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KEYNOTE-522 (Phase Ill): Neo/adjuvant SOC + Pembrolizumab vs. SOC + Placebo
for eTNBC (N=1174, F/U 75,1 mo) — Study Design, EFS (Primary Endpoint), OS

Percentage of Patients
o
o
1

Haupteinschlusskriterien
« Alter 218 Jahre

<«————— NeoadjuvantePhase

2 Adjuvante Therapie

B 1
(Zyklen 1-4, 12 Wochen)

+ Neu diagnostiziertes
TNBC mit entweder T1c

N1-2 oder T2-4 NO-2
+ECOGPS0-1
+ Gewebeprobe fir PDL-1

Untersuchung

Stratifikationsfaktoren:
Nodalstatus (+vs -)
TumorgroRe (T1/2vs T3/4)
Carboplatinschema (QW vs Q3W)

176.4%
1

HR? 0.65 (95% CI, 0.51-0.83)

|

20+ A 5J-EFS 9,0% (F/U 75,1 mo)

Pts w/
Event

Pembro +
Chemo/Pembro

Placebo+
Chemol/Placebo

20.3%

29.2%

0 6 12 18 24 30

No. at risk
784 769 728 702 681 665
390 382 358 330 312 300

Schmid P, et al. ESMO 2024 (LBA4).

Medianfollow-up:75.1 months |
T 1 T 1 1 T

T 1 1
36 42 48 54
Time, months

654 644 633 625
293 287 285 278

61

T T T 1
60 66 72 78 84

8 602 409 164 0

273 264 178 76 0

Percentage of Patients

B
(Zyklen 5-8, 12 Wochen)

Pembrolizumab
200 mg Q3W

(Zyklen 1-9, 27 Wochen)

<+—— Adjuvante Phase ——»

Pembrolizumab
200 mg Q3W

5.yrrate (95% Cl)
86.6% (84.0-88.8)
81.7% (77.5-85.2)

A 5J-0S 4,9% (F/U 75,1 mo)

T T T T T T T T T T T T T 1
6 12 18 24 30 36 42 48 54 60 66 72 78 84

60+
50 HR? 0.66 (95% ClI, 0.50-0.87)
40- P=0.00150>
30
204
10
0 Medianfollow-up:75.1 months
0
Time, months
No. at risk
784 777 760 742 720 712 698 693 683
390 389 385 366 354 345 336 328 321

670 656 448 176

313 300 199 82

Pts w/
Event
Pembro + 14.7%
Chemo/Pembro
Placebo+ 21.8%
Chemol/Placebo
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KEYNOTE-522 (Phase lll) - Immun-related Adverse Events

Grade

Pembro + Pbo +
1-2 35 Chemo/Pembro Chemo/Pbo

20 1 Pembro + Chemo/Pembro - (N =783) (N = 389)
18 1 =4 Pbo+ChemolPbo T Any grade 43 6% 21.9%
16 - " Grade 3-5 14.9% 2.1%
14 4 Led to death 0.3%* 0

EEH 12 A HE Led to discontinuation of 10.9% 2.6%

! any drug

£ 10 -

=

S 8

=

- 6 - 57 57 53

Immune-Mediated AEs and Infusion Reactions with Incidence 210 Patients

a] patient from pneumonitis and 1 patient from autoimmune encephalitis.

Schmid P, et al. ESMO 2021 (Virtual Plenary). Q



KEYNOTE-522 (Phase Ill): Neo/adjuvant SOC + Pembrolizumab vs. SOC + Placebo
for eTNBC (N=1174, F/U 57,1 mo) — OS by pCR, Subgroups

_ 0, No. Events/No. Patients (%)
A 5J OSpCR 0’7 /0 Pembro + Placebo + Hazard Ratio
Subgrou Chemo/Pembro Chemo/Placebo 95% CI
100 ———e , L 1 95.1% pCR Yes grotp [ )
e e | HR (95% CI) Overall - 115/784 (14.7) 85/390 (21.8) 0.66 (0.50 to 0.87)
90+ | 94.4% 0.69 (0.38-1.26) Nodal status
o god ' Positive —-— 78/408 (19.1) 56/196 (28.6) 0.65 (0.46 to 0.91)
E 1 CRN Negative —i— 37/376 (9.8) 29/194 (14.9) 065 (0.40 to 1.05)
2 704 1 p o
= : HR (35% CI) Tumor size : :
o oA ! 0.76 (0.56-1.05) T1/T2 —— 54/530 (9.3) 51/290 (17.6) 0.51(0.35 to 0.75)
‘s \ T3/T4 —a— 61/204 (29.9) 34/100 (34.0) 0.88 (058 to 1.34)
g 504 ' A 53-0S 6,1% Carboplatin schedul
I - _ 0 darpoplatin schedule
E 40 Pembro + Chemo/Pembro Responder | non-pCR = Every 3 weeks —— 46/334 (13.8) 36/167 (21.6) 0.63 (0.41 to 0.97)
- 1
g Placebo + Chemol/Placebo Responder M Weekly —— 68/444 (15.3) 49/220 (22.3) 067 (0.46 to 0.96)
e 30+ : PD-L1 status
; 204 | CPS 21 —— 92/656 (14.0) B2/317 (19.6) 0.70(0.51 to 0.97)
: CPS <1 —a— 23/128 (18.0) 23/69 (33.3) 0.51(0.28 to 0.91)
10 . | Age category
0 Medianfollow-up: 75.1 months ! <65 years —- 93/700 (13.3) 721342 (21.1) 0.62 (0.45 to 0.84)
T T T T T T T T T I T T T 1 265 years® 22184 (26.2) 13/48 (27 1) 096 (048 to 1.91)
0 6 12 18 24 30 36 42 48 54 60 66 72 78 84
. I 1 1
No. at risk Time, months 01 1 10
495 495 490 48B4 4B2  4B1 476 474 469 468 465 460 318 130 0 - >
27 A7 216 M2 209 209 206 205 204 202 201 193 133 54 0 Favors Favors
Pembro + Placebo +
Chemo/Pembro Chemo/Placebo

Beim triple-negativen frihen Mammakarzinom verbessert ab T2 oder bei N+ die neoadjuvante plus adjuvante Gabe von
Pembrolizumab das Uberleben auf Kosten einer erhohten Toxizitat. Es existieren keine zuséatzlichen pradiktiven Marker.

Schmid P, et al. ESMO 2024 (LBA4). Q




NSABP B-59/GBG96-GEPARDOUZE (Phase Ill): Neoadjuvant SOC + Atezolizumab vs. SOC + Placebo
for high-risk eTNBC (N=1550) — Study Design, pCR Rate, EFS

N =1550

Invasive Breast Cancer Diagnosed
by Core Needle Biopsy

Negative for ER, PgR, HER2 on
Central Testing by ASCO/CAP

Clinical Stage T1c if node-positive
(cN1,cN2 orcN3), T2or T3
irrespective of nodal status

® [
g 8

(=2}
o

N
o

pCR in Breast and Lymph
Nodes (ypTO/Tis ypNO) (%)
S
(<)

o

Chemo/Placebo Chemo/Atezo

Geyer CE, et al. SABCS 2024 (GS3-05).

Event-free Survival

1.00

0.75

0.50 1

0.25 4

0.00

Placebo*

wP + Carboplatin
q3wkt

Atezolizumab*
+

wP + Carboplatin
q3wkt

Placebo***

SURGERY
SURVIVAL FOLLOW-UP

Atezolizumab ***

‘ Chemo/Placebo
‘ Chemo/Atezolizumab

T lete 1
12 weeks > [ 8-12 weeks 1t > e
4-year EFS =
);5'2% Median follow-up 46.9 months
4-year EFS
81.9%

Chemo/Placebo Chemo/Atezolizumab
n=777 n=773

# of events 133 110
3-year EFS 83.8% 87.7%
(95% CI) (81.0%; 86.3%) (85.1%; 89.9%)
4-year EFS 81.9% 85.2%
(95% C1) (78.9%, 84.6%) (82.4%, 87.7%)

HR = 0.8 (95% CI = 0.62, 1.03)
Logrank p=0.08

6

12

18

24

30 36 42
Time in Months

48

54 60 66 72
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NSABP B-59/GBG96-GEPARDOUZE (Phase Ill): Neoadjuvant SOC + Atezolizumab vs. SOC + Placebo
for high-risk eTNBC (N=1550) — EFS Subgroup Analysis

1.00 4 4-year EFS
w
> . I T Subgroup N events/patients HR (95% CI) P P for interaction
Ly 4-year EFS; Group 0.457 i
- A ;
© ‘. o% GBG 146/978 0.868 (0.627, 1.202) 0.395 —a
g & 91% 1 T
S 0.75 .l S i 4-year EFS B o ) :
< & ~M 70% Clinical Nodal Status l 0.039 I ;
1 R T Negative 109/901 1.066 (0.732, 1.552) 0.739 ——
1 ’ - e i ]
v 4-year EFS ! T 134/649 06230441 0879} 0,007
-« . 69% : ACIEC Schedule 0.401 :
-~ =——sbe Chemo/Placebo, pCR I Every 2 weeks 159/996 0.872 (0.638, 1.191) 0.389 o
E 0:50] i Chemo/Atezo, pCR i - ake Ra/EEA NG04 (0 450 1 0&AY 0 NA :
|.|>.| 1 Clinical Size of Primary Tumor
== = == Chemo/Placebo, Non-pCR . :
% ) P H >3.0cm 1281647 0.653 (0.459, 0.929) 0.018 :
- = Chemo/Atezo, Non-pCR : 1.1-3.0 cm 115/903 1.003 (0.696, 1.446) 0.986 ——
Chemo/Placebo Chemo/Atezo PD-L1 status 0.712 :
Negativel/indeterminate/not available 160/853 0.831 (0.609, 1.135) 0.244 —
0251 R 91% 93% —_Posiive 830697 0.752(0.487,1,160) 0,198 —_—
P (87.8%, 93.4%) (90.3%, 95%) TIL Category I 0.086 I ;
o m <30% 180/960 0.925 (0.690, 1.239) 0.560 —=i—
Non-pCR* 68.9% 70.5% >=30% 63/583 0.551 (0.330, 0.920) 0.023 —
ke L R C L R =
(63.2%, 74%) (64.3%, 75.9%) Overal 24311550 0.805 (0.626, 1.037) 0.003 s
0.00- *Capecitabine received by 49.7% of pts on placebo arm and 46.8% of pts on atezo arm. Freaimdurkgtode 025 05 1 2 4
T T T ! T T T T Al izumab Better Placebo Better

T T T T T T
0 6 12 18 24 30 36 42 48 54 60 66 72

Time in Months

Beim triple-negativen friihen Mammakarzinom ab T2 oder bei N+ verbessert die neoadjuvante plus adjuvante Gabe von
Atezolizumab nicht das Ereignis-freie Uberleben. Es existieren keine zusatzlichen pradiktiven Marker. Trend fiir héhere
Effektivitat von Atezolizumab bei hoher Tumorlast (N+, T > 3cm) und TILs 2 30%, geringere Effektivitat bei dosisdicht EC/AC.

Geyer CE, et al. SABCS 2024 (GS3-05). Q




Immunotherapy in eTNBC: Main Differences Between
KEYNOTE-522 and NSABP B-59/GBG96-GEPARDOUZE

KEYNOTE-522 (F/U 63 m)

GEPARDOUZE (F/U 46.9 m)

= 4-year EFS
100+ 192.2% 100 ~ gl
90- - DCR Yes %, —
1 = HR (95% Cl) - ;‘~.‘ 4-year EFS;
2 804 188.2% J 0.65(0.39-1.08) g o, 0% |
& ’ S 0.75 e hi TP  4-yearEFS
o 1 < '2'.:”-. 0
& 70+ i 7 3 %f- PNt MR W
o 1 ~ pCR No : s Chemo/Placebo, pCR ,
g 50_ ] HR (95% CI) s o804} s Chemo/Atezo, pCR ¢
<) - J072(0.54.0.96) & i i
© - == Chemo/Placebo, Non-pCR :
E 40- ! —_ - Chemo/Atezo, Non-pCR .
y 5l :
B Pembro + Chemo/Pembro Responder : 0.25 pCR 91% 93%
0. 204 Piacebo + Chemo/Placebo Responder 1 (87.8%, 930-4%) (90.3%, 95%)
! N 68.9% 70.5%
10+ - HompeR (63.2%, 74%) (64.3%, 75.9%)
0 T T T T T } 0.004 *Capecitabine received by 49.7% of pts on placebo arm and 46.8% of pts on atezo arm.
!
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
Time in Months
Time, months
Main Differences
* NO: 48% vs. 59%
+ ddEC/AC: Ovs. 64%
» Capecitabine if no pCR: 0vs. ~50%

* CPi

Schmid P, et al. ESMO 2023 (LBA18); Geyer CE, et al. SABCS 2024 (GS3-05).

Anti-PD-1 vs. Anti-PD-L1
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A-BRAVE (Phase lll): Postneo-/adjuvant Avelumab vs. Observation
for high-risk eTNBC (N=466) — Study Design, 3y-DFS (Primary Endpoint), DDFS, OS

N=466

18%
Stratum A | £ . Avelumab
(high stage) ' 3 ‘Q Adjivant Gt /’{ for 52 weeks ]

pT2N1, pT3-4, pN2-3 = (/R

- \\
Stratum B : Adjuvant CT 3 i
(no pCR) G Neoadjuvant CT \\ (Jopﬁona.) i Observation

82%
Endpoint and population A3-yr HR Endpoint and population A3-yr HR

rate (95% Cl) rate (95% ClI)

DFS ITT Co-primary 0.81 (0.61-1.09) e ITT Secondary 0.66 (0.45-0.97)
Post-neoadj Co-primary 0.80 (0.58-1.10) 02NN} Exploratory 0.70 (0.50-0.96)

(ONCT

Conte PF, et al. ASCO 2024 (LBA500); Dieci MV, et al. SABCS 2024 (RF3-02).



A-BRAVE (Phase Ill): Postneo-/adjuvant Avelumab vs. Observation
for high-risk eTNBC (N=326) — Tumor Infiltrating Lymphocytes (TILS)

1.0
08 73.8% 3yr

10
, 80.5% 3yr

0 o
@ 5 8
(= P yr 0O o4 04
02 TILs Pts Events p 2 TiLs Pts Events p 02/ TLs
>10% 178 49 <0.001 >10% 178 40 <0.001 >10%
0,0 0.0 00
0 12 24 36 45 60 B4 0 12 24 48 84 96 C
Bivariate cox model DFS: HR (95%Cl), p DDFS: HR (95%Cl), p OS: HR (
TILs 5% increment 0.90 (0.84-0.97), 0.005 0.90 (0.83-0.97), 0.008
. TILs <10% . TILs >10%
08 08 4
79.2% 3yr i ey
06 06
DDFS -~
o4 53.6% 3yr 04
02 " Arm Pts Events HR (95%Cl), p 021" Arm Pts Events HR (95%Cl), p
0.68 (0.42-1.10), 0.83 (0.45-1.54),
00 Control 77 39 0.113 0,0 Control 78 19 0.556
0 12 36 48 60 72 84 96 0 24 36 48 60 72 84
10 10 89.6
08 08
85.6% 3yr
06 0
oS 61.8% 3yr
04 04
02 " Arm Pts Events HR (95%Cl), p 021" Arm Pts Events HR (95%Cl), p
0.62 (0.35-1.08), 0.74 (0.35-1.56),
0,0 Control 77 31 0.087 0,0 | Control 78 14 0.427
0 12 24 36 48 60 72 84 96 0 24 36 48 60 72 84

Dieci MV, et al. SABCS 2024 (RF3-02).

W 87.8% 3yr
08
0.6 68.1 3vr

Pts Events p

178 28

95%Cl), p
0.90 (0.83-0.99), 0.023

96

96

<0.001

36 48 60 72 84

Interaction test
p=0.604

Interaction test
P=0.728

| Similar results for DFS '

TILs are
* prognostic

in high-risk eTNBC, but
* not predictive

for efficacy of avelumab

Similar results for PD-L1
expression and residual cancer
burden (RCB)

(trend for better efficacy of avelumab for
higher RCB)

TILs und PD-L1 Expression
(pratherapeutisch) sowie RCB sind nicht
pradiktiv fur die Wirksamkeit von
Avelumab beim TNBC und non-pCR nach

(O NCT



CheckMate (Phase Ill): NACT + Nivolumab vs. NACT + Placebo — Surgery — ET + Nivolumab
vs. ET + Placebo for ER+ HER2- EBC (N=510) — Study Design

Neoadjuvant phase

Screening (double blind)
Key inclusion criteria PTXcycles1-4 | | ACcycles 1-4
« Newly diagnosed ER+ HER2- breast JEVAR=ANES | (Nl =i
cancer
« Confirmed ER+ breast cancer
¢ T1c-T2, cN1-cN2 or T3-T4, cNO-cN2 NIVO 360 mg Q3W +
« Grade 3 with ER = 1% or grade 2 AC Q3W
with ER 1-10%a NIVO 360 mg Q3w + il o
« Adequate organ function i NIVO 240 mg Q2W +
« Tissue available for biomarker AC Q2w
assessment
« ECOG PS 0-1

Stratification factors
e PD-L11IC (2 1% or < 1%)
Tumor grade (3 or 2)
Axillary nodal status (positive or
negative) NIVO PBO Q2W +

AC frequency (Q3W or Q2W) ACQZW

Randomization

NIVO PBO Q3W +
AC Q3w

L or

* 99% Grad 3

o 44% Stadium llI

 80% N+

* 34% PD-L121% (SP142)

Loi S, et al. ESMO 2023 (LBA20).

Surgery

Surgery

Surgery

Adjuvant phase©

Adjuvant cycles 1-7

1 cycle = 4 wks

NIVO 480 mg Q4W +

investigator’s
choice ET®

Follow-up

Safety
follow-up
30 days
100 days

Long-term

follow-up

(12 months
post-surgery)

Primary endpoint

» pCRin the mITT population®

Secondary endpoints

PCR? in the PD-L1+ population®

RCB class (0/1/2/3) frequency and RCB 0-1 rate

RCB class frequency and RCB 0-1 rate in the PD-L1+ population
Safety and tolerability

Exploratory endpoint

EFS (unavailable for this presentation)

* Priméarer Endpunkt: pCR
 EFS nur exploratorisch

(ONCT



CheckMate (Phase Ill): NACT + Nivolumab vs. NACT + Placebo — Surgery — ET + Nivolumab
vs. ET + Placebo for ER+ HER2- EBC (N=510) — pCR by PD-L1 Expression

BArm A (NIVO + NACT) ®Arm B (PBO + NACT) T
100:7 : us672.4| Dycr 16,6 - 52,3%
g A32.4 b
' (7.3-52.3)
= i
—y 2 (-5.9 to 37.3)
(@] A24.1 | A16.6
2 40 - (10.1-36.7), 2.829.4)
*® .
0l sor . . . V\_/elche_g Apcr recht_fe_rt__lgt
g | osie g die zusatzliche Toxizitat?
20 1 .
» Keine Uberlebensdaten
-
<20

' '
n/no 63/257 35/25):14./169 18/169 39/88 17/84 :11/56 7/85 38/94 20/84 15/114 11/107 35/66 16/62 15/34 9/33 20/127 14/121 30/53 13/48 27/145 18/142 23/35 9/27 35/161 23/154 15/19 4/15
' '

28-8 CPS

SP142 (% IC)

PD-L1 28-8 CPS (BEP = 349)

PD-L1 on IC by SP142
(mITT = 510) CPS 1 cutoff CPS 3 cutoff CPS 5 cutoff CPS 10 cutoff CPS 20 cutoff

338, 6% X O N CT

Loi S, et al. SAB: 0 01-01).




CheckMate (Phase Ill): NACT + Nivolumab vs. NACT + Placebo — Surgery — ET + Nivolumab
vs. ET + Placebo for ER+ HER2- EBC (N=510) — pCR by sTILs

HArm A (NIVO + NACT)  ®Arm B (PBO + NACT)

100 4
80 1 429.2
(10.9-44.9)
s A23.4
© (8.7-36.7) 749
é 60 - (9.7-38.6)
2R
8 : :
Soi a0 ! * Welches A, . rechtfertigt
g (.917.4) |, o8 a27 . . p -
| (95t083 ) 207 (-5.9t0 11.4) die zusatzliche Toxizitat?
H (-9.3t0 8.3)
20 |
iﬁ m « Keine Uberlebensdaten
0 4
Overall | <3 23 <5 25 <10 210
637257 35/253 E 8/87 10/100 36/81 16/76 9/92 11/105 35/76 15/1 16/114 14123 28/54 12/53
sTIL%

PD-L1 on IC by SP142 sTIL (BEP = 344)

(mITT = 510) sTIL 3% cutoff sTIL 5% cutoff sTIL 10% cutoff

(ONCT

Loi S, et al. SABCS 2023 (GS01-01).



CheckMate (Phase Ill): NACT + Nivolumab vs. NACT + Placebo — Surgery — ET + Nivolumab
vs. ET + Placebo for ER+ HER2- EBC (N=510) — pCR by ER/PR Expression

. WArm A (NIVO + NACT)

A27.0
(7.0to 53.1)
80 4
(w]
R
4
3 60
R
3
© 404 A107
o (3.9-17.4)|
(v
a
20
0 - E
Overall

n/no
|

®Arm B (PBO + NACT)

Acr 7,4 -29,3%
A29.3
(8.2-47.2)

A21.8
(4. 8 37.2)

49.2
(2.3-16.1))

-

ER 2 10%

A7.4 A7.6
(0.3-14.9)

04144)‘

ER > 50% ER < 80% ER > 80%

ER =< 50%

63/257 S!/ZSJ:!O/IB 4/14 52/233 31/237 20/39 9/41 42/212 26/210 23/56 11/57 39/195 24/194

Loi S, et al. SABCS 2023 (GS01-01)

Grade 3 tumors?®

©
o

pPCR rate % (95% Cl)
3

N
o
.

0 J

n/no

[~
o

4 4107

MArm A (NIVO + NACT)

A24.7
(9.5-38.1)

(3.9-17.4) A3.6
— (4.1t011.3)
Overall {PR < 10%

®Arm B (PBO + NACT)

PR 2 10% |PR < 10%

A, g 3,3-24,7%

A21.1
(5.2-35.7)

A13.7

(3.7 23 5)
(-6.7 to 13.1)

4.5
(33t0122)

PR 2 10% PR < 50% PR 2 50%

A3.3

63/257 53/253: 29/72 10/64 31/175 15/177: 20/57 8/57 317173 23/171 30/117 14/117 21/113 17/111

! Grade 3 tumors®

Grade 3 tumors,? ER 2 10%

* Welches A, rechtfertigt die zusatzliche Toxizitat?

« Keine Uberlebensdaten

ONCT



KEYNOTE-756 (Phase Ill): Neo-/adjuvant Pembrolizumab + CT vs.
Placebo + CT for ER+ HER2- EBC (N=1278, F/U 33,2 Mo) — Study Design

-~

Eligibility

* Locally confirmed invasive
ductal breast carcinoma

* T1c-T2 (2 2 cm) cN1-2 or
T3-4 cNO-2

= Centrally confirmed
ER+/HER2- grade 3

* Treatment-naive

Stratification factors

1. Eastern Europe — PD-L1 status (CPS 21 or <1)
2. China — No further stratification
3. All other countries —

1. PD-L1 status (CPS 21 or CPS <1)

2. Nodal status (Positive vs Negative)

3. AC/EC (Q2W vs Q3W)

4. ER+ (1-9% vs 210%)

e 100% Grad 3
* 90% N+
* 76% PD-L 21% (CPS)

Cardoso F, et al. ESMO 2023 (LBA21).

Neoadjuvant Phase m—— g Adjuvant Phase me—p

-~
Pembro 200 mg Q3W x 4 cycles + =
Paclitaxel® x 12 weeks Pembro 200 mg Q3W
x 6 months

| +

Pembro 200 mg + Endocrine Therapy®

Doxo®/Epirubicin® + up to 10 years
Cyclophosphamide? x 4 cycles

Dual Primary Endpoints
« pCR (ypTO/Tis ypNO)

- EFS

RT if indicated'

l

Placebo Q3W
x 6 months
+

Placebo Q3W x 4 cycles +
Paclitaxel® x 12 weeks

i}
Placebo +
Doxo"/Epirubicin® +
Cyclophosphamide® x 4 cycles

Endocrine Therapy®
up to 10 years

Neoadjuvant phase: starts from the first neoadjuvant treatment and ends after definitive surgery
(post-treatment included)

Adjuvant phase: starts from the first adjuvant treatment and includes radiation therapy as
indicated (post-treatment included)

+ Ko-primare Endpunkte:
pPCR und EFS

(ONCT



KEYNOTE-756 (Phase Ill): Neo-/adjuvant Pembrolizumab + CT vs.
Placebo + CT for ER+ HER2- EBC (N=1278, F/U 33,2 Mo) — pCR by PD-L1 and ER Expression

100 1

90 A

80 - Pembrolizumab Arm

Placebo Arm
= 104
e 60
ps ]
§ A 8.5 (4.2-12.8)2
= 50 1 P =0.00005
o~
E:; 40 A1
0
2 4 - 24.3%
100/643

ypTO/Tis ypNO

O’ Shaugnessy J, et al. SABCS 2023 (GS01-02).

PCR Rate, % (95% Cl)

PCR Rate, % (95% Cl)

PD-L1 CPS 21

A 24.2 (1.0-45.1)b

57.6%

1004
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Checkpoint-Inhibitoren beim frithen Mammakarzinom

« Wann sollen sie derzeit eingesetzt werden?
— Neoadjuvant beginnen und adjuvant komplettieren
Bei welchem Subtyp?
— Nur beim eTNBC ab T2 oder bei N+
Welcher Checkpoint-Inhibitor sollte verwendet werden?
— Pembrolizumab
In Kombination mit welcher Chemotherapie?
— Anthrazyklin, Cyclophosphamid, Carboplatin, Taxan
Gibt es weitere pradiktive Marker?
— Nein, aber weitere Analysen sind absolut sinnvoll!
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Urgent Need of Precision Immunology (Rose Chart)
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Heilung durch Innovation, Kompetenz
und Partnerschaft — fihrend in der
Brustkrebs-Forschung
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