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This educational activity contains discussion of

non-FDAapproved uses of agents and regimens. Please

refer to official prescribing information for each product
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A Cortes J et amonarchE Subgroup analysis of adjuvant abemaciclib + endocrine therapy for HR+, RigR&sk early
breast cancer by nodal status. San Antonio Breast Cancer Symposium 2025;AbstG&0BS1

A Mayer E et al. TRADE: A phase Il trial to assess the tolerability of abemaciclib dose escalatiostageadiR
positive/HERzhegative breast canceAnn OncoR026 January;37(1):13174.

A Schlam I et al. Trade:rfBonth abemaciclib tolerability after initial dose escalation in early HR+/HERast cancer.
San Antonio Breast Cancer Symposium 2025;AbstracO8BD1

T> >

A Crown J et al. Adjuvant ribociclib plus nonsteroidal aromatase inhibitor therapy in patients wjtbgitRe/HER2
negative early breast cancer:ygar followup of NATALEE efficacy outcomes and updated overall sutzi&10O Open
2025;10(11):105858.
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Key Datasets

Harold J Burstein, MD, PhD (continued)

A Hurvitz S et al. Fivgear analysis of distant diseagee survival (DDFS) across key subgroups from the phase 3 NATALEE
GNARAIFf 2F NAO2OAOf A0 O6wL.O0 LXdza || y2yauaSNRPARIf FNRYFOLI A
(EBC). San Antonio Breast Cancer Symposium 2025;Abstra@$P83

A McAndrew NP et al. Impact of neoadjuvant chemotherapy (NACT) response on clinical outcomes with ribociclib (RIB) in
| wbkl 9wHb 9./ Y ! &adz3INRdzL) ylrfeara FTNRY GKS LKFAS o b!

A CottuPH et al. Risk of recurrence (ROR) after neoadjuvant ribociclib plus ET in clinicallyAhigf 9 wbk | 9 wH b . |
Preliminary analysis of the SOIRTBOLARIS trial. ESMO 2025;Abstract 2960.

A Martin M et al. Neoadjuvardabemaciclitplus letrozole versus chemotherapy in patients with HR+/HERRly
proliferative breast cancefClin Cancer R&926 March 2;32(5):858.

A Bardia A et al. Giredestrant vs standafdcare endocrine therapy as adjuvant treatment for patients with estrogen
receptorpositive, HERRegative early breast cancer: Results from the global phastEHRABreast Cancer trial. San
Antonio Breast Cancer Symposium 2025;Abstract{E51

A Cussadl et al. Preoperative windowf-opportunity study with giredestrant or tamoxifen (tam) in premenopausal
women with estrogen receptepositive (ER+)/human epidermal growth factor receptaneégative (HER2and 5
YAcTxmMmE: SINIeé oNBlFad OFYyOSNI 69./0Y ¢KS 9atw9{{ &addmRe o
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Oncologic Drugs Advisory Committee Meeting:
April 30, 2026

AGCKS Y2NYAy3 aSaairzy IJERENEEHS RhichyasintérfledhdS & dzf G &
support a new drug application (NDA) for camizestrant, an oral selective estrogen receptor
degrader (SERD), for the treatment of patients with HR+/HEIR#Aastatic breast cancer. The
committee evaluated whether a novel treatmeawitching paradigm where patients receiving
an aromatase inhibitor (Al) and CDK4/6 inhibitor switched to camizestrant upon detection of an
ESR1 mutation, rather than at radiographic progressiprovided adequate evidence of
clinically meaningful benefit on camizestrant.

A The afternoon session focused on the results of @#PItelle281trial, intended to support a
supplemental NDAs(NDA for the addition of capivasertib, a pa&KT kinase inhibitor, to
abiraterone and prednisone. The committee considered whether the trial demonstrated that the
benefits outweigh the risks for patients with PTFE&ficient metastatic hormonaensitive
prostate cancerrfitHSPG @ €

Year;,
https:// friendsofcancerresearch.ofiglog/stake holderconnectinsightsfrom-the-april-30-odacmeeting/ {4Review



Oncologic Drugs Advisory Committee Meeting:
April 30, 2026

AatKS O2YYA Bih& ge SERENS &ial did not demonstrate clinically meaningful
benefit for camizestrant treatment.Those in favor cited the magnitude of PFS improvement,
the favorable early OS trend, and plausibility of the early treatment switching approach. Those
2LIJI2aSR LRAYUSR (2 0KS OGNAIFfQa AylroAftAGe G2
Improves patient outcomes, particularly in the absence of a statistically significant OS benefit or
a crossover design to isolate treatment timing. Thus, the committee concluded that, although
camizestrant appears active, the trial design could not establish whether the observed PFS gain
represents a real, clinically meaningful benefit from the earlier treatment switching.

A The committee voted (71, 1 abstain) that the benefits of adding capivasertib to abiraterone
and prednisone treatment outweighed the risks for the proposed indicatidviembers voting
W S éit&dl the unmet need in PTEdéficient aggressive disease, manageable toxicity with
appropriate monitoring infrastructure, the importance of patient choice, and the biological
plausibility reinforced by the biomarkerdoseb & L2 y &S & A Jy | f P ¢K S Wy2(
Y AyAGdzRS 2F oSySTAlG NBEtFIGABS G2 GKS G2EAOA

Year,
https:// friendsofcancerresearch.ofiglog/stake holderconnectinsightsfrom-the-april-30-odacmeeting/ « Rev1ew



Rana R McKay, MD, FASCO
May 5, 2026
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Select Key Datasets
Adjuvant CDK4/6 Inhibitors

A Johnston S et al. Overall survival with abemaciclib in early breast cancer.
Ann OncoRk026;37(2):155%5.

A Martin M et al.MonarchE Evaluation of prognostic and predictive value of
K67 index pre and post neoadjuvant chemotherapy (NAC) and changes
following NAC. ESMO 2025;Abstract 295MO.

A Cortes J et amonarchE Subgroup analysis of adjuvant abemaciclib +
endocrine therapy for HR+, HERRIghrisk early breast cancer by nodal
status. San Antonio Breast Cancer Symposium 2025;Abstra€ig-sl

A Mayer E et al. TRADE: A phase Il trial to assess the tolerability of
abemaciclib dose escalation in eagfage HRpositive/HERzhegative
breast cancerAnn Oncok026 January;37(1):11Z4.
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Select Key Datasets
Adjuvant CDK4/6 Inhibitors

A Schlaml et al. Trade: #nonth abemaciclib tolerability after initial dose
escalation in early HR+/HERRZeast cancer. San Antonio Breast Cancer
Symposium 2025;Abstract PID8.

A Hurvitz S et al. Fivgear analysis of distant diseafee survival (DDFS)
across key subgroups from the phase 3 NATALEE trial of ribociclib (RIB) plus
I YVy2YVAUGSNRBARFET FNRYIFUOGIFaS AYKAOAG2NI 6
breast cancer (EBC). San Antonio Breast Cancer Symposium 2025;Abstract
PS309-08.

A McAndrew NP et al. Impact of neoadjuvant chemotherapy (NACT) response
2y Of AYAOFIf 2dzi02YS&a 6AUK NRO2OAOf AO
analysis from the phase 3 NATALEE trial. ESMO 2025;Abstract 366P.
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ORIGINAL ARTICLE

. . s gs . <l
Overall survival with abemaciclib in early breast cancer”

S. Johnston'*, M. Martin?, J. D’Shaughnessva, R. Hegg"', S. M. TD'EI‘IE‘(E, V. Guarneri®’, L. Del Mastro®°, M. Campnnem,
1. Sohn'!, F. Enyleu, J. Cortes®, H. S. Rugn”’ﬁ, M. P. Goetz'®, E. P. Hamilton'’, C.-S. Huangm, E. Senkus®®?%, 1. Cicin®?,

L. Testa’’, P. Neven’?, J. Huober’?, Z. Shao”, R. Wei’®, M. Munoz’®, B. San Antonio’®, A. Shahir’®, P. Ralstn::-gix'r &
N. Harbeck?®

2026:37(2):155-65
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MONARCHE

Cohort 1: Inclusion based on
clinicopathological risk
factors:

+ 24 ALN OR
+ 1-3 ALN and at least 1 of the
below:

Abemaciclib (150mg twice daily for up to 2 years®)
+ Standard of Care Endocrine Therapy®

- Histologic Grade 3
- Tumor size 25 cm N = 5637
HR+, HER2-,
Moges igh riek ITT includes @

early breast

cancer both C1 and C2

Cohort 2: Inclusion based on
Ki-67:

+ 1-3 ALN and

« Centrally tested Ki-67
220%"

Other criteria: « Not Grade 3 and tumor size
Women or men not 25 cm

Pre-/ post menopausal

With or without prior neo- and/or adjuvant chemotherapy

No distant metastasis

Maximum of 16 months from surgery to randomization and 12
weeks of ET following the last non-ET

(5 to 10 years as clinically indicated)

Standard of Care Endocrine Therapy®<

Stratified for: (5 to 10 years as clinically indicated)

« Prior chemotherapy
+ Menopausal status
+ Region

Primary Objective: Invasive disease-free survival (IDFS) (STEEP criteria)
Key Secondary Objectives: IDFS in Ki-67 high (220%) population, Distant

relapse-free survival (DRFS), Overall survival, Safety, Patient reported outcomes,

and Pharmacokinetics

*Recruitment from July 2017 to August 2019; ® Treatment period = first 2 years on study treatment after randomization; ‘Endocrine therapy of physician's choice [e.g. aromatase inhibitors, tamoxifen, LHRH
agonist]; “Ki-87 expression assessed in all patients from both cohorts with suitable untreated breast tissue using Ki-67 immunohistochemistry Assay by Dako/Agilent

Abbreviations: ALN, positive axillary lymph nodes; R, randomized

Johnston S, et alAnn Oncol2026:37:155
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o it TRADE: Adjuvant Abemaciclib Tolerability at 6 Months After Initial Dose % !8YA2

Presentaion Nube: P18 Escalation in Early HR+/HER2- Breast Cancer oact N 1009

liana Schlam', Dario Trapani, Se-Eun Kim', Meredith Faggen', Natalie Sinclair’, Pedro Sanz-Altamira®, Chiara Battelli®, Shana Berwick, Stove Lo®, Jose Acevedo®, Sarah Sinclair’, Alys Malcolm', Leticia Varella’, Sarah Sammans', Susan Schumar!, Phifp D. Poorvu’,
Erin Wallace', Esther Pasternak’, Nabihah Tayob', Sara M. Tolaney', Erica L. Mayer'

'Dana-Facbar Cancer Inslitute. Boston MA: “Euranean Insthse of Oncoloav. IRCCS. Milan: *New Endland Cancer Soecialists. Portland ME: *Bath lurasl Deaconess Medical Center. Baston MA: *Stamiord Health. Starmford. CT: *Boston Medical Cerder. Boston MA: "Northem Lioht Health. Brevser ME

SABCS 2025; Abstract PD1 -08
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BEST FRACTICE

ORIGINAL ARTICLE

TRADE: a phase |l trial to assess the tolerability of abemaciclib dose
escalation in early-stage HR-positive/HER2-negative breast cancer™

E. L. Mayer'-2*, D. Trapani®**, §.-E. Kim', M. Faggen'!, N. Sinclair!, P. Sanz-Altamira’, C. Battelli®, S. Berwick®, 5. Lo’,
J. Acevedo?®, S. Sinclair’, A. Malcolm?, L Varella'-?, S. .‘.iammnc.';ns.l;Z S. Schumer'-?, P' D. Pl:rl:ir'.lru12 E. Wallace®,
E. Pm?.tnernilk:L N. Ta‘m:ll:l12 & 5. M. T1:|Ii|mz1|,fL2

2026;37(1):117 -24
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TRADE Study: Feasibility of Abemaciclib Dose Escalation

100 - Schema:

50 mg BID x 2 week8,
100 mg BID x 2 week4,
150 mg BID

~
()]
L

Endpoint:
Full dose at 12 weeks

Discontinuation at 24 weeks = 19%

Patients (%)

N
[6)]
1

63/89 (70.8%)

12/89 (13.-5'%) 8/89 (90/0) 6/89 (6.7%

No e:vent Did not main'tain full dose Did not realch full dose Discontinlued early

Mayer EL, et alAnn Oncol2026; Schlamm |, et al. SABCS 2025



Poster# P53-09-08
SABCS 2025

) cwm A Hurdie | shundtzgieeshute org

Five-Year Analysis of
Distant Disease-Free
Survival Across Key
Subgroups From The
Phase 3 NATALEE Trial

GOOD SCIENCE ESMO
h l BETTER MEDICINE
BEST PRACTICE 0 P E N %&EEUPHM

ORIGINAL ARTICLE

Adjuvant ribociclib plus nonsteroidal aromatase inhibitor therapy in
patients with HR-positive/HER2-negative early breast cancer: 5-year follow-

Sara Hurvitz," Michal Jarzab,? Alistair Ring,* up of NATALEE efficacy outcomes and updated overall survival™

Priyanka Sharma,? lonut Temciuc,5 Huilin Hu, *

Murat Akdere,” Juan Pablo Zarate * Denise A. Yardiey® J. Crown'*, D. Stroyakovskii’, D. A. Yardley®, C.-S. Huang®, P. A. Fasching’, A. Bardia®’, S. Chia®, S.-A. Im°, M. Martin'?,
B. Xu'!, C. H. Barrios'?, M. Untch'?, R. Moroose'?, 5. A. Hurvitz"*, G. N. Hortobagvi"’, D. J. Slamon®, F. Visco'/, G. Sperals,
). P. Zarate'”, D. Halligan®’, Z. Li*? & S. Loi**

of Ribociclib Plus a
Nonsteroidal Aromatase
Inhibitor in Patients with
HR+/HER2-

Early Breast Cancer

2025;10(11):105858
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NATALEE: Subset Outcomes with 5 years of follow-up

(D) Stage lliB Table 3. Absolute DDFS Benefit by Nodal Status
e TSe—— . . 3-y DDFS rate, % 3-y abs. 5-y DDFS rate, % 5-y abs.
80 T RIB+ NSAl  NSAI alone benefit RIB+NSAl  NSAI alone benefit
% o) == Nodal status @ .
v NO 94.6 91.5 916 85.8 A5.8
R ) N1-N3 91.3 88.8 86.1 82.0 A4.1
7 Eventsin 28/168 341149 DDFS by Menopausal Status, Ki67 Status, Age Group, and Prior ET Duration

o 4 Hazard ratio (95% Cl) 0.644 (0.390-1.063) . . .
—— T —T—— 17— + RIB + NSAIl showed consistent DDFS benefits regardless of menopausal status, Ki67 status, age, and prior

0; 6 H2° 16 26 30 11 B 4,.2,,, 49; 54 80 06 U2 78 duration of ET, with increasing absolute benefits from 3 to 5 years across most subgroups (Table 4)
me, mo| S
No. atrisk
RIB e NSAL 106 150 150 140 141 1w 1a 1 11 o s o o o  Table 4. DDFS by Menopausal Status, Ki67 Status, Age Group, and Prior ET Duration in NATALEE
NSAistons: 140 193¢ 108" 458 195 408, 104 401 8 2 9 Events/n 3-yDDFSrate,% 3-y S5-yDDFSrate,% 5-y
RIB+ NSAI abs. RIB+ NSAl abs. HR (95% Cl)
Table 2. Absolute DDFS Benefit by RIB+NSAl  NSAlalone  woal alone benefit NSAI alone benefit
Anatomical Stage Menopausal status
Premenopausal® 110/1126 1471132 928 900 |A2.8| 885 844 |A4.1|0.685(0.535-0.877)
3-y DDFS rate, % 5-DDFSrate, % Postmenopausal 1791423  228/1420 907 884 |A23| 854 810 |A4.4)|0.725(0.596-0.882)
Stage 3-y abs. Ki67 score
RIB+ NSAl bpenefit RIB+ NSAI <20 118/1200  166/1241 928 905 |A2.3| 885 842 |A4.3)0.691(0.545-0.875)
NSAl alone NSAl alone >20 126/919 157/932 899 873 |A26| 846 798 |A4.8|0.725(0.572-0.918)
Age
1A 975 950 (A25| 959 897 |A6.2 <40y 31/250 441293 923 868 |a55| 855 805 |AS5.0)0.650(0.409-1.032)
240y 258/2299 3312259 916 894 |A2.2| 869 827 |A4.2|0.717(0.610-0.844)
e e AN ] IR <65y 237/2142 2982186 918 897 |A21| 872 837 |A3.5)0.743(0.626-0.881)
1A 916 885 |A3.1| 859 820 |A39 265y 52/407 77/366 908 857 |A5.1| 847 754 |A9.3|0.572(0402-0.815)
Prior ET
ne 885 817 |A6.8| 817 728 |A89 <12 weeks 781748 102/718 924 897 |Aa27| 877 832 |A4.5|0.664(0.494-0.893)
212 but <26 weeks  79/651 92/664 914 893 |A21| 854 834 |A20/0.813(0.601-1.099)
me 86 818 |A28] 755 695 |AGO >26 weeks 40/358 55353 925 895 |A3.0| 875 807 |A6.8]|0.666(0.401-1.005)

a Also includes men

Hurvitz S et al. SABCS 2025, abstract PSE®-08
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@ Micholas McAndrew | NMcAndrew@mednet ucla edu

Impact of neoadjuvant
chemotherapy
response on adjuvant
ribociclib benefit in

HR+/HER2- EBC: a
NATALEE analysis

Nicholas McAndrew,! Stephen Chia,? Fabio

Puglisi,® Yann lzarzugaza,* Christian Schem,®

Binghe Xu,? Fanny Le Du,” Priyanka Sharma,?

Peter A. Fasching,? Alejandro Rodriguez, '? Murat

Akdere, " Yogesh Chattar, 2 Juan Pablo Zarate, 13 Year in
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NATALEE: Outcomes as a Function of NACT Response

McAndrew NP, et al.

A. iDFS for NACT Responders vs Non-Responders in the

Ribociclib + NSAI Arm

1001

80

Eventsin (%)

o Hazard ratio (95% CI)

\\

NACT
responders
64/519 (12.3) 86/566 (15.2)
0.97 (0.69-1.37)

0 6 12 18
No. at risk

NACT responders 519 478 463 447
‘ 566 525 503 481

B. iDFS for NACT Responders vs Non-Responders in the

NSAIl-Alone Arm

————

1001

Months

435 423 367 290 153 28
460 443 384 278 177 25

-
N\*;‘..‘_‘\‘“A‘ s
————
*—
80 .
2 601
73
[T
2 40
NACT
20 responders
Events/n (%) 64/519 (12.3) 113/576 (19.6)
o4 Hazard ratio (95% Cl) 0.62 (0.44-0.86)

24 30 36 42 48 54 60

0 6 12 18

No. at risk
NACT responders 519 469 453 435
576 474 455 431

ESMO 2025, abstract 366 P

T T T T T

T T
24 30 36 42 48 54 60
Months

415 399 340 275 159 25 0
404 387 317 238 146 27 0

66

0
0



Summary

ALongterm follow-up for MonarchEand NATALEE show durable benefits
Aln the reports forMonarchE, there is now a survival benefit noted

ABenefits are seen largely irrespective of clinical subsets

A Remember that trials were designed for a high risk cohort of patients defined by
stage and/or tumor biology

AThere are persistent challenges in patient adherence given the side
effects of CDK46i and the duration of therapy

Courtesy of Harold J Burstein, MD, PhD
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Select Key Datasets
Adjuvant Oral Selective Estrogen Receptor Degraders

A BardiaA et al. Giredestrant vs standaad-care endocrine therapy as adjuvant
treatment for patients with estrogen receptayositive, HERBRegative early
breast cancer. Results from the global phaskdHRABreast Cancer trial. San
Antonio Breast Cancer Symposium 2025;Abstract G561
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SAN ANTONIO
BREAST CANCER

( 7 SYMPOSIUM® DECEMBER 9-12, 2025

HENRY B. GONZALEZ CONVENTION CENTER « SAN ANTONIO, TX

Ui AAGR

Mays Canu:: Center

Giredestrant vs standard-of-care endocrine therapy as

adjuvant treatment for patients with estrogen receptor-positive,
HER2-negative early breast cancer: Results from the global Phase lli
lIdERA Breast Cancer trial

Abstract GS1 -10

Presenting author: Aditya L. Bardia, MD
University of California, Los Angeles, Los Angeles, CA, USA

Aditya L. Bardia,* Peter Schmid,* Miguel Martin, Sara A. Hurvitz, Kyung Hae Jung, Mothaffar F. Rimawi, Shigehira Saji,
Gustavo Werutsky, Nadia Harbeck, Sherene Loi, Akiko Ogiya, Manuel Ruiz-Borrego, Ahmet Alacacioglu, Jiong Wu, Chenglin Ye,
Mario Liste-Hermoso, Nimali P. Withana, Tanja Badovinac Crnjevic, Mona D. Shah, Pablo Pérez-Moreno, Charles E. Geyer, Jr.*
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* Equal contributions



( SAN ANTONIO

IdERA Breast Cancer study design () S

UT Health  AACR

A global, randomized, open -label, multicenter Phase lll trial e e
e \ At least 5 -year treatment duration 5-year follow -up
Key eligibility criteria
A Participants with ER+, HER2-negative early breast cancer
A Stage Ii Il disease (anatomical) Giredestrant (30 mg PO QD)
o pNOandpT> 1 c¢cm with Grade 3, Long -term
or high score on genomic assay,* or pT4NO follow -up
o Node-positive ‘ SOCET
A Pre- or post-menopausal® Tamoxifen/anastrozole/letrozole/exemestane
A Breast cancer surgery within 12 months
A (Neo)adjuvant chemotherapy if indicated
J
Stratification factors Primary endpoint
A Risk: Medium-¥ vs high-risk® Stage I7 lll breast cancer A IDFS (excluding second primary non-breast cancer)
A Region: USA/Canada/Western Europe vs Asiai Pacific vs RoW Key secondary endpoints
A Previous chemotherapy: No vs yes A DFS, DRFI, IDFS (including second primary non-breast invasive cancer with exception of
A Menopausal status: Pre-menopausal vs post-menopausal non-melanoma skin cancers and in situ carcinomas of any site), LRRFI, OS, safety
Giredestrant is currently also being investigated in combination with abemaciclib in the adjuvant setting ( lidERA Breast Cancer substudy 1)

Enroliment: August 2021 to September 2023. Up to 12 weeks of ET+CDK4/ 61 wer e al |l owed. ER+ was defined as *@ncolydéDxplo s2i6t iovsék Maineghpting by i mmun o
A Pre-menopausal patients on aromatase inhibitors or giredestrant had to receive ovarian function suppression with an approved luteinizing hormone-releasing hormone agonist. ¥ Medium risk: pNO and primary tumor

> 1 cm with high-risk biologic features (Gr ade 3, or Ki 67 O 20 %, or high scor e o nriskgbmlagicieateres &Csasealy? afdiKib7 <2 W &4 laanl! & Ju)moan d BN L mwiatnh
assay [if available]). 8 High risk: pT4, or pN2, or pN3 and pN1 with high-r i sk bi ol ogic features (Grade 3, 0 ron genomic as€ay [ &vdbablepr t umor > 5 c¢cm, or h
CDK4/6i, cyclin-dependent kinase 4/6 inhibitor; DFS, disease-free survival, DRFI, distant recurrence-free interval; ER+, estrogen receptor-positive; ET, endocrine therapy; IDFS, invasive disease-free survival;

LRRFI, locoregional recurrence-free interval; OS, overall survival; PO, orally; QD, once daily; R, randomization; RoW, rest of the world; SOC, standard-of-care.

ClinicalTrials.gov number, NCT04961996. Adapted from Geyer CE, et al. ASCO 2023 (TPS616), with permission.
Presented by: Aditya L. Bardia, MD.

Bardia Proc SABCS 2025;Abstract GS1-10



IdERA () SANANTONIO
BREAST CANCER
( SYMPOSIUM®

Primary endpoint: IDFS Oy AAGR

100 4 -
Giredestrant SOC ET
804 o4 n = 2084 n = 2086
Events,n (%) 140 (6.7) 196 (9.4)
= 60 - Stratified HR 0.70
Q;), 90 — 92.3% MWMMWWWW (95% CI) (0.57,0.87); p = 0.0014*
LQL 89:6% :MWH
40 + Exploratory analysis: IDES by SOC ET
. Total, Stratified HR
n | (95% CI)
4 |
20 Al 1745 —B—10.73 (058, 0.92)
0 | | | | | | | Tamoxifen 326 —®—— l0.53 (0.35, 0.80)
0 6 12 18 24 30 36 42 '_'_'_'_'_'_'_I_‘
0 i T T T T T T T T 0.3 0.8
0 6 12 18 24 30 36 42 Giredestrant better SOC ET better
. Time (months)
No. at risk
Giredestrant 2084 2021 1969 1932 1716 1088 345 26
SOCET 2086 2016 1958 1898 1683 1048 325 25 Median follow -up: 32.3 months

Statistically significant and clinically meaningful improvement in IDFS:
Giredestrant reduced the risk of invasive disease recurrence or death by 30% compared with SOC ET

Data cutoff: August 8, 2025. Median follow-up, 32.4 months in the giredestrant arm and 32.3 months in the SOC ET arm; maximum follow-up, 46.6 months and 46.3 months, respectively. * Log-rank (2-sided). p-value
boundary for IDFS interim analysis was 0.0217 (2-sided). Al, aromatase inhibitor; CI, confidence interval; ET, endocrine therapy; HR, hazard ratio; IDFS, invasive disease-free survival; SOC, standard-of-care.

Presented by: Aditya L. Bardia, MD. X
Bardia Proc SABCS 2025;Abstract GS1-10
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AE overview (safety -evaluable population) Oy AACR

Common TEAEs (O 7.5% of pati ent sSeiediedHst he
Giredestrant n =2060 SOC ET n=2074

Gired estrant

n =2060

Arthralgia W15/465 453/1.8 [ ) ) ) L
Patients, n (%) with treatment discontinuations due to AEs
Hot flush lo3/27.1 28.5/0.3 |
Headache lo1/15.2 |131/0.1] Musculoskeletal disorders 38 (1.8) 92 (4.4)
Fatigue | | AArthralgias (PT) 32 (1.6) 76 (3.7)
Insomnia | Vasomotor disorders 2(<0.1) 18 (0.9)
Nausea |
Asthenia |
Back pain | | Giredestrant SOC ET
. o n = 2060 n=2074
Radiation skin injury | |
Hypertension [ i Patients, n (%) with selected AEs by medical concept*
Urinary tract infection | | G1 G2 G3i4 Gl G2  G3i4
Cough _ Bradveardia? 217 15 0 64 2 0
Diarrhea I Giredestrant SOCET radycardia (10.5) (0.7) (3.1) (<0.1)
Pain in extremity | clrz Venous 4 12 2 3 7 7
o i thromboembolic )
Constpaon L [ o .. | events 02) (06) (<01y (01) (03) (0.3)
50 -40 -30 20 10 0 10 20 30 40 50

Patients (%)

Data cutoff: August 8, 2025. * Assessed as medical concepts using grouped terms; all other AEs by medical concept were compar able between arms, including four patients per arm (0.2%) who experienced photopsia.
A G2 events occurred in 17 patients; 13 resolved, four patients discontinued treatment and the events resolved. ¥ G3 only. AE, adverse event; ET, endocrine therapy; G, grade; PT, preferred term; SOC, standard-of-care;
TEAE, treatment-emergent adverse event.
Presented by: Aditya L. Bardia, MD.

Bardia Proc SABCS 2025;Abstract GS1-10
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Oral SERD Adjuvant Trials / Gura AAGH

Adjuvant : y
CDKA4/6i allowed Trial Identifier

Trial Name N Arms Patient Population

High-risk ER+/HER2-,

CAMBRIA-2 5500 Camizestrantvs ET initial adjuvant therapy

Yes NCT05952557

Medium to high-risk ER+/HER2-,

lIdERA 4200 Giredestrant vs ET initial adjuvant therapy

No NCT04961996

ER+/HER2-, Early Breast Cancer
ELEGANT 4220  Elacestrant vs SoC With High Risk of Recurrence; Prior to trial entry NCT06492616
2-5y of prior ET

High-risk ER+/HER2-,

EMBER-4 6000 Imlunestrant vs ET 2-5 yr of adjuvant ET

Prior to trial entry NCT05514054

Intermediate to high-risk
CAMBRIA-1 4300 Camizestrantvs ET ER+/HER2-, Prior to trial entry NCT05774951
2-5 yr of adjuvant ET

220 Elacestrant vs ET

TREAT g ri sk ERt©ONArEmse, 012 mo pri
CtDNA 2-7 yr adjuvant ET trial entry NCrbss13a6s

Carey SABCS 2025;Abstract GS1-10 Discussant
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Select Key Datasets
Premenopausal Patients

A Francis P et al. Xear outcomes for women with premenopausal hormone
receptor-positive early breast cancer (BC) in the SOFT and TEXT trials assessing
benefits from adjuvant exemestane (E) + ovarian function suppression (OFS) or
tamoxifen (T)+OFS. ASCO 2025;Abstract 505.

A h Qw SHdt 3. Assessment of adjuvant endocrine therapy with ovarian function
suppression by breast cancer indéAMANetw Open2025;8(11).

A h Qw SHidt 3l. Identifying premenopausal patients with eatgige hormone
receptor-positive breast cancer at minimal risk of distant recurrence by breast
cancer indexBreast2026;86:104714.

A MamounasE et al. A phase Il trial evaluating addition of adjuvant chemotherapy
to ovarian function suppression + endocrine therapy in premenopausal women
with pNO-1, HR+/HERDreast cancer (BC) and Omgpee Recurrence Score (RS)
XHp 0 h C{BRG09. ASADWIP5;Abstract TPS615.
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2025 ASCO Abstract 505

ANNUAL MEETING

15-year Outcomes for Women with Premenopausal Hormone
Receptor-positive Early Breast Cancer in the SOFT and TEXT Trials
Assessing the Benefits from Adjuvant Exemestane (E)+ Ovarian
Function Suppression (OFS) or Tamoxifen (T)+OFS

Prudence A Francis MD

On behalf of the SOFT and TEXT Investigators and
and the International Breast Cancer Study Group

PA Francis, O Pagani, GF Fleming, BA Walley, M Colleoni, G Rubovszky, C Tondini, EM Ciruelos, HL Gomez,
HR Bonnefoi, HJ Burstein, C Chini, F Puglisi, S Spazzapan, A Bernardo, M Climent, M Bellet, T Ruhstaller, B Bermejo,
SK Chia, S Martino, CE Geyer Jr, MP Goetz, JN Ingle, V Stearns, NE Davidson, F Le Du, B Mller, RE Coleman, S Loibl,
EP Winer, B Ruepp, S Loi, | Ldng, AS Coates, RD Gelber, A Goldhirsch, MM Regan

S

]

N w v,/
2025 ASCO #ASCO25 PRESENTED BY: Prudence A Francis, MD International | Breast Cancer Study Group
ANNUAL MEETING Presentation is property of the author and ASCO. Permission required for reuse; contact permissions@asco.org. I B C S G
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Role of OFS in ER+ EBC

AOFS is an effective treatment in premenopausal breast cancer
AReduces risk in combination with tamoxifen
AFacilitates use of Al, which further lowers recurrence risk
AEnables adjuvant CDK46 inhibitor therapy

ALonger durations beyond 5 years are of additional benefit

AStudies need to optimize OFS

Courtesy of Harold J Burstein, MD, PhD



Network ‘Open

Original Investigation | Oncology
Assessment of Adjuvant Endocrine Therapy With Ovarian Function Suppression
by Breast Cancer Index

Ruth M. O'Regan, MD: Yue Ren, MS; Yi Zhang, PhD; Natalia Siuliukina, PhD; Catherine A. Schnabel, PhD; Roswitha Kammler, BA; Giuseppe Viale, MD:

Patrizia Dell'Orto, DSc; Elisabetta Munzone, MD; Istvan Lang, MD, PhD; Carlo Tondini, MD; Henry L. Gomez, MD; Claudio Chini, MD; Stefania Vittoria Luisa Nicoletti, MD;
Fabio Puglisi, MD, PhD; Khalil Zaman, MD, PhD; Matthew P. Goetz, MD; Vered Stearns, MD; Silvana Martino, DO; Muhammad Salim, MD; Sibylle Loibl, MD, PhD;
Charles E. Geyer, MD; Hervé R. Bonnefoi, MD; Eva M. Ciruelos, MD, PhD; Sherene Loi, MD, PhD; Marco Colleoni, MD; Gini F. Fleming, MD: Prudence A. Francis, MD;
Barbara A. Walley, MD; Olivia Pagani, MD; Kai Treuner, PhD; Meredith M. Regan, 5cD

2025:8(11)
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Results T Prediction
A Predictive performance of BCI (H/1) for benefit of E-OFS vs T-OFS in SOFT+TEXT

BCI (H/) i Low BCI (H/I) i High

©

Breast cancer -free (%)

T+OFS =
E+OFS =

100

80 -

60

40-

201

Biomarker

—_—

12 yr Abs
benefit, %

HR E+OFS v T+OFS
(95% Cl)

BCI (HN)-Low 5.7

0.65 (0.50 i 0.83)

844
848

O6Regan RM, et al.

2 4 6 8 10 12
Years since randomization

803 746 695 652 541 389
794 768 719 675 582 393

®©

T+OFS =

Present ed JSMVA Network OREN,2023. 5 .

Breast cancer -free (%)

100+

80+

60+

20+

12 yr Abs
benefit, %

HR E+OFS v T+OFS

Biomarker (95% CI)

BCI (HN)-High 4.2 0.86 (0.67 i 1.09)

603
601

2 4 6 8 10 12
Years since randomization

554 498 458 423 360 245
543 495 451 413 339 240

Abstract 557 and

Abs, absolute; BCI, breast cancer index; E, exemestane; H/l, HOXB13/IL17BR ratio; OFS, ovarian function suppression; T, tamoxifen.



Conclusions

A BCI was confirmed as prognostic in premenopausal patients

A BCI (H/) did not clearly demonstrate differential benefit between exemestane-OFS and
tamoxifen-OFS in this population, especially those with BCI (H/I)-high tumors

A For patients with BCI (H/l)-low tumors, may benefit more from more intensive ET
with exemestane

A Different findings by age

» The authors hypothesized this was possibly because of changing benefit from those older
patients with BCI (H/I)-high tumors as they become postmenopausal over time

O6Regan RM, et al . Present ed JSMANetwork OREN,2022.5. Abstract 557 and
BCI, breast cancer index; ET, endocrine therapy; H/I, HOXB13/IL17BR ratio; OFS, ovarian function suppression.
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Identifying premenopausal patients with early-stage hormone
receptor—positive breast cancer at minimal risk of distant recurrence by
breast cancer index

Ruth M. O'Regan®, Yue Ren”, Yi Zhang ), Gini F. Fleming ®, Prudence A. Franc1se Le:h@
Olivia Pagani " Barbara A. Walley Lm, Rosw1tha Kammler Patr1z1a Dell’Orto °P®

Giuseppe Viale o.p , Sherene Loi ©¢ Marco Colleoni " ®, Kai Treuner ), Meredith M. Regan b.s," ¢
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A SOFT All Patients B SOFT TAM
05 0.5
’l
0.4 0.44 /
/
- I
/
0.3+ 0.3 /

<
N

10-yr proportionwith distant recurrence

10-yr proportionwith distantrecurrence

004 i
. : . e e : . : . 00 10 20 30 40 50 6070 80 90 100 00 10 20 30 40 50 6070 80 90 100
Conclusions: This study confirmed prognostic ability of the minimal-risk BCI cutpoint to classify patients esti- BCI Score S
mated to have minimal-risk of distant recurrence within 10 years among premenopausal patients treated for
hormone-receptor-positive node-negative breast cancer, providing relevant information for personalizing adju- € SOFT EXE+OFS/TAM+OFS D TEXTEXE+OFS/TAM+OFS
' 0.54 4
vant endocrine therapy. 0o
04 0.4 1
0.31

<
[N

e
=

10-yr proportion with distantrecurrence

0'0— T T T T T T T T T T T T T T T T T T T T
00 10 20 30 40 50 60 70 80 90 100

10-yr proportionwith distant recurrence

00 FrYrr—r—rrr—rrrrrT T T T T T

00 10 20 30 40 50 60 70 80 9.0 100
BCI Score BCI Score

Fig. 2. Relation of the continuous BCI score with estimated probability of distant recurrence within 10 years of randomization in the SOFT and TEXT NO cohorts. (A)
- SOFT all patients; (B) SOFT assigned tamoxifen (TAM); (C) SOFT assigned exemestane (exemestane (EXE) + OFS or tamoxifen + OFS; (D) TEXT all patients. Values

§ R A IJ D C U LLI A Lu IJ G-I Lu C G I.OLLI N 6 IJ Lu 7 I IJ ig;: t:ir;g]ﬂ ESI i lﬁe i Edisgtt recurrence-free interval (DRFI) at 10 years since randomization estimated from a Cox model, with pointwise 95 %

fmboififio differentiate minimal-from low-risk is 3.0; the current cutpoints for intermediate- and high-risk are 5.1 and 6.5.



NRG-BR009:

A Phase lll Trial Evaluating Addition of Adjuvant Chemotherapy to
Ovarian Function Suppression Plus Endocrine Therapy in
Premenopausal Women with pN0-1, HR+/HER2- Breast Cancer and
Oncotype Recurrence Score < 25 (OFSET): NRG BR009

TPS615 ASCO 2025

. Eleftherios P. Mamounas,' Gong Tang,? Shannon L. Puhalla,®> Sandra M. Swain,* Patricia A. Ganz,> N.
- Lynn Henry,® Reena S. Cecchini,2 Sonya A. Reid,” Priya Rastogi,® Charles E. Geyer, Jr,2 Julia R. White,2
Amy S. Clark,® Tufia C. Haddad,'? Gregory A. Vidal,"" Norman Wolmark3.12

'AdventHealth Cancer Institute, Orlando, FL; 2NRG Oncology SDMC, Department of Biostatistics and Health Data Science, University
of Pittsburgh, Pittsburgh, PA; 3UPMC Hillman Cancer Center, University of Pittsburgh School of Medicine, Pittsburgh, PA;
“Georgetown Lombardi CCC, Georgetown University Medical Center, MedStar Health, Washington, DC; ®David Geffen School of
Medicine at UCLA, UCLA Fielding School of Public Health, UCLA Jonsson CCC, Los Angeles, CA; SUniversity of Michigan Medical
School, Ann Arbor, MI; "Vanderbilt University Medical Center, Nashville, TN; 8University of Kansas Medical Center CCC, Kansas City,

KS; °Perelman School of Medicine, University of Pennsylvania, Philadelphia, PA; '°Mayo Clinic CCC, Rochester, MN; ""West Cancer
Center and Research Institute, Germantown, TN; 2NSABP Foundation, Inc., Pittsburgh, PA
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NRG-BRO0O09 (OFSET): Schema

p
Chemotherapy +
r N : -
A ovarian function
Stratification e i
APremenopausal; suppression «
HR+/HER?- BC ANodal status aromatase inhibitor
_ (pNO vs pN1) X 5 years
ApNO with RS 16 -20 L -
(high clinical risk) A Age >40 and <40 Randomization ,
or RS 21-25 Alntent to receive Ovarian function
ApN1 with RS 0 -25 CDK_4/6 inhibitor | suppression +
(yes; no) aromatase inhibitor*
\ / X 5 years
N=3960 g

* Tamoxifen can be used
if Al is not tolerated

ClinicalTrials.gov. NCT05879926. Accessed September 2, 2025. https://www.clinicaltrials.gov/study/NCT05879926
Al, aromatase inhibitor; BC, breast cancer; CDK, cyclin-dependent kinase; HR, hormone receptor; N, node; RS, recurrence score.

Mamounas ASCO 2025;Abstract TPS615



Additional Treatment Considerations

A Abemaciclib, ribociclib OK:
» Patients who meet criteria for adjuvant CDK 4/6 inhibitors may take this as per package label

» The intent to use CDK 4/6 inhibitors will have to be declared prior to randomization; need to be
captured on the case report form

A Bisphosphonates OK

CONCLUSIONS: Neo/Adjuvant Chemotherapy is SOC for HR+ N+ premenopausal pts

Little/no RSClin/N+ chemo benefit e ' |
Lower grade, 0-1 positive nodes aHET HIEIGEETCS RSClin/N+ chemo benefit

Higher grade, 2-3 positive nodes

Shared Decision Making

ClinicalTrials.gov. NCT05879926. Accessed September 2, 2025. https://www.clinicaltrials.gov/study/NCT05879926

Mamounas ASCO 2025;Abstract TPS615
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Select Key Datasets
Duration of Adjuvant Endocrine Treatment

A SanftT et al. Prospective decision impact study of the Breast Cancer Index:
Results from the BCI Registry study. ASCO 2025;Abstract 531.

A MamounasE et al. Evaluation of the Sensitivity to Endocrine Therapy (SET
ER/PR) assay to predict benefit from extended endocrine therapy in the
NRG/NSABP-£ trial. San Antonio Breast Cancer Symposium 2025;Abstract
GS305.
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Prospective Decision Impact
Study of the Breast Cancer Index:
Results from the BCI Registry Study

ASCO 2025 Abst 531

Tara B. Sanft!, Natalia Siuliukina2, Brandon O’Neal?,
Amanda K. L. Anderson?, Rachel C. Jankowitz3, Mark D. Pegram?,

Sami Diab?®, Yi Zhang?, Kai Treuner?, Joyce A. O’'Shaughnessy®
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Total cohort

(N = 3,005)
Age
<40 25 (0.8%)
40-49 205 (6.8%)
50-59 658 (21.9%)
60-74 1,546 (51.4%)
T stage
T1 2,194 (73.0%)
T2 749 (24.9%)
T3 62 (2.1%)
Grade
1 846 (28.2%)
2 1,609 (53.5%)
3 548 (18.2%)
Unknown 2 (0.1%)

Nodal status
NO

N1
Unknown
Ki-67

<20

020
Unknown

2,299 (76.5%)
697 (23.2%)
9 (0.3%)

1,213 (40.4%)
978 (32.5%)
814 (27.1%)

Pre-BCl Physician Recommendation

Yes EET
54.6% (N=1555)

All cases Mot answered
0.5% (N=15)

No EET
44.9% (N=1280)

Post-BCl Physician Recommendation
Yes EET
49.5% (N=769)
In cases
recummenqed . Not answered
for EET prior 0.7% (N=11)
to BCI
No EET
49.8% (N=775)
No EET
68% (N=BT0)
not
recommended
for EET prior
! Yes EET
Not Answered ~
0.8% (N=10) 31.2% (N=400)

Sanft ASCO 2025; Abstract 531



Number of cases

Number of cases

1500

1000

500

1500

1000

500

Physician

1777

Pre-BCl 1686
Post-BCl
875
738
298
127 94
4 0 64 15 22
Not at all Not Ambivalent Confident Strongly Not
confident confident confident answered
Patient
1498
Pre-BClI
Post-BCI
1243
1184
607
533
331
120
__(U'.Z%')‘ epoegoy=(1:5%)

Not at all Not Ambivalent Comfortable Strongly Not

comfortable

comfortable comfortable answered

More confident
43.9% (N=1250)

Less confident
6.8% (N=193)
Not answered
4% (N=115)

No change in confidence
45.3% (N=1292)

More comfortable
43.2% (N=1223)

Less comfortable
12.8% (N=363)

Not answered
2.2% (N=63)

No change in comfort levels
41.8% (N=1183)

Sanft ASCO 2025; Abstract 531



CONCLUSIONS BCI Regqistry

Incorporating BCI into clinical practice resulted in changes in physician recommendations for EET in
41.2% cases

Following BCI testing, 43.9% of physicians felt more confident in their recommendation for EET.

BCI significantly increased physician confidence in their recommendation for EET

Changes in both physician recommendations and patient preferences for EET correlated with BCI test
results

Following BCI testing, 43.2% of patients felt more comfortable with their EET decision

Compared with baseline, patient concerns regarding cost, drug safety and benefit of EET significantly
decreased

To Po oo Po o

Sanft ASCO 2025; Abstract 531



() A OANRER
( SYMPOSIUM® DECEMBER 9-12, 2025

HENRY B. GONZALEZ CONVENTION CENTER « SAN ANTONIO, TX

6 UT Health AAC-R

Mays C cer C ter or Cancer earc

Evaluation of the Sensitivity to Endocrine Therapy
(SETgR/pr) Assay to Predict Benefit from Extended
Endocrine Therapy in NRG Oncology/NSABP B-42 Trial

Eleftherios P. Mamounas,' Hanna Bandos,? Keith J. Sweeney,® Kevin M. Tran,® Eveline Chen,?
Priya Rastogi,* Vicente Valero,® Tanner J. Freeman,* Charles E. Geyer, Jr,* Louis Fehrenbacher,®
Stephen KL Chia,® Adam M. Brufsky,* Janice M. Walshe,” Gamini S. Soori,® Shaker R. Dakhil,®
Soonmyung Paik,'® Sanda M. Swain," Norman Wolmark,* and W. Fraser Symmans?

TAdventHealth Cancer Institute, Orlando, FL; 2NRG Oncology Statistical and Data Management Center, University of Pittsburgh, Pittsburgh, PA;
SUniversity of Texas MD Anderson Cancer Center, Houston, TX; 4University of Pittsburgh School of Medicine, Pittsburgh, PA;
SKaiser Permanente Northern CA, Vallejo, CA; 6British Columbia Cancer Agency, Vancouver Cancer Centre, Vancouver, BC, Canada;
’St. Vincent's University Hospital and Cancer Trials Ireland, Dublin, Ireland; éFlorida Cancer Specialists, Ft. Meyers, FL;
SWichita NCORP, Via Christi Regional Medical Center, Cancer Center of Kansas, Wichita, KS; Theragenbio, Inc, Pankyo, South Korea;
""Georgetown University Medical Center and MedStar Health, Washington, DC NRG
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ELT BCFI Benefit by SETcrpr:

Primary Analysis

SAN ANTONIO
BREAST CANCER

(7 SYMPOSIUM®
GUTHeal:h MC-R

SETrpr < 1.10, > 2.10

30 A
# Events 10-yr Risk HR (95% CIl) P-value
— Placebo 39 15.1%
27 — Letrozole 33 11.5% 0.75 (0.47,1.19) 0.21
20 - . o
- Diff: 3.6%
~
'g 15 —
O
oM
10
5 —
0 n L} ]} T Ui T Ll
0 2 4 6 8 10
Years After Randomization
Placebo 298 273 252 217 182 123
Letrozole 312 286 267 244 214 139

Treatment by SET g Category Interaction:

MamounasSABCS 2025: Abstract

1.10 S SETerpr < 2.10

30

25 =

20

15 H

BCFl risk (%)

Placebo
Letrozole

— Placebo 58
— Letrozole 40 9.7%

# Events 10-yr Risk HR (95% Cl) P-value
14.4%

0.65 (0.44,0.98) 0.04

Diff: 4.7%

439
440

T T T 1

2 4 6 8 10

-

Years After Randomization

419 377 339 296 177
419 390 353 312 206

=0.71
’ NRG

ONCOLOGY

Advancing Research. Improving Lives
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Select Key Datasets
Genomic Predictors of Chemotherapy Benefit

A Hwang RF et al. Sentinel lymph node biopsy and clinical outcome of patients
with node-positive breast cancer in thexPONDE(#Ral (S1007). San
Antonio Breast Cancer Symposium 2025;Abstract FIb12

A Pusztai L et al. Development and validation of R&CIlinM tool to predict
prognosis and chemotherapy benefit for hormone receppmsitive, node
positive breast canced. Clin Onc@025;43(8):9128.

A Sparano JA et al. Multimodal artificial intelligence (Al) models integrating
Image, clinical, and molecular data for predicting early and late breast
cancer recurrence in TAILORX. San Antonio Breast Cancer Symposium
2025;Abstract GSAS.
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Select Key Datasets
Genomic Predictors of Chemotherapy Benefit

A SamiiarL et al. Molecular insights into HR+/HER2+ estdge breast cancer:
Neoadjuvant therapy responses by MammaPrint® BhePrin® genomic
subtypes. ASCO 2025;Abstract 605.

A BrufskyAM et al. MammaPrint predicts chemotherapy benefit in HR+HER2
early breast cancer: FLEX Registry-vealld data.JNCI Cancé&pectr
2025;9(5).

AhQ{ KI dzZAKYy S&aae WeadDFS Wwith anthtad§tlERBedS R o
therapy for patients with 7@ene signature High 2, Luminal B, HR+HER?2
early-stage breast cancer. San Antonio Breast Cancer Symposium
2025;Abstract PSQ@7-03.
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THE UNVERSITY OF TS Sentinel Lymph Node Biopsy and Clinical Outcome of Patients with Node-Positive Breast Cancer SAN ANTONIO
MDAnderson () SRERST CANCER

LIV R. F. Hwang, MD*; W.E, Barlow PhD? K. Kalinsky MD MS?; R. Jagsi MD DPhil*; L. Pusztai MD, DPhil*; A. Thompson MBChB MD®; G.N. Hortobagyi MD’; . Sharma MD®; F. Meric-Bernstam MD**
'UT-MD Anderson Cancer Center, Breast Surgical Oncology; *Cancer Research and Biostatistics, SWOG; *Emory University, Medical Oncology; “Emory University, Radiation Oncology; *Yale University, Medical Oncology; *Baylor College of

Medicine, Surgical Oncology; UT-MD Anderson Cancer Center, Breast Medical Oncology; ®University of Kansas, Medical Oncology; *UT-MD Anderson Cancer Center, Investigational Cancer Therapeutics

Abstract PD1205
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Conclusions

* _In RxPONDER, over one-third of patients underwent SLNB alone for axillary staging.
:I SLNB-only patients were older, more likely postmenopausal and had more favorable tumors.
Outcomes including IDFS, DRFS, and LRR were similar in the SLNB-only group compared to the SLNB+ALND group.
* For premenopausal patients who underwent SLNB only, chemotherapy did not have statistically significant
improvements in outcome which may be related to relatively small group size.
* These findings support the safety of SLNB alone for axillary staging in selected patients with node-positive disease.

Hwang RF et al. SABCS 2025 PD-D5



Development and Validation of the RSCIlinN+ Tool to Predict
Prognosis and Chemotherapy Benefit for Hormone
Receptor-Positive, Node-Positive Breast Cancer

Authors: Lajos Pusztai, MD, DPhil & , Jess R. Hoag, PhD, Kathy S. Albain, MD , William E. Barlow, PhD , Salomon M. Stemmer, MD,
Allison Meisner, PhD, Gabriel N. Hortobagyi, MD , Steven Shak, MD, James M. Rae, PhD , Rick Baehner, MD , Priyanka Sharma, MD
and Kevin M. Kalinsky, MD AUTHORS INFO & AFFILIATIONS

J Clin Oncol 43, 919-928(2025) = Volume 43, Number 8 = DOI: 10.1200/JC0O-24-01507
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Key Takeaways

Pusztai L et al. J Clin Oncol 2025




