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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
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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.*

* Equal contributions

This presentation is the intellectual property of the presenter. Contact ABardia@mednet.ucla.edu for permission to reprint and/or distribute.



( SAN ANTONIO
BREAST CANCER
SYMPOSIUM®

Targeting the Estrogen Receptor in HR+ Disease . O f028

Metastatic breast cancer

1970s 1980s 1990s 2000s 2010s 2020s > B
Selective ER aromatase Selective ER mTORi CDKA4/6i PI3Ki Oral SERD / PROTAC
modulator inhibitors (Al) downregulator everolimus  palbociclib, (PI3K/AKT/ I(ESle)

(SERM) (SERD) +Al ribociclib, FTEN.A) I—QJ— 1

tamoxifen fulvestrant abemaciclib alpelisib imlunestrant

+Al or capivasertib
or inavolisib camizestrant,
= e + fulvestrant giredestrant
HR+HER2-&1T - BRIAEICS T, . el

Rt AREOERN IR OS> ZEHDEERE(Oral SERD)HELS

Estrogen

Oral SERD¢& (S -

V EROEZEETOYI+ERELDHENICHER e ._-
V FulvestrantDi@B° 5585 D &30 % 82k g / l°
Vv RILE >’§$1§(:15% thSR1m+Eﬁ?5HR+HER2' " Genes for proliferation

AT - BREIEICHUT, 1LY A(Ilunestrant)hi&sa v/ w7 “I

Giredestrant mechanism of action
(selective estrogen receptor antagonist and degrader)

Presented by: Lisa A Carey, MD, ScM. . .
This presentation is the intellectual property of the presenter. Contact lisa_carey@med.unc.edu for permission to reprint and/or distribute. Cancer and Metastasis Reviews 41(1):1-16, 2022
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Targeting the Estrogen Receptor in HR+ Disease ¢ duws 22

Metastatic breast cancer

1970s 1980s 1990s | 2000s 2010s 2020s - i
Selective ER aromatase Selective ER mTORi CDKA4/6i PI3Ki Oral SERD / PROTAC
modulator inhibitors (Al) downregulator everolimus  palbociclib, (PI3K/AKT/ (ESR1m)
(SERM) (SERD) +Al ribociclib, PTEN A) ) elacestrant
tamoxifen fulvestrant abemaciclib alpelisib imlunestrant
+Al or capivasertib
or inavolisib camizestrant,
» + fulvestrant giredestrant
u I A x Adjuvant x YXx 0 vepdegestrant ...
U Oral SERD mz Adjuvant setting X “PAM” inhibitor

gedatolisib...

ositive data + fulvestrant+palbo

Nonmetastatic breast cancer Giredestrant
Tanoedifon Al ovarian CDK4/6i CDK4/6i
suppression abemaciclib ribociclib
+ Al +Al + Al
(premenopause)

Presented by: Lisa A Carey, MD, ScM.
This presentation is the intellectual property of the presenter. Contact lisa_carey@med.unc.edu for permission to reprint and/or distribute.
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lidERA Breast Cancer study design () Besi

GUTHeal:h AACH

A global, randomized, open-label, multicenter Phase lll trial B= rmew
(~ ) I At least 5-year treatment duration | 5-year follow-up
Key eligibility criteria
¢ Participants with ER+, HER2-negative early breast cancer
* Stage I-Il disease (anatomical) Giredestrant (30 mg PO QD)
o pNO and pT > 1 cm with Grade 3, or Ki67 = 20%, Long-term
or high score on genomic assay,” or pT4NO follow-up
o Node-positive SOCET
* Pre- or post-menopausal’ Tamoxifen/anastrozole/letrozole/exemestane
¢ Breast cancer surgery within 12 months
* (Neo)adjuvant chemotherapy if indicated
\ J
Stratification factors Primary endpoint
* Risk: Medium-* vs high-riskS Stage I-Ill breast cancer * IDFS (excluding second primary non-breast cancer)
* Region: USA/Canada/\WWestern Europe vs Asia-Pacific vs RowW Key secondary endpoints
* Previous chemotherapy: No vs yes * DFS, DRFI, IDFS (including second primary non-breast invasive cancer with exception of

« 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)
© U ER+HER2- Stagel-IIT (n=4170) . =i e
. U HR~high riskxi% oy [P avecpilagd 1 oK
°C Giredestra nt VS ET %‘ES$FﬂqWHE ET hnrkm fine ther ar\ IDFS, invasive disease-free survival

0 ecept )
L R andonwa ion; RoW, rest of the world 'a.,“: standard-of-care

© 4 TEGWMIEE : IDFS HREMAERE 00

Pre
This presentation Is e INTelliecIual property of te presenter. Lontact Abaraiai@meanet.ucia.edu for permission to reprint and/or distribute.
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lidERA ( SAN ANTONIO

Preast Cancer BREAST CANCER
. . . . ( SYMPOSIUM®
Baseline demographics and characteristics o 2
Giredestrant SOCET Giredestrant SOCET
n = 2084 n = 2086 n = 2084 n = 2086
Median age, years (range) 54.0 (22-91) 54.0 (25-89) ER status, n (%)t
Female sex, n (%) 2073 (99.5) 2075 (99.5) Low-positive (1-10% of cells positive) 45 (2.2) 52 (2.5)
Race, n (%) Positive (> 10% of cells poositive) 2030 (97.8) 2031 (97.5)
American Indian or Alaska Native 77 3.7) 62 (3.0) AJ?C stage/at surgeny;n (P ST SRR
Asian 461 (22.1) 467 (22.4) I 1013 (49.0) 950 (45.7)
Black or African American 50 (2.4) 50 (2.4) 1] 799 (38.7 844 (40.6
Other* 263 (12.6) 232 (11.1) odal status, n (%) on surgical specimen
White 1233 (59.2) 1275 (61.1) PNO 449 (21.6) 441 (21.2)
Region, n (%) pN1 968 (46.6) 953 (45.7)
Asia—Pacific 544 (26.1) 544 (26.1) Tiisif\lrﬁ;) §62 (918) 691435 1)
USA/Canada/Western Europe 860 (41.3) 905 (43.4) High 1448 (69.5) 1447 (69.4)
Latin America/Africa/Eastern Europe 680 (32.6) 637 (30.5) Medium 636 (30.5) 639 (30.6)
Menopausal status, n (%)t Previous chemotherapy, n (%)
Pre-menopausal 849 (41.0) 838 (40.4) No 396 (19.0) 450 (21.6)
Post-menopausal 1220 (59.0) 1236 (59.6) Yes 1688 (81.0) 1636 (78.4)

Baseline demographics and characteristics were balanced
Data cutoff: August 8, 2025. * “Other” refers

to “multiple”, “Native Hawaiian or Other Pacific Islander”, “not reported”, or “unknown”. T Twenty-seve .
and 12 in the SOC ET arm). * Tw s had unknown ER status (nine in the giredestrant arm and three in the SOC ET amn). § One patient U StageII III ,%(JSE“

giredestrant arm and eight in 1 the SOC ET arm). ! Six patients had unknown nodal status (five in the giredestrant arm and one in the SOC ET arm 0 -
i
ET, endocrine therapy. SOC, standard-of-care H&EU /} \ﬁkiﬁghﬁ :’ﬁ‘]S%‘J

Presented by: Aditya L. Bardia, MD.
This presentation is the intellectual property of the presenter. Contact ABardia@ mednet.ucla.edu for permission to reprint and/or distribute.
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lidERA

Breast Cancer

Primary endpoint: IDFS

U 3¥FIDFS 92.4% vs 8
0 BEMERRE 3208

SAN ANTONIO
BREAST CANCER
SYMPOSIUM®

AACR

Amarcn Ariocaten
for Cancor Racawreh”

9.6%

P

s-A--a
Mays Carces Cevver

100 bbbt
Giredestrant SOCET
80 - n =2084 n =2086
Events, n (%) 140 (6.7) 196 (9.4)
~  60- Stratified HR 0.70
= ‘ (95% Cl) (057, 0.87) p = 0.0014"
Lé 893600 LM—-MH—Q————-i»
40 ‘
80 -
20
70 - h H
1 1 1 1 1 1 1
0 _ 0 (-] 12 18 24 20 38 42
0 6 12 18 24 30 36 42
No. at risk Time (months)
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; Cl, confidence interval; ET. endocrine therapy, HR, hazard ratio; IDFS, invasive disease-free survival, SOC, standard-ofcare

Presented by: Aditya L. Bardia, MD.

This presentation is the intellectual property of the presenter. Contact ABardia@mednet.ucla.edu for permission to reprint and/or distribute.
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Interim overall survival Buinn MG

100 st e
T 1 A S 0 4 M-t
s \
U OSHBRIFAMEARBD
. e A — A
ol U SHEORRTICHIE
Giredestrant SOCET
> 60 1 n = 2084 n =2086
e
8 i i Events, n (%) 57 (2.7) 71 (3.4)
90 - 1
40 - 1 ! ‘ Stratified HR 0.79
‘ ! i (95% Cl) (0.56, 1.12); p = 0.1863*
20 1
80 -
1 1 1 1 1 1 1 1
0 ] l 0 ' 8 12 ' 18 I 24 '30 38 I 42 ' l
0 6 12 18 24 30 36 42
No. at risk Time (months)
Giredestrant 2084 2043 2013 1997 1887 1300 530 52
SOCET 2086 2040 2018 1971 1852 1270 504 49 Median follow-up: 32.3 months

While OS data were immature, a clear positive trend was observed. OS testing will continue at future analyses

Data cutoff: August 8, 2025. Median follow-up. 32.4 months in nc giredestrant a m and 32.3 months in the SOC ET arm, maximum follow-up, 46.6 months and 46.3 months. respect was

conducted (maturity 31.2% with respect to the final OS analysis). * L ( ed). p-value boundary for the 15t OS IA was 0.0001 (2-sided). Includes one death from a patie

Excludes one death from a patient with missing date of death. Cl, conf \dcnx eint tvai ET endocrine therapy. HR, hazard ratio; |A, interim analysis; OS. overall survival, SOC, standard- 4“‘4 are

Presented by: Aditya L. Bardia, MD. 16
6

This presentation is the intellectual property of the presenter. Contact ABardia@ mednet.ucla.edu for permission to reprint and/or distribute.
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AE overview (safety-evaluable population) O S

Common TEAEs (2 7.5% of patients in either arm at any grade) Selected AEs

i 453/18
AMhEpgIa W1si465 i Patients, n (%) with treatment discontinuations due to AEs
Hot flush 037271 285/03 |
Headache [0.17152 |13.1/0.1] Musculoskeletal disorders 38 (1.8) 92 (4.4)
Fatigue | | « Arthralgias (PT) 32(1.6) 76 (3.7)
\nsomnia | Vasomotor disorders 2(<0.1) 18 (0.9)
Nausea |
COVID-19 | | - Hot flush (PT) 1(<0.1) 16 (0.8)
Asthenia |
Radiation skin injury | | - - -
I Hypertension | B I Patients, n (%) with selected AEs by medical concept*
Urinary tract infection
ry | I - G1 G2 G34 G1 G2 G3-4
Cough : e 217 15 0 64 2 0
Diarrhea | Giredestrant  socer | | Bradycardial | (10.5)  (0.7) (3.1) (<0.1)
Pain in extremity | | 612 Venous ) 4 12 2 3 7 7
thromboembolic
Constipation W N et ' 02) (06) (<0.A)¢ (0.1) (0.3) (0.3)
50 40 30 20 10 0 10 20 30 40 50

Patients (%)

Data cutoff

G2 e\

sed as medical concepts using grouped terms: all other AEs by medical conce u ﬁ%g%(irﬂﬁﬁ’ﬁ\ 7I-\\y I\ 7 5 b4 :/:Lfic‘:“b“main
enan 3 :Sr:lvE—d four patients discontinued treatment and the events resolved. ¢ U %ME(G I‘Z)\ ﬁ%(GI‘l)b‘%( #Eﬂn:
Presented by Aditya L Bardia, MD.

This presentation is the intellectual property of the presenter. Contact ABardia@ mednet.ucla.edu for permission to reprint and/or distribute. 18
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Summary of lIdERA trial

E 2000 Al idERA
E 30 3 IDFS 92.4% vs 89.6% 2.8%)
- MonarchE 2y IDFS A2.8%
NATALEE 3y IDFS A2.7%
E )
E CDK4/6 TS-1 (5 )

#2 SERD i A s Bk D U L MREE B DEIRAZ(C /R D AT RETE

SABCS® is the owner of the Trademark for all content related to the SABCS® Symposium Material and any derivatives thereof.
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ER+HER2-DIEVU R UDCISZMKICFiliz&EL. TAMARZITS
BEE & T2 1% 5l U 72 HEHREER 3R (JCOG1505)

GS2-09. The single -arm confirmatory trial of tamoxifen alone without surgery for low -risk
DCIS of the breast with ER -positive HER2 -negative (LORETTA trial: JCOG1505)

Hiroji Iwata,! Chizuko Kanbayashi,? Tatsuya Toyama,! Akiyo Yoshimura,? Takehiko Sakai,* Hiroko Bando,> Kenichi Watanabe,®
Kaori Terata,” Takashi Morimoto,8 Eriko Tokunaga,® Takafumi Sangai,'® Miyuki Kitahara,! Takashi Kuwayama,? Akira Matsui,3
Tomomi Fujisawa,'* Fumikata Hara,* Riku Kajikawa,® Taro Shibata,'®> Keita Sasaki,'® Tadahiko Shien?’

1Nagoya City University,Nagoya , Japan; 2 Niigata Cancer Center Hospital, Niigata,Japan; 3 Aichi Cancer Center, Nagoya, Japan; 4 The Cancer
Institute Hospital of JFCR, Tokyo, Japan; ® University of Tsukuba Hospital, Ibaraki, Japan; ® Hokkaido Cancer Center, Sapporo, Japan; 7 Akita
University Hospital. Akita, Japan; 8 Yao Municipal Hospital, Osaka, Japan; ® NHO Kyushu Cancer Center, Fukuoka, Japan; 19 Kitasato University
Hospital, Kanagawa, Japan; 1! Ibaraki Prefecture Central Hospital, Ibaraki, Japan; 12Tokyo Metropolitan Cancer and Infectious diseases Center
Komagome Hospital, Tokyo, Japan: 13 National Hospital Organization Tokyo Medical Center, Tokyo, Japan; 1 Gunma Prefectural Cancer Center,
Gunma, Japan; 15 JCOG Data Center, Tokyo, Japan; 16 JCOG Operations Office, Tokyo, Japan; 1’Okayama University Hospital, Okayama, Japan.

Japan Clinical Oncology Group
BAERFREEHRE S IL—F
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Background

E DICS
DCISOF iR ERDHEE

-

per 100 000
05855883388

E DCIS 50

> 50 years

E CQ:ZTODCISICHUTFhZITS Z&IBED?

< 50 years

1975 1978 1981 1984 1987 1990 1993 1996 1999 2002 2005
Year

E COMET DCIS EEEORE

N
S

vs Active monitoring L
2ETORBEQORENS [ —
LORETTARER e T —
ERBZIHED XU DCISICH T DA wWEEEM®D 4.2% 5.9% T iz,
ﬁ%l&&mﬁmv 5 Eicsﬁ 19 of 484 patients 27 of 473 patients monitoring . . o .

rrrrrr dant
K. Kerlikowske.J Natl Cancer InsMonogr, Volume 2010
JAMA. 2025;333(11):97-880. doi:10.1001/jama.2024.26698

SABCS® is the owner of the Trademark for all content related to the SABCS® Symposium Material and any derivatives thereof.



LORETTA (JCOG1505) : Prospective Single -arm Confirmatory Trial

-

Low risk DCI S\

(N=340)

No comedonecrosis,
Nuclear grade:1 or 2,
\_ ER+ and HERZJ

-

G

TAM
(20 mg/day)
for 5 years

~

J

( SAN ANTONIO
/. BREAST CANCER
( SYMPOSIUM®

-
) UT Health AACR
A e e

Safety Assessments Efficacy Assessments (10 year
(5 years until TAM completion) A The first year: every 6M
A The first 6M: every 3M A Thereafter: annually

A Thereafter: every 6M Comedonecrosis

40 £, {KVU X DCIS
EREETEHER2ETE
Comedoi&R3EiR LU
BHREZHIT2.5cmZEiBX 130
VAB 6A&L L. CNB 3-5&KL L

Too To I Do T

U TAM SyMEE—>#BEEE R
o TEFEES : BEUENSNEREDS o JCOoG

Japan Clinical Oncology Group

BAE RIS L — 7
C.Kanbayashi. H lwata: JJCO 2017.1-7, H Tsuda, eta |. JJCO 2021, 51(3)4341 443

This presentation is the intellectual property of the author/presenter. Contachiwata0422@gmail.comfor permission to reprint and/or distribute.
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Patient Characteristics ) BE 2.00mEME-oN Oem e
_ =TT N T

Median (range 53 (4085) year = HERZ2 status (IHC) 66 (19)
1+ 186 (55)
PS 1 3;'0 2+ 76 (22)
3+ 0
Nuclear Grade (NG) 234 (68) Not evaluated* 13 (4)
g 1070(32) /Tumor size (MMG)  <2.0 cr 31593 N\
XHd®n OY 26 (7)
Menopausal status 162 (48) _
Post 173 (51) Tumor size (US) <2.0cr 319 (94)
Ul 6 XHd®n OY 22(6)
ER Ne 0 Tumor size (MRI) <2.0cm_ 265 (78)
Positive (weak) 0 \ XHD®n OY 76 (22) /
Positive (sirang) 841 (100) Calcification on MMG  absenc 111 (33)
PgR Negative 11 (3) presence 230 (67)

Positive (weak) 17 (5)

i *HER?2 status (FISH/DIShgati
Positive (strong) 313 (92) status ( hgative




U SEDRHERBRFEEES : 9.8%

' INt- - U SHAIERE L CTLVZEME(7%)ZiBR I
Primary Endpoint. 5-year IPIC L )%

i Number of cumulative incidence —]

;'Z_ Year IPIC (n) of IP1C(%) 95% CI (%y Competitive risk (N=16)
S B ST 25 s 3
0 c - - mastectom
Eo 0.7- 3 14 (+5) 5.2 2.9%8.3 Death (unrelated) (without inv);sive
3 064 4 17 (+3) 7.8 4.4¢12.5 cancer)
£os{ 5 18 (+1) 9.8 5.2¢16.1 1 15
2 04- 6 18 (+0) 9.8 5.2¢16.1
2 %% Primary endpoint: Not met
B (The upper limit of the

s W confidence interval exceeded

0.0~ 7.0%)
At Risk 3?1 3%0 25|4 1?|2 ?;a 412 1|? 1|

0 1 2 3

vears after amoment . Median follow up: 36.0mo (0.0-80.4mo)



Subgroup Analysis of the Cumulative Incidence of
Invasive Ipsilateral Breast Tumor

/") SAN ANTONIO
{ /_"BREAST CANCER
) SYMPOSIUM

/4\
AANS

0 BEERLLEETBZURIET : EBEE2.0cmilLE

5¢year cumulative

Factor Level Events/N incidence of IPIC (9;2 ci Two-sided p value
(95% ClI)
Age <50 6/117 8.7% (3.Q18.3) 1
Xpn 12/224 10.9% (4.420.8) 1.085 (0.4042.910) 0.8713
Nuclear grade NG1 11/234 10.5% (4.419.9) 1
NG2 7/107 8.8% (3.¢16.7) 1.485 (0.57Q3.868) 0.4187
HER2 0 5/66 8.7% (3.£17.9) 1
1+ 11/186 10.9% (4.520.6) 0.831 (0.2882.399) 0.7318
2+ 2/76 8.3% (1.423.8) 0.343 (0.07Q1.684) 0.1876
PgR negative 1/11 45.5% (0.Q93.7) 1
weak 1/17 7.7% (0.430.3) 0.691 (0.0529.191) 0.7798
strong 16/313 8.1% (4.§13.2) 0.597 (0.10%3.523) 0.569
(Tumor diameter ~ <2:.0cm 14/315 9.0% (4.815.9) 1 \
(MMG) XH®n OY 4/26 20.1% (5.241.9) 3.579 (1.15Q11.140) 0.0278
Tumor diameter ~ <2.0 €M 15/319 9.0% (4.§15.6) 1
(USs) XHon OY 3/22 20.8% (3.747.3) 3.630 (1.04Q12.676) 0.0433
Tumor diameter ~ <2.0 €M 11/265 8.3% (3.€15.4) 1
\ (MRI) XH®n OY 7176 12.9% (5.424.0) 2.523 (0.9886.440) 0.053 j
Calcification on ~ absence 2/111 - 1
MMG presence 16/230 11.3% (6.£18.1) 2.939 (0.68212.670) 0.1481



Overall survival

( SAN ANTONIO

- Y
Secondary Endpoints  ; gauemcumpanor / B AACE

Contralateral breast cancelfree survival

Overall Survival (OS) (CBCFS)

1.0 T Y e T T T TR T TR TN
0.8 é 08 |
g § 0
6l Events/n 5-year OS (95% C - | Events/n 5-year CBCFS (95% (
2/341 98.8% : A g 4i341 97.5%
04 I unrelated (94.999.7) §oer i Zhng’zisr:i’lgsive (92.899.2)
0.2 g 0.2
Yo 1 2 s a4 s s 7 8 *®0 1 2 3 4 5 o 7 s
At Risk Years after enroliment At Risk Years after enrollment

341 328 268 183 87 45 20 1 0 341 327 267 182 86 45 20 1 0



Time to surgery for ipsilateral breast cancer

( SAN ANTONIO

Surgery -free Survival | () SpOST
0 SERBRRTSIHFiHEER TS Qe AASH
1.0
Year Surgery free 95% CI (%)
survival(%)
ad 1 98.2 96.1¢ 99.2
0s L 2 94.8 91.7¢ 96.8
3 92.3 88.4¢ 94.9
oa | 4 87.9 82.391.8
5 82.0 73.3¢ 88.0
0o L 6 76.4 64.6¢ 84.8
00 | , , | | | l | Invag,ive cancer: 17 cases
0 1 2 3 4 5 6 7 8 Non-invasive cancer: 15 cases
At Risk Years after enrollment Unrelated death: 2 cases

341 322 255 172 80 42 17 0
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Summary of LORETTA trial
E 5 9.8%

For the patient with low risk DCIS, there are
trade-offs that have to be considered

e
H ‘ Treatment 1 Observation
e n e I Immediate surgery Possibly more screening
Complications from treatment Possibly greater anxiety
T.

Surgery may still be needed
BUT....

Different patients will have different preferences ~there is not a right choice

E (CO MET ) COMEER
yiMEREES 4.2%

RE(CEIRETNI/NEIREY XTI DCIST (RIEFiTaBD A fEE 2 R
e (C(XBEDOHRELMERICED  BFHEIRNEE
DCIS(XT < Fiih'5. YRV (CIHU TiafaE X D iafilig6iERR

SABCS® is the owner of the Trademark for all content related to the SABCS® Symposium Material and any derivatives thereof.
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sain,
Vo pomer AYARKDINAY )| ) \—Ei%RE LSBT TUCLBNTAD
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SETTING: 3 sites (Dana-Farber Cancer Institute, The Ohio U AYAHRDH /1 /I\—360& %15
State University, and Columbia University Medical Center) U YESDePROEA vs jEEfollow
ELIGIBILITY:

A Female STUDY ENDPOINTS:

A Age 15-39 years at diagnosis of stage O-11l BC A Primary outcome i QOL at 6 months

A <3 years from end of active treatment A Secondary outcomes i symptoms at 6 months

A No evidence of BC recurrence
A English speaking

Stratified by site,
age, time since dx YES
ad Intervention = e D
Consent/ Basellne vent 3-month 6-month — 9-month
Enrollment

-— -_— L] - -— -_— -_— >

Dibble et al, BMC Public Health, 2025
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Receipt of Actionable
Information Tailored
Monthly to IndiViduaI
ePRO Concerns / Symptoms
Symptom /
AYA Concerns
Assessments

v.Engagement / Lower
Activation to
Self-manage Symptom /
Symptoms / Concern

Concerns Burden
Encouragement to

Communicate Severe /
Unresolved Symptoms
to Clinicians

v\ Empowerment Improved
to Contact QOL

E1=T youne

Empowered

&Strong

Chat Room

My Journal

AYA Peer Support
Community Building

Promotion of Regular
Expressive Writing

Clinical Team
for Unmet Needs
/ Concerns

v\ Reduction in
Feelings of
Isolation

v Stress Reduction

n°

Dibble et al, BMC Public Health, 2025
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General QOL (QLACS) ARCxbinE o ve

Mays Cancer Center

Worse

Better

General Summary Score
(o] (o]
o (%]

-~
[9)]

Dana-Farber
W Concer Institute

% Usual care -1.12 (-3.66, 1.43)
0 5
=
0
o
©
=
Arm 5 0 -
._\’_\ -® Usual care "E'l_g
79.7 79.3 —a YES B
78.1 T
8 5
7]
=
T
<
N=181 N=172 N=170 10 p=0.003 p=0.01
Baseline 3 months 6 months 3 mclmths 6 mc;-nths

Patients randomized to YES vs. Usual Care had significantly greater
improvement of General QOL at both 3 and 6 months
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8
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E 50+ 48.9
£
3 — 473
[§]
[1h]
o 45-
g
-
o
O
N=181 N=170 N=170
v 40 -
Baséline 3 mc;-nths 6 mc;nths

Dana-Farber
W Concer Institute

Patients randomized to YES vs. Usual Care had significantly greater

Arm

-® Usual care
YES

F oo o |
% Usual care -2.88 (-4.65, -1.15)
i)
=
o
g O
=3
(o3
(73]
@
o
9 +
S 27
i
w
=)
5
<T
10- p=0.004 p=0.02
3 months 6 months

improvement of Cancer-specific QOL at both 3 and 6 months
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premature ovarian insufficiency and infertility
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function?
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cryopreservation cryopreservation

Desire
to preserve
fertility?
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Reasons for

refusal No treatment |

I " [ - Temporary ovarian suppression
with GnRHa during chemotherapy
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Percentage of acceptance (overall) Percentage of acceptance by hormone receptor status
100 A 100 A
90 90
80+ 51 80+ 77.9%
704 70 68.8%
60 50
50 50 1
40 ~ 40
. 304 31.3%
22.1%
204 20 1
104
7 0 n=33/149 n=20/64 n=116/149 n=44/64
0- No prcxl:edure GnRHIa alone
No procedure GnRHa alone
U 41-45%8¥ (31604 (75.1%) H'GnRHa%Z =& B HR+ H HR-

U IEREADZ < BRIEEMDTT (1841, 3.4%) _ _
Ivicaii i rcauaovill 1vl 1ciuoal . UUIIIPICLIUI‘ Of famlly plannlng (n:24, 11.3%)
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Percentage of acceptance (overall) Percentage of acceptance by hormone receptor status
100 S 100 o
90 89.3% a0 902%
80 80
70 70 A
e 7 50
% 50 - g 50
* 40 & 40
07 30 1 26.3%
50 20 21.4%
109 10 8.0% i
n=49/533 n=476/533 n=133/533
No procedure GnRHa Cryopreservation No procedure Cryopreservation
U 40U TETIX4766 (89.3%) HGnRHaZ =&
U EBEADSZ < EREMMRDTT (1861, 3.4%) W ARe M R
Main reason for refusal : completion of family planning (n=18, 3.4%)
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DFS (OR)
100 100 -
80 80
704 70
¢ *1  Adjusted* HR 0.78; 95% CI 0.27 -2.26 2 *1  Adjusted* HR 0.53; 95% CI 0.06 -4.73
40 40
30 1 4-yr DFS (95% CI) 30 1 4-yr OS (95% Cl)
201 OC done 94.8% (86.3 1 98.1) 20 OC done 97.4% (89.9 7 99.3)
107 OC not done | 87.2% (82.8i 90.5) 10 OC not done | 96.0% (92.81 97.8)
0_ T T T T T T T T T T T 0_
o 1 2 3 4 5 & 7 & 8 1 °o 1 2 3 4 5 & 71 & & 1
Time since breast cancer diagnosis(years) Time since breast cancer diagnosis(years)
[— Done — Not done | |— Done —— Notdone |
Done 127 106 83 62 47 37 30 19 12 6 0 Done 127 106 84 62 18 39 2 19 12 6
Motdone 406 357 mn 225 183 145 1M 78 48 28 16 Motdone 406 163 290 242 201 159 119 84 53 30 16

*Strata: age, year of diagnosis , grade, nodal status, timing of chemotherapy
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Risk-based breast cancer screening is safe, preferred
by women and identifies highest risk individuals:
Results from WISDOM 1.0
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Background and study design
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Breast Density
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Health Questionnaire
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ethnicity, comorbidities,
previous biopsies
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Genomic Profiling
9 gene panel, SNPs
Saliva collection
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SCREENING
RECOMMENDATIONS

LOWEST RISK
No Screening until age 50

AVERAGE RISK
Biennial mammeograms

ELEVATED RISK

Annual mammograms

+ 1:1 Breast Health Specialist
+ Breast Health Decisions Tool

HIGHEST RISK

. Annual mammograms + MRI
+ 1:1 Breast Health Specialist
+ Breast Health Decisions Tool
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RANDOMIZED COHORT
(N=28,372)
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. RISK-BASED SCREENING ANNUAL SCREENING .
(N=14,212) (N=14,160)
l l \ 4 \ 4 \ 4 y l
Low risk Average risk Elevated risk Highest risk Unassigned Assigned Unassigned
(N=3,716) (N=8,796) (N=1,121) (N=291) (N=288) (N=14,097) (N=63)
26% 62% 8% 2% 2% >99% <1%
I |
I
10% high risk HIGHEST Risk MRI + 60 AZ EDMG+AD>EUSD
- . ELEVATED Risk BEMG
u 9&(EXAverageFZ(Llow risk AVERAGE Risk 24IC1EDMG

LOW Risk 50@ZE T F/z(X risk > 1.3%FTARE




( SAN ANTONIO

BREAST CANCER
SYMPOSIUM®
UTHeah AACR
Number of cancers are the same but stratified by risk ¥22 ==
INVASIVE CANCERS
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DO NOT POST
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Mean biopsies per participant

0.94

0.6
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0.0

Biopsies Similar in Both Groups,

varied by risk
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Mean biopsies per participant
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Biopsy rates lowest in lower risk groups.
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E Cost effectiveness
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