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AGENDA

15:20 - 16:50

S ische Tl ie des friil M | ) m
Vorsitz: Prof. Dr. Jens-Uwe Blohmer

Aktuelle Therapiestandards in der neoadjuvanten Behandlung 2025 Dr. Theresa Link (20 min)

Immunonkologie bei frihem Brustkrebs — Welches Target ist relevant
Prof. Dr. Andreas Schneeweiss (15 min)

Moderne kombinierte endokrine Therapie in der neoadjuvanten Behandlung von
HRpos/HER2neg Brustkrebs (LOBSTER &PreCOOPERA) Prof. Dr. Vesna Bjelic-Radisic (10 min)

Moderne kombinierte endokrine Therapie in der neoadjuvanten Behandlung von
HRpos/HER2pos Brustkrebs (GeparPiPPa) PD Dr. Mattea Reinisch (10 min)

Zukunftige Studien und Trends im neoadjuvanten Setting Prof. Dr. Michael Untch (10 min)

Kontroversen und Unsicherheiten (25 min)
Panel: Alle; Fallvorstellung: Prof. Dr. Christine Solbach



Prognosen sind schwierig,

vor allem, wenn sie die Zukunft
betreffen

Karl Valentin




JOURNAL OF CLINICAL ONCOLOGY

and Sibylle Loibl

= 80— ey
% I"”' hunam
-D I-I
[1=] Im
| ED_ .“IIIIII
= 1
| =
o
E 40 - i DR
E = N pCR
A 20-
Log - rank P=.0033
0 10 20 30 40 50 60
Disease-Free Survival by pCR (months)
Mo. at risk
pCR 34 79 B1 &7 43 16 g
no pCR 133 118 BB 76 56 27 10

ORI GIN AL REPORT

Pathologic Complete Response After Neoadjuvant
Chemotherapy Plus Trastuzumab Predicts Favorable Survival
in Human Epidermal Growth Factor Receptor
2—Overexpressing Breast Cancer: Results From the TECHNO
Trial of the AGO and GBG Study Groups

Michael Unich, Peter A. Fasching, Gottfried E. Konecny, Stephan Hasmiiller, Annette Lebeau, Rolf Kreienberg,
Cmar Camara, Volkmar Miiller, Andreas du Bois, Thorsten Kiihn, Elmar Stickeler, Nadia Harbeck,
Cornelia Hiss, Steffen Kahlert, Thomas Beck, Werner Fett, Keyur M. Mehta, Gunter von Minckwitz,

100 o .
EI:I_ m IIIIIIII-III-I...II.II .
= -
=
=
% 40 i iC R
2 == i PR
20 4
Log - rank F=.0074
0 10 20 30 40 50 60
Overall Survival by pCR (months)
Mo. at risk
pCH 34 79 B2 B2 a7 17 7
nopCR 133 118 a6 B4 [+ 33 14

FAg 2 Disease-free survival in patients with pathologic complete response

ipCAR: blue) and without pCR (gold).

Fig 3. Owerall survival in patients with pathologic complate responsa (pCH; blus)
nd without pCR {gold).



Pathological complete response and long-term clinical
benefit in breast cancer: the CTNeoBC pooled analysis

Patricia Cortazar, Lijun Zhang, Michael Untch, Keyur Mehta, Joseph P Costantino, Norman Wolmark, Hervé Bonnefoi, David Cameron,

Luca Gianni, Pinuccia Valagussa, Sandra M Swain, Tatiana Prowell, Sibylle Loibl, D Lawrence Wickerham, Jan Bogaerts, Jose Baselga,

Charles Perou, Gideon Blumenthal, Jens Blohmer, Eleftherios P Mamounas, Jonas Bergh, Vladimir Semiglazov, Robert Justice, Holger Eidtmann,
Soonmyung Paik, Martine Piccart, Rajeshwari Sridhara, Peter A Fasching, Leen Slaets, Shenghui Tang, Bernd Gerber, CharlesE Geyer Jr,

Richard Pazdur, Nina Ditsch, Priya Rastogi, Wolfgang Eiermann, Gunter von Minckwitz

www thelancet.com Published online February 14, 2014 http://dx.doi.org/10.1016/50140-6736(13)62422-8
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Survival with Trastuzumab Emtansine
in Residual HER2-Positive Breast Cancer

Charles E. Geyer, Jr., M.D., Michael Untch, M.D., Ph.D.,
Chiun-Sheng Huang, M.D., Ph.D., M.P.H., Max S. Mano, M.D., Ph.D.,
Eleftherios P. Mamounas, M.D., M.P.H., Norman Wolmark, M.D.,

Priya Rastogi, M.D., Andreas Schneeweiss, M.D., Andres Redondo, M.D., Ph.D.,
Hans H. Fischer, M.D., Véronique D’Hondt, M.D., Ph.D., Alison K. Conlin, M.D.,
Valentina Guarneri, M.D., Ph.D., Irene L. Wapnir, M.D.,

Christian Jackisch, M.D., Ph.D., Claudia Arce-Salinas, M.D., Ph.D.,

Peter A. Fasching, M.D., Michael P. DiGiovanna, M.D., Ph.D., John P. Crown, M.D.,
Pia Wuelfing, M.D., Zhimin Shao, M.D., Elena Rota Caremoli, M.D.,

Hervé R. Bonnefoi, M.D., Bryan T. Hennessy, M.D., Ljiljana Stamatovic, M.D., Ph.D.,
Hugo Castro-Salguero, M.D., Adam M. Brufsky, M.D., Ph.D., Adam Knott, Ph.D.,
Asna Siddiqui, Ph.D., Chiara Lambertini, Ph.D., Thomas Boulet, M.S.,
Beatrice Nyawira, M.D., Eleonora Restuccia, M.D., and Sibylle Loibl, M.D., Ph.D.,
for the KATHERINE Study Group*

,Die Langzeitstudie von Fresenius Helios in Deutschland zur Wirksamkeit von
Antikorper-Wirkstoff Konjugaten bei Brustkrebspatientinnen lieferte nun
vielversprechende Ergebnisse, die jungst im renommierten ,New England Journal of
Medicine" verdffentlicht wurden. Nach Uber acht Jahren sind neun von zehn Patientinnen,

die an einer besonders aggressiven Form des Brustkrebses erkrankt sind, am Leben."



GBG 103- TruDy (DESTINY-Breast05)

= HER2+

= non-pCR nach
neoadjuvanter
Behandlung und

hohes Rezidivrisiko

= Zentral bestimmter
HER2+ status

ECOG PS: 0-1

Follow-up:

End of
40 (+7) Day Safety
FU Study
Disease FU

Long-term FU

= Randomisierung < 12 Wochen nach Brust-OP
= Adjuvante Radiotherapie und/oder endokrine Therapie per Protokoll
und lokalen Richtlinien

Strata:

Operabel versus Inoperabel

Nodalstatus nach NACT (positiv versus negativ)
Hormonrezeptorstatus (positiv versus negativ)
NACT (einfache Blockade versus doppelte Blockade)




pPCR and prognosis following neoadjuvant chemotherapy plus anti-

HER2 therapy of HER2-positive early breast cancer (EBC)

Data from 3,710 patients randomized in 11
neoadjuvant trials for HER2-positive EBC.
Receiving anti-HER2  therapy  with
trastuzumab or trastuzumab plus either
Pertuzumab or Lapatinib

CHERLOB, GeparQuattro, GeparQuinto,
GeparSixto, HANNAH, LAPATAX,
NEOALTTO, NEOSPHERE, NOAH, NSABP
B-41, and TRYPHAENA

PCR, EFS, and OS, and follow-up 23 years:
The pCR was defined as ypTO/Tis ypNO.

HR+ pCR-

HR+ pCR+

HR- pCR-

HR- pCR+

Loibl S, Untch M, et al, SABCS 2019 AND van Mackelenbergh M
et al. J Clin Oncol 2023

T1-2/N- (reference)
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59.1%
64.9%
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0.60
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0.55
0.46

0.61
0.76
0.46

0.58
0.87
0.50
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[0.46, 0.77]
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[0.33, 0.90]
[0.25, 0.85]
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[0.58, 1.29]
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FLAMINGO-01 Studiendesign

o Double-Blinded
HER2/neu positive

B_UEJ'?E‘Sd who are at high GLSI-100 PIS GLSI-100 Booster Survival and
felsiiz sl 6 doses once 5 doses once Recurrence

recurrence and have _
completed: per month every 6 months Follow-Up

» MNeoadjuvant systemic
treatment consisting of at
least 6 cycles of

: : -
chemotherapy, '”C"‘d".‘g Placebo PIS Placebo Booster Survival and
at least 9 weeks of anti-

HER? treatment and 6 doses once 5 doses once Recurrence
taxane based per month every 6 months Follow-Up
chemotherapy. Patients

may receive

anthracycline as part of

neoadjuvant therapy in Open Label
addition to taxane

chemotherapy. GLSI-100 PIS GLSI-100 Booster Survival and
Surgery. 6 doses once 5 doses once Recurrence

At least 90% of planned per month every 6 months Follow-Up
anti-HER2 treatment F
post-surgery).

-9

PIS = Primary Immunization

GBG
’ 22. Annual Scientific Meeting 06. — 07. Marz 2025

BREAST
GROUP



DESTINY-Breast 11 Trial

HER2+ EBC
HR+ or HR-
High-risk defined as
one of the Primary Endpoint:
following: Arm A Trastuzumab deruxtecan * PCR (ypTO/Tis ypNO)
- T,N; M, Q3W x 8 cycles
e T. NM Secondary Endpoints:
. 31;|4 0 B Arm B Trastuzumab g * pCR (ypTO ypNO)

nflammatory BC @ —> deruxtecan —> o | * EFS

Q3W x 4 cycles U:)  IDFS
N=624 o « OS
A C e + HRQoL

Stratification factors: Q2W x 4 cycles « Safety | N
 HR Status « PK and immunogenicity

* HR+ vs HR-
« HER2 IHC

* IHC3+ vs Other




DECRESCENDO TRIAL

Patients (N=1065)

HER2-positive HR-negative invasive non-metastatic BC
Tumor size: 215mm and =50mm

Nodal status: negative (NO)

1° endpoint

3-year RFS in 500 patients with pCR, HER2-enriched intrinsic subtype
Key 2° endpoint (hierarchical testing)

3-year RFS in all patients with pCR

Neoadjuvant treatment Surgery

*Optional additional cycles if needed
due to surgical delay
+ BCS
or
mastectomy

Adjuvant treatment Follow-up

pPCR

(pTO/Tis pNO)

4 years
post-treatment

Residual
disease

Radiotherapy: mandatory after BCS and per local guidelines following
mastectomy; will be administered concomitantly with anti-HER2 therapy.

AC: anthracycline; BC: breast cancer; BSC: breast-conserving surgery; CTx: chemotherapy; HER2: human epidermal growth factor receptor-2; HR: hormone receptor; IV:
administered by intravenous injection; pCR: pathological complete response; Q1W: every week; Q3W: every 3 weeks; RCB: residual cancer burden score; RFS: relapse-free
survival, SC: administered by subcutaneous injection; T-DM1: trastuzumab emtansine; T + P FDC: trastuzumab + pertuzumab fixed-dose combination




* Patients = 18 years

* Histologically confirmed
invasive carcinoma of the
breast

*HER2 IHC 3+ tumors

* Node-negative status

* Tumor size >5 to 30 mm (MRI)
*ECOG 0/1

* No prior treatment

* LVEF >55%

PHERGAIN-2 TRIAL

Perjeta -
Herceptin x 8

(SC FDC)
+ ET for HR[+]

N=393

14N 1sea.lg 1TVNId

AHd3IDYUNS

pCR PH (SC FDC) (XET) .
X 10
A

/ypT1mi-2 I

and/or
ypNO(mol+),

“  \ypNimi J

*Physician’s choice chemotherapy is allowed
before adjuvant T-DM1

Follow-Up (5 years)



SASCIA: Studiendesign

* VVorherige Taxan-

haltige NACT mit

N=1200 einer Dauer von
mind. 16 Wochen

Sacituzumab Govitecan
(8 Zyklend 1, 8 q3w)

Frihes,

HER2-negatives  Non-pCR und:
Mammakarzinom —  TNBC
—  HR-positive und
CPS+EG score > 3
oder 2 & ypN+

Theraple nach Wahl des Arztes*

Stratifizierungsmerkmale:
. HR-positiv vs HR-negativ
. ypN+ vs ypN-

*Capecitabine (8 Zyklen) oder platinhaltige Chemotherapie (8 Zyklen) oder Beobachtung
Hintergrundtherapie: bei HR-positiven Patientinnen wir die endokrine Therapie nach lokalen Leitlinien durchgefiihrt

The start of endocrine therapy will be at the discretion of the investigator



Nachfolgestudie GBG 119 — Ascent-05

Sacituzumab govitecan Pembrolizumab
FECTELES 10 mg/kg IV N 200 mg IV
DAY 1 AND DAY 8 OF DAY 1 OF A 21-DAY
21-DAY CYCLE CYCLE
Patients S
Residual invasive
TNBC in breast or
positive node(s) after — Randomization M
neoadjuvant thera . -
Jd Py Pembrolizumab Long-term
and surgery 200 mg \Vi fO”OW-Up
N“1514 —>
Arm B DAY 1 OF A 21-DAY A
CYCLE
TREATMENT OF
PHYSICIAN'S  —
CHOICE
Pembrolizumab Capecitabine
x 8 CYCLES — 200 mg IV + 1000 mg/m? PO BID J
DAY 1 OF A 21-DAY DAYS 1 THROUGH 14 OF
CYCLE A 21-DAY CYCLE

¥) GILEAD

Creating Possible



Sacituzumab Tirumotecan (MK-2870) Plus Pembrolizumab Versus TPC in TNBC Who Did Not Achieve pCR

(MK2870-012 Studie). Phase: lll. Rezeptorstatus: triple negativ

Stadium: eBC nach neoadjuvanter Therapie und Operation ohne pCR

Studiendesign: Experimenteller Arm Pembrolizumab + Sacituzumab Tirumotecan vs. Vergleichsarm
Pembrolizumab oder Pembrolizumab + Capecitabine nach Wahl des behandelnden Arztes

Primarer Endpunkt: Invasive disease-free survival (iDFS)

Sekundare Endpunkte: Gesamtiberleben (OS), Distant Disease-free Survival (dDFS), patient-

. Xu SKB264 ASCO 2024
reported outcome (PRO), Nebenwirkungen. Design of Sacituzumab Tirumotecan (sac-TMT)
Sac-TMT is a TROP2 ADC developed with a proprietary Kthiol (pyrimidine-thiol) linker conjugated to a novel topoisomerase |
Sp O n S O r M erC k S h a-r p & DO h m e I— I— C inhibitor at DAR 7.4. The features of sac-TMT lead to release of the payload both in the tumor microenvironment (TME) and

inside tumor cells, achieving a balance between safety and efficacy.

Antibody
* hRS7, a recombinant humanized anti-TROP2
antibody with high affinity

Payload

Link + Novel topo | inhibitor (a belotecan
=inxer derivative), highly active
« Kthiol conjugation: irreversible coupling to

; b » Average DAR: 7.4 (range: 7-8)
improve stability of ADC

) « Bystander effect
» Payload release: intracellular cleavage and

extracellular hydrolysis in TME

« Balanced stability: balance between efficacy
and safety to expand therapeutic window

* Methylsulfonyl derivatization enhances
linker stability and toxin permeability

ADC, antibody-drug conjugate; DAR, drug-fo-antibody ratio; TME, tumor TROP2 cell surface antigen 2

2024 ASCO #AsC024 el ghe)( MD, PhD ASCO axsisesss
- TR e — KNOWLEDGE CONQUERS CANCER




Tropion Breast 04:

Key Eligibility Criteria

+ Histologically confirmed Stage Il or Il

unilateral or bilateral primary invasive
breast cancer.

TNBC (ER and PR < 1%) or hormone
receptor-low breast cancer (ER and/or PR
1% to < 10%, neither hormone receptor
may be = 10%), and HER2-negative.
No evidence of distant disease.

No prior surgery, radiation, or systemic
anticancer therapy.

ECOG PS O or 1.

Adequate hematologic and organ function.

1:1

Dato-DXd + Durva in Neoadjuvant/Adjuvant TNBC

Stratification factors:

Lymph node status (positive versus negative)
Tumour stage (cT1to cT2 versus cT3to cT4

Hormone receptor status (hormone receptor-negative
[ER and PR < 1%] versus hormone receptor-low (ER
and/or PR 1% to < 10%, neither hormone receptor

may be = 10%])

Geographic region (US/Canada/Europe/Australia

versus Rest of World).

Surgery
Dual primary
Experimental Arm Durvalumab endpoints:
Dato-DXd + durvalumab i c):(hgerilyc():tlf?esrapy pCR and EFS
Q3W x 8 (24 weeks) a, b, c
Secondary
endpoints:
Control Arm OS, DDFS, safety
Pembrolizumab + and tolerability,
carboplatin + paclitaxel Bl .PROS’ PK, N
Q3W x 4 (12 weeks) x 9 cycles Immunogenicity
Pembrolizumab + +i- chemotherapy
ac.d Explorator
doxorubicin or epirubicin e_ngoTtS}[nclude
+ cyclophosphamide o b limited
Q3W x 4 (12 weeks) ut are not limite
to:
TROP2, PD-L1 ¢

a. Endocrine therapy is permitted for participants with hormone receptor-low tumours. No adjuvant CDK4/6 inhibitor
(eg, abemaciclib, ribociclib).

b. Adjuvant chemotherapy may be given in combination with durvalumab for participants with residual disease.
Chemotherapy options at discretion of investigator, either: doxorubicin/epirubicin + cyclophosphamide, followed by paclitaxel
+ carboplatin; doxorubicin/epirubicin + cyclophosphamide followed by paclitaxel; carboplatin + paclitaxel; capecitabine.
c. Olaparib may be administered to participants who are gBRCA-positive with residual disease.

d. Adjuvant capecitabine may be given in combination with pembrolizumab for participants with residual disease, at the
discretion of investigator.

e. Hormone receptor, HERZ2: local testing. BRCA: no mandatory testing, use local testing results. PD-L1 and TROP2:
retrospective central small batch testing.

f. BRCA mutation is allowed.



TRAEs Occurring in 215% of Patients

Nausea 1.9
Stomatitis | 514
Neutropenia* | 43.3
Alopecia_ s Maximum grade:
& Fatigue £y Dato-DXd
é Dry eye | 23.9 Grade 1
Vomiting 20.6 " Grade 2
Anaemia: 12.2 19.9 l:CG’ade 23
Constipation 18.9 Gratia
Leukopenia’f— 7.5 174 W Grade 2
Keratitist 15.8 B Grade >3
70 éO SIO 4IO 3'0 ZIO 1'0 0 10 2]O 3l0 4b 5l0 6'0 7b
Dato-DXd (n=360) Patients, % ICC (n=3%1)

Data cutoff: 24 July 2024. Data are ordered according to frequency in either the Date-DXd or ICC arms.
*Grouped term comprising neutropenia and neutrophil count decreased. TGrouped term comprising white blood cell count decreased and leukopenia. #Grouped term comprising keratifis, punctate keratitis, ulcerative keratitis.

() ESMO ON AIR ESMD ==



Study Design

™I mwss NOGGO

/\ p T e.V.
/~ ER = estrogen receptor PR = progesterone receptor =%
CCR ~clinical complete response pCR - pathological complete response - WSG
SoC - standard of care CTx - chemotherapy
SG - sacituzumab govitecan PEM - pembrolizumab h
AC - anthracyclines EC ~ epirubicin /, p ~\ "
HERZ ~ human epithelial growth factor receptor 2 / 3 \
ek e fei SoC: Poct-mo.d)yv;m treatment at \
IC - Informed consent (anytime from SEart of primary (BgNosis UNti 3sSigNMEnt 10 | pCR W s discretion, e.g.,
cohorti /1l H
b Cohort| |— ypT0/is,ypNO * no further CTx
- ‘ o J
£ 4 : )
@ SoC: Post-necadjuvant treatment at
investigator’s discretion, e.g.,
Non pCR * AC/ECx4+PEM
* Capecitabine + PEM
\ * Olaparib '
\ \ J/
N 2
* ER510%
* PR<10% b el Clinical |
HER2 -- neoadjuvant response i
- Stage II-1ll CTx+S0C SERGoveneS | | .
* MO i S B -
................................................................ ’ Al’m 1 y ~ \ N
! { SoC: Post-neoadjuvant treatment at
pCR investigator’s discretion, e.g.,
| ypTO/is,ypNO * PEM
patients or o %
non cCR 1 | 5 ™9 Vi ™\
Arm 2 - | SoC: Post-necadjuvant treatment at
investigator’s discretion, e.g.,
: Non pCR + CTx+PEM
SoC: neoadjuvant | ' P + Capecitabine + PEM
€+ SoC \ * Olaparib |
—/ \'\_ k j .'."
e
presentatic e inte U operty of WSG. Please contact w wsg-online.com for perm O re and/or distribute




Zusammenfassung

1.
2. Beinon pCR->TDM 1 Standard.
3.
4

. Deeskalation zu ,neoadjuvant T+P“ um pCR zu erreichen ohne weitere

o1

Her 2 pos-> Neoadjuvant A +T plus T/ P bei >T2 oder N + Standard

TDM1 oder TDXD bei non pCR abwarten (DB 05, TRUDY Studie)

Therapie ist herausfordend

Bel pCR nach PST, wird deeskaliert : weniger Chirurgie, weniger Bestrahlung

6. TNBC: Durva plus DATO DXD versus Chemo plus Pembro (TROPION Breast 04

7.
8.
9.

Studie)

TNBC: SG bel non pCR (SASCIA Studie)

TNBC: bei non pCR, SG plus Pembro (ASCENT 05 Studie)
TNBC: bei non pCR, SAC-TMT plus Pembro (MK2870-012 Studie)

10.Was konnen wir fur pCR Patientinnen mit hohem Risiko noch tun ?

11.Primum nihil nocere ist gut, Heilung ist besser!!



Less is more only when more is too
much.

— Prank Lloyd (right —




N — 4 Christine Mau, Holger Schultz,
‘ ‘ Katja Jugel, Heike Klocke, Katharina Kappo




" "Willst du an deine
Ligl!ben denken,
musst du heut' ein
~ . Marzchen
schenken. Es

ringt Glick und
\WNohlergehn' und
pagt: "Man kann
~ den Fruhling
schon deutlich
sehn
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San Antonio Breast Cancer Symposium®, December 5-9, 2023

EFS at IA6 by Baseline Disease Stage in Patients With and Without pCR

Stage Il by pCR Status?

Stage lll by pCR Status®

100 . wu-qu-..:, .
| ng“’"'“ a 5
90- 89.8% 90- L I Ly : o
o .\n\ | I—wu—hwmﬂﬁj o L-pCR
S 80+ °  80- ; 81.4%--
o 4 :
2 704 : 2 701 i
o L No pcCR Z :
c Eu_ Tl c Eﬂ_ b :
s ™ 551.19.-;} = 5
5 501 : = 50- LH_"'—._I_ ;
o = ; }Nn CR
o 407 % 40- = | 38.2% P
2 304 2 30- '
w 0
h 204 L 20-
10 PCR HR: 0.56 (95% Cl, 0.30-1.06)> 10 PCR HR: 0.80 (95% CI, 0.34-1.87)
No pCR HR: 0.67 (95% CI, 0.46-0.97)° No pCR HR: 0.86 (95% CI, 0.55—-1.34)°
0 T T T T T T T T T i T T 0 T T T T T T T T T i T T
0 6 12 18 24 30 36 42 48 54 60 66 72 0 6 12 18 24 30 36 42 48 54 60 66 72
M. at risk e, No. at risk Time, mo
Fembro 4 Chemao/Pembro pCR 188 186 32 380 T3 m IET 1635 360 331 236 an 1] Pembro + Chemo/Pembro pCR 109 109 102 93 28 a7 1 a3 a 4] 59 an ]
Fbo + Chemo'Pho pCR 173 173 171 166 163 163 160 158 157 130 106 42 1} Fho + Chemo!Pbo pCR 43 43 43 4n 38 F r ar a 35 24 11 ]

“bo + Chemo/Pbo ne pCR 118 114 100 a9 B3 T3 72 T B3 68 a7 18 o bo + Chen

IPost-hor exploraiory analyses, non-randomized comparison. "Hazard rado (95% Cl) analyzed based on the unstrafied Cox model.
Diata cuioff dake of March 23, 2023.

1 Pho mo pCR

a1 44 34 28 23 23 21 21 21 12 B o

This preseniadion is the inkeliectual property of the author/presenier. Confact them at p.schmid@gmul.ac.uk for permission o reprint and/or disfribuie.
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TROPION-Breast04: A phase 3 study of neoadjuvant datopotamab deruxtecan (Dato-DXd) + durvalumab followed by adjuvant
durvalumab vs standard of care in treatment-naive early-stage triple negative and HR-low/HER2- breast cancer

Sibylle Loibl," Sara M. Tolaney,? Peter Schmid,? Barbara Fistilli,* Rebecca A. Dent,® Jamil Asslelah,® Qiang Liu,” Jane Lowe Meisel ® Naoki Niikura,? Yeon Hee Park,™ Gustavo Werustky, " Giampaolo Bianchini,’? Jay C. Andersen,™ Robert Kozarski,"* Mana Rokutanda,'® Heather L. McArthur'®

‘Deparment of Medicne and Research, German Sreast Eroup, New-isenburg, Germany; “Deparment of Medical Oncolegy, Dana-Farber Cancer Inssiute, Boston, MA, US4 Barts Canoer Instiute, Qusen kary University of London, London, UK ‘Ceparment of Medical Oncology, Gustave Roussy Cancer Center, Vilisjulf, France; *Department of Medical Oncology, National Cancer Center 2ingapore, Singapore; SGemid Bromman Department of Oncology. MoGI| Universiy Health Centre, Cedars Cancer
Cenire, Montresl, QC, Canada; "Breast Tumar Camier, Jun Yat-sen Memonal HospRal, Sun Yat-sen Universiy, Guangzhou, Chinas *Winshis Cancer Institute, Emary Universiy, Atianta, GA, USA; *Department of Bresst Oncokgy. Tokal University 3chool of Medicine, Kanagawa, Japar: 'Samsung Medical Center, Sungkyunkwan University Schodl of Medcine | Samsung Advanced insstute for Health Scences & Technoiogy, Sungkyunkwan Universty, Secul, Repabic of Korea: iBneast Cancer Program,
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Plain language summary
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GBG

Ascent-05- Recruitment on 02.09.2024
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Tropion Breast 04 - Studie:
Einschluss-Kriterien:

Histologically confirmed Stage Il or Il unilateral or bilateral primary invasive breast
cancer.

TNBC (ER and PR < 1%) or hormone receptor-low breast cancer (ER and/or PR 1% to <

10%, neither hormone receptor may be > 10%), and HER2-negative.
No evidence of distant disease.

No prior surgery, radiation, or systemic anticancer therapy.
ECOG PS O or 1.

Adequate hematologic and organ function

Intervention:

A Phase |ll Randomised Study to Evaluate Dato-DXd and Durvalumab for
Neoadjuvant/Adjuvant Treatment of Triple-Negative or
Hormone Receptor-low/HER2-negative Breast Cancer




	Folie 1
	Folie 2
	Folie 3
	Folie 4
	Folie 5
	Folie 6
	Folie 7: pCR and prognosis following neoadjuvant chemotherapy plus anti-HER2 therapy of HER2-positive early breast cancer (EBC)
	Folie 8: FLAMINGO-01 Studiendesign
	Folie 9: DESTINY-Breast 11 Trial
	Folie 10:  DECRESCENDO trial 
	Folie 11
	Folie 12: SASCIA: Studiendesign
	Folie 13: Nachfolgestudie GBG 119 – Ascent-05
	Folie 14
	Folie 15: Tropion Breast 04: Dato-DXd + Durva in Neoadjuvant/Adjuvant TNBC
	Folie 16: TRAEs Occurring in ≥15% of Patients 
	Folie 17
	Folie 18
	Folie 19: Slide 17
	Folie 20
	Folie 21
	Folie 22
	Folie 23
	Folie 24
	Folie 25

