Cancer

Prudence A. Francis, M.D., Meredith M. Regan, Sc.D., Gini F. Fleming, M.D.,
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2 50
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304
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20~ or death, 0.83 (95% Cl, 0.66—1.04)
104 P=0.10
G T T T T T 1
0 1 2 3 4 5 6
Years since Randomization
Mo. at Risk
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No. at Risk
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E Prior Chemothera
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204 05
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Tamoxifen—-0O5 542 519 450 463 386 289 178
Exemestane—0S5 544 518 491 463 401 280 172
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= Adjuvant Exemestane With Ovarian

~ Suppression in Premenopausal Breast Cancer:
= Long-Term Follow-Up of the Combined TEXT and
— SOFT Trials
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monarchE Trial JCO 2020; 38(34): 3987-98.

Abemaciclib Combined With Endocrine Therap %=
for the Adjuvant Treatment of HR+, HER2—,

| Node-Positive, High-Risk, Early Breast

Cancer (monarchk)

Stephen R. D. Johnston, MD, PhD!; Nadia Harbeck, MD, PhD?; Roberto Hegg, MD, PhD?; Masakazu Toi, MD, PhD*;
Miguel Martin. MD. PhD®: Zhi Min Shao. MD®: Qing Yuan Zhane. MD. PhD?: Jorge Luis Martinez Rodriguez. MD®:
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monarchE Trial OS (EsM020255ZF—4 HXEHFKE)
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POTENT Tnal Lancet Oncol 2021: 22: 74-84.

Adjuvant S-1 plus endocrine therapy for oestrogen receptor-
positive, HER2-negative, primary breast cancer: a multicentre,
open-label, randomised, controlled, phase 3 trial

Masakazu Toi, Shigeru Imoto, Takanori Ishida, Yoshinori Ito, Hiroji lwata, Norikazu Masuda, Hirofumr' Mukai, Shigehira Saji, Akira Shimizu,
Takafumi lkeda, Hironari Haga, Toshiaki Saeki, Kenjiro Aogi, Tomoharu Sugie, Takayuki Uena, Takayuki Kinoshita, Yuichiro Kai, Masahiro Kitada,
Yasuyuki Sato, Kenjiro Jimbo, Nobuaki Sato, Hiroshi Ishiguro, Masahiro Takada, Yasuo Ohashi, Shinji Ohno
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POTENT Trial IDFS
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NEOSPHERE trial Lancet. 2016; 17: 791-800

5-year analysis of neoadjuvant pertuzumab and trastuzumab 3 ®
in patients with locally advanced, inflammatory, or
early-stage HER2-positive breast cancer (NeoSphere):

a multicentre, open-label phase 2 randomised trial

Luca Gian ’11 usz Pienko oun ] Hyuck Im, Ling-Ming Ts Tq Mei-Chi IJFL Ana Lluch, Elz ?arcsta\-,'sk-],
.fur de fﬂ taba-Rodriguez, G(’ ck-AhIm, Jose L Jer drin rth e Poirier, Paolo Morandi, Vladimir Semigiazov, Vichien Srimuninnimuit,
ia Valer Ba chi, Domenico Magazzu, Virginia il |”!HJJ' Douthwaite aFmP
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NEOSPHERE trial pCR$ N—E &V HYaANIEI5%CIZRY

P{E : Cochran mantel-Haenszel#&5E, 2 EMHREF
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MA. 1/R NEJM. 2016:375:209-19.

Extending Aromatase-Inhibitor Adjuvant Therapy to 10 Years

P.E. Goss, J.N. Ingle, K.I. Pritchard, N.J. Robert, H. Muss, J. Gralow, K. Gelmon, T. Whelan, K. Strasser-Weippl,
S. Rubin, K. Sturtz, A.C. Wolff, E. Winer, C. Hudis, A. Stopeck, J.T. Beck, J.S. Kaur, K. Whelan, D. Tu,
and W.R. Parulekar

RILVEZRARGERARZIEIZNTAMERBEEICEINT,
LETSFICHARTIOENBRESIVRTELZTRET HEINEOIMNEEELT-
EF Z it R EIFRT A LB LB R

ERF5 & | LET 55BN

AISEE (Negative0.3% . Unknown0.9%)
7 TAM—ARFEL| E " 1918 A -

BHiFLiZEE > TS5t R54ERT

\

(15 :655%)

FEFMHIBAB :DFS




MA. 1/R DFS, OS

DFS

OS
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NSAS BCO05 (AERAS Trial)  Jco. 2023 Jun 20:41(18):3329-3338.

Postoperatlve Adjuvant Anastrozole for

~ 10 or 5 Years in Patients With Hormone
Receptor—Posmve Breast Cancer: AERAS,
a Randomized Multicenter Open-Label
Phase lll Trial

Takuji Iwase, MD*?; Shigehira Saji, MD, PhD*; Kotaro lijima, MD, PhD*; Kenji Higaki, MD, PhD*; Shoichiro Ohtani, MD, PhD*;
Yasuyuki Sato, MD%; Yasuo Hozumi, MD, PhD®; Yoshie Hasegawa, MD’; Yasuhiro Yanagita, MD®; Hiroyuki Takei, MD, PhD?;
Maki Tanaka, MD, PhD'?; Hideji Masuoka, MD, PhD!!; Masahiko Tanabe, MD, PhD*; Chiyomi Egawa, MD, PhD'Z;

Yoshifumi Komoike, MD, PhD'%; Toshitaka Nakamura, MD, PhD'*; Hiroshi Ohtsu, MS'%; and Hirofumi Mukai, MD, PhD'®
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NSAS BC05 (AERAS Trlal)
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KATHERINE Trial

NEJM. 2019;380:617-28.

Breast Cancer

Trastuzumab Emtansine for Residual Invasive HER2-Positive

G. von Minckwitz, C.-S. Huang, M.S. Mano, S. Loibl, E.P. Mamounas, M. Untch, N. Wolmark, P. Rastogi,
A. Schneeweiss, A. Redondo, H.H. Fischer, W. Jacot, A.K. Conlin, C. Arce-Salinas, |.L. Wapnir, C. Jackisch,
M.P. DiGiovanna, P.A. Fasching, ).P. Crown, P. Wiilfing, Z. Shao, E. Rota Caremoli, H. Wu, L.H. Lam,

D. Tesarowski, M. Smitt, H. Douthwaite, S.M. Singel, and C.E. Geyer, Jr., for the KATHERINE Investigators*
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KATHERINE Trial IDFS

A
100=
T-DM1
@ 80 Trastuzumab
)
Eg 60 3-Yr Invasive
0hE No. of No.of Disease—free
o % 0 Patients Events (36) Survival, %
] .
E ,‘E T-DM1 743 91 (12.2) 38.3
& Trastuzumab 743 165 (22.2) 77.0
£ 204 Unstratified hazard ratio for disease recurrence or death,
0.50 (95% CI, 0.39-0.64)
P=0.001
ﬂ I I I I I I | I I |
0 3} 12 18 24 30 36 432 48 54 &0
Months since Randomization
MNo. at Risk
T-DM1 743 707 621 658 633 561 409 255 142 44 4
Trastuzumab 743 676 635 594 555 501 342 220 119 38 4

BREEIIFETOIERBRI/ NP —KL:0.50(95%CI 0.39-0.64) P<0.0001



PMRTDOREFEIZDUINT

« KATHERINE Trial -
TR A ET-DMLUI R FHAGR hthoB0RRIZEHhES)




UETT

« RE(F, SEBFELE-RELBRNKIBICEDSIEATESINFT.
s BICERFFHZEZLELADLDICL T IZL N




	第23回 日本乳癌学会 北海道地方会 教育セミナー�治療編
	スライド番号 2
	目次
	Case 1
	Q NACレジメンを教えてください
	KN522 Trial
	pCR率
	EFS（最終解析）
	OS（最終解析）
	経　過
	経　過
	薬物療法効果判定とは
	Q 追加考慮する検査，術後治療の選択肢，順序を　教えて下さい
	追加考慮する検査　TP53遺伝学的検査
	検査結果
	術後治療
	JBCRG04（CREATE X）
	JBCRG04（CREATE X）　OS,  PFS
	Triple Negative SubtypeのDSF, OS
	PMRTの時期について
	スライド番号 21
	Case 2
	Q NACレジメンを教えてください
	スライド番号 24
	経　過
	経　過
	Q追加する検査，術後治療の選択肢，順序を　教えて下さい
	追加すべき検査　BRCA1/2遺伝子検査
	追加すべき検査　CPS-EG Score
	スライド番号 30
	追加考慮する検査　RCB Score
	スライド番号 32
	スライド番号 33
	検査結果
	術後治療
	SOFT Trial 5年目の解析
	SOFT Trial 5年目の解析　DFS
	SOFT Trial 5年目の解析　DFS
	SOFT/TEXT 統合解析 
	SOFT/TEXT 統合解析
	monarchE Trial
	monarchE Trial　IDFS
	monarchE Trial　OS　（ESMO2025,参考データ　論文未発表）
	POTENT Trial
	POTENT Trial　IDFS
	PMRTの時期について
	スライド番号 47
	Case 3
	Q NACレジメンを教えてください
	NEOSPHERE trial
	NEOSPHERE trial　　pCR率
	経　過
	経　過
	Q 術後治療の選択肢，順序を教えて下さい
	術後治療
	MA. 17R
	MA. 17R　DFS, OS
	NSAS BC05 (AERAS Trial)
	NSAS BC05 (AERAS Trial)
	KATHERINE Trial
	KATHERINE Trial　IDFS
	PMRTの時期について
	以上です

