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PM (Cb)
N=950 I Paclitaxel 80 mg/m? qlw (PM(Cb) arm
- or 225 mg/m? g2 w (ETC arm
TNBC IERRRRRNARNERENENE Bfm gz w( ’
or NPLD 20 mg/ m?, gqlw
>
or 5
m .
High risk I Cyclophosphamide 2 g/m?, q2w
HR+/HER2-
TnBc [ Carboplatin AUC 1.5, glw
iddEPC HER2+ 4> Trastuzumab (8),6 mg/kg q3w (for 1y)
Stratification factors: Pertuzumab (840), 420 mg absolute dose q3 w

- HR+/HER2- vs. HER2-/HR- vs. HER2+/HR+/-
- Ki-67 at baseline (£20% vs. >20%)
- LPBC* at baseline (no (<60% sTILs) vs. yes (260% sTILs))

Endpoints
- Primary endpoint: pCR rate (ypT0/is yNO)
- Main secondary endpoints: invasive disease-free survival (iDFS) and overall survival (OS)

*lymphocyte-predominant breast cancer
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GeparOcto Primary Efficacy Endpoint Zomots

| Assessed for eligibility (n=961) ‘

Randomised to iddEPC (n=480) ‘

not started
treatment (n=10)

Started treatment (n=470)
- HR+/HER2- (n=78)

- HER2+ (n=192)

- TNBC (n=200)

Discontinued
treatment (n=77)

Completed treatment (n=393)

=== No surgery (n=3)

e __ 9‘ Received surgery (n=467) |

| Randomised to PM(Ch) (n=481)

not started

treatment (n=6)

- HER2+ (n=190)
- TNBC (n=203)

Started treatment(n=475)
- HR+/HER2- (n=82)

Discontinued

treatment (n=162)

‘ Completed treatment (n=313) ‘

No surgery (n=4) [€=~

| Received surgery (n=471) %

Fubgroup ;’gatients 8%9/3 Bﬂuo p\alue Inte-ll.%% 'fc?r{
Overall 945 'L‘ 988 (.766, 1.28) 927
Biological subtype 627
HER2-/HR+ 160 s 1.04 (431, 2.53) 924
HER2-HR- 403 e 1.14 (770, 1.68) 518
HER2+ 382 — 862 (572, 1.30) 478
Ki67 .387
<=20 60 —_— 1.53 (548, 4.29) 415
=20 885 —-- 960 (.738, 1.25) 764
LPBC 027
no 822 b 1.09 (.831, 1.44) 524
yes 123 —_— 433 (198, .945) 036

02 03 05 1 1562 3 4
OR

more pCR (ypT0/is yNO) with iddEPC more pCR (ypT0/is yNO) with PM(Cb)

= pCR (ypTO/is ypNO) rate with iddEPC was 48.3%
and with PM(Cb) 48.0% (OR 0.99 [95%Cl 0.77-
1.28; p=0.979) with no significant differences
observed in BC subtypes.!

= Patients with LPBC achieved a significantly
higher pCR rate with iddEPC vs.PM(Cb).!

1. Schneeweiss et al. EJC 2019
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= Key time-to-event endpoints:

— iDFS defined as time in months from randomization until any invasive loco-regional
(ipsilateral breast, local/regional lymph nodes) recurrence of disease, any invasive
contralateral breast cancer, any distant recurrence of disease, any secondary
malignancy or death due to any cause whichever occurs first.!

— OS defines as time in months from randomization until death due to any cause.!

= Statistical considerations
— Time-to-event analysis was planned to be performed at 169 events (to detect
HR=0.65 with 80% power)
— Due to Covid-19 situation the current follow-up analysis was performed at 162 events
(to detect HR=0.65 with power only 2% less than the planned one).

1. Hudis et al. J Clin Oncol. 2007 This presentation is the intellectual property of GBG. “ AGO-B
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After a median follow-up of 47.0 (range 1.6-61.5) months, 162 iDFS events and 79 deaths
(41 in iddEPC and 38 in PM(Cb)) were reported.

60

N=51
N=47
50
n 40 -
€
2
LI_ -
S 50 - N=18 PM(Cb)
N=6 N=6
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N=2 N=4 N=4
0 | N0 B mm
Distant Invasive loco- Invasive Secondary Death as first
regional contralateral  malignancies event
N=98 N=42 N=2 N=10 N=10
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iDFS and OS overall i
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Proportion invasive disease-free
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Logrank p=0.1543

HR PMCb to iddEPC = 0.73, 95% CI (0.47, 1.13), p=0.1562

iddEPC 47/200 events
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IDFS and OS in Subgroups
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iDFS according to CPS-EG Score in HR+/HER2-
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*Of note, these results should be interpreted with
caution due to the small number of events
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Subgroup N Hazard Ratio  p-Value  Test for Subgroup N Hazard Ratio  p-Value  Testfor
patients : (95% ClI) Interaction patients (95% CI) Interaction
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Summary and Conclusions EREMI"™™ 2ot

= With a median follow-up of 47 months there was no significant difference in iDFS
and OS following NACT with iddEPC or PM(Cb) for the entire cohort

= No significant difference in iDFS and OS was observed in the subgroup of patients
with HER2+ and TNBC

= Patients with HR+/HER2- BC, however, had better iDFS and OS following iddEPC
supporting the concept of an additional effect of NACT in patients with luminal-like

HER2- BC which is not indicated by intermediate prognostic marker like pCR and
CPS-EG score

= Cyclophosphamide might play an important role in adjuvant treatment of patients
with high-risk HR+/HER2- BC
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