Enzalutamide (Xtandi) in High-Risk BCR nhmCSPC
EMBARK Topline Results - Overall Survival

Enzalutamide + Leuprolide vs. Placebo + Leuprolide and
Enzalutamide Monotherapy vs. Placebo + Leuprolide
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IMPORTANT REMINDER: The data shared in this presentation is confidential, intended solely
for this meeting and should not be copied, distributed or disseminated. This presentation

contains prepublication or embargoed material.

* Furthermore, sharing of this confidential data with any member of the Sales organization
is prohibited. In unique circumstances, Medical Affairs may share this draft with Marketing
or Market Access to prepare relevant commercial materials or resources, which should be
aligned on a case by case with the relevant Medical Affairs and Marketing or Market

Access stakeholders and adhere to any embargo requirements
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EMBARK study design

Patient population:

» Screening PSA =21 ng/mL after RP
and at least 2 ng/mL above the
nadir for primary EBRT

+ PSADT <9 mo

* No metastases on bone scan or
CT/MRI per central read

* T 2150 ng/dL

* Prior hormonal therapy =9 mo prior
to R (neoadjuvant/adjuvant for
<36 mo or <6 mo for rising PSA)
allowed

Stratification factors:

» Screening PSA (<10 ng/mL vs
>10 ng/mL)

* PSADT (<3 mo vs >3 to <9 mo)
* Prior hormonal therapy (yes vs no)

N=1068

—> (22.5 mg IM/Q12w)

Enzalutamide (160 mg oral QD)
+ leuprolide

n=355
Blinded

Placebo + leuprolide

\ (22.5 mg IM/Q12w)
n=358

Blinded
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Enzalutamide monotherapy
(160 mg oral QD)

n=355
Unblinded

Yes

No

Week 37

Suspend
treatment at
week 37
Monitor PSA
(reinitiate if
PSA rises)t

Remain on
treatment

TStudy treatment was suspended once at week 37 if PSA was <0.2 ng/mL and restarted when PSA was =5.0 ng/mL without prior RP or 22 ng/mL with prior RP.
BICR, blinded independent central review; CT, computed tomography; D, day; EBRT, external beam radiotherapy; IM, intramuscular; MFS, metastasis-free survival; mo, month; MRI, magnetic resonance imaging; OS,
overall survival; PSA, prostate-specific antigen; PSADT, PSA doubling time; Q, every; R, randomization; RP, radical prostatectomy; T, testosterone; w, weeks.

Interim OS analyses — PCD, 31 January 2023

Primary
endpoint: MFS
by BICR for
enzalutamide +
leuprolide
acetate vs
leuprolide
acetate alone

Enza+Leu vs.
Placebo+Leu

Enza vs.
Placebo+Leu

HR (95% CI)
2-sided p value

0.589 (0.382, 0.908)

0.0153

0.782 (0.523 , 1.170)

0.2304

Key secondary
endpoints: MFS by
BICR for
enzalutamide
monotherapy vs
leuprolide acetate
alone; time to PSA
progression; time
to first use of new
antineoplastic
therapy; OS

Other secondary
endpoints: Safety,
Time to First SSE



EMBARK Executive Summary

* At primary MFES analysis (2023):
o 1° endpoint met with significantly improved MFS with enzalutamide (Enza) plus leuprolide (Leu)
compared to placebo (P) plus Leu]
o All key 2° endpoints [except overall survival (OS)], including MFS comparing Enza monotherapy
vs. P + Leu as well as time to PSA progression and time to first antineoplastic therapy comparing
Enza + Leu and Enza monotherapy vs. P + Leu were met

« At this final prespecified analysis (2025):

o Statistically significant and clinically meaningful Improvement in OS with Enza + Leu
compared with P + Leu (40.3% reduction in risk of death)

o Trend (not statistically significant) towards improvement in OS with Enza monotherapy compared
to P + Leu (17.0% reduction in risk of death)

o Both the Enza + Leu combination and Enza monotherapy prolonged median time to first new
antineoplastic therapy, symptomatic skeletal events (SSE), and PFS2 compared to P + Leu.

o Safety profile for Enza with/without Leu overall consistent with data based on 2023 MFS data

cutoff.

« Updated data solidify Enza's position as the only medicine approved in the HR BCR nmCSPC space
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EMBARK OS Analysis
a-Protected Key Secondary Endpoint
Data Cutoff Date: 27 May 2025
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Enza+Leu Treatment Resulted in a 40.3% Reduction in Risk of Death — ITT

Final Analysis: a-Protected Key Secondary Endpoint of Overall Survival

Median Follow Up Time: 94.2 (E+L) — 94 months (P+L)
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o] N =355, Events =73, Median = NR, 95% CI (NR, NR)

5 .PLACEBO + Leuprolide

27 N =358, Events = 111, Median = 117.5 Months, 95% CI (109.8, NR)
15

10{ HR 0.597, 95% CI (0.444, 0.804)
2-sided p = 0.0006 (efficacy boundary <0.0499)
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Interim analysis, 31JAN2023
HR 0.589

95% CI (0.382, 0.908)
2-sided p = 0.0153



Pre-Specified Subgroup Analysis of OS Demonstrated a Highly Consistent
Treatment Effect in Favor of Enza + Leu

Subgroup Mumber of Patients Mumber of Events Hazard Ratio for O% (95% CI)
ENZA+LA J PBO+LA ENZA+LA f PBO+LA

All Patients 35517 358 73011 = : 0.557 (0.444,0.804)
P Doudling Time (<=3 Months) GO/ 80 14 {25 —— 0,552 (0.287 1.064)
PS4 Dougling Time (>3 to <=8 Months) 1871142 35747 =1 0.583 (0.381,0.891)
PS4 Douding Time (=6 to <=5 Months) 98/ 135 19739 I—'—:| 0.661 (0.381,1.148)
Bassline Use of 2 Bone T argeting Agent [No) 3551358 73011 = 0.614 {0.457,0.825)
Bassline Age Category (<65 Years) 81/9 12121 Pt 0.631(0.310,1.282)
Bassline Ape Category (==65 Years) 2741267 G1/90 = : 0.599 (0.433,0.829)
Race (\Whitg) 293730 G0/ 96 = 0.589 (0.434,0.827)
Body Mass Index Calculated from Hegnt and Weght (<=Median) 1730179 32155 =1 0.566 {0.365,0 .E.
Body IMass Index Caouaied from Heght and Weight (=Median) 1807175 41156 " 0.648 (0.433,0.871

ECOG Performance Satusat Basdine (0) 3281337 63/ 102 = : 0.586 [0.428.G.8033
Ceographic Region (North America) 144 1137 28142 F—=— 0.559 {0.371,0.966)
Ceographic Region (Europs) 1307128 31/40 —— 0.715 (0,447 1.142)
Geographic Region (Rest of the World) 81/93 14729 ] 0.502 (0.265,0.952)
Total Cleason Soore at Baseline (<=7) & Diagnosis 2341244 46171 = 0.621 (0.428,0.900)
Total Geason Soore at Baseline (>=8) at Diagnosis 1207113 27740 = 0.584 {0.358,0.851)
Frior Hormaona T herapy (Yes) 107 /114 27138 I—-—:| 0.704 (0.429,1.157)
Prior Hormona T herapy (Noj 24587244 4673 e 0.578 (0.399,0.836)
Prior Radiation T herapy [ es) 2651283 57792 =1 0.502 (0.432,0.838)
Prior Radiation T herapy (Na) 90175 16/19 |—°—|—| 0.674 {0.346,1.311)
Prior Progtatectomy (es) 269/ 254 44760 I—-—|: 0.646 {0.438,0.953)
Prior Progtatectomy (Noj 86/ 104 29751 F——i 0.642 (0.407,1.013)
Higory of Cardovascular Dissase [ Yes) 42742 12716 1 0.653 (0.308,1.382)
Higtary of Cardiovascular Disease (Mo 3137316 51795 = : 0.602 (0.435,0.831)
PS4 Value at Basdline (<=10 ngiml) 2781273 53774 —— 0.663 {0.466,0.544)
PSA Valueat Basdline (>10 ng/mlL) T718E3 20037 —=—1 0.512 (0,297 0.883)
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Enza Mono Treatment Resulted in a 17.0% Reduction in Risk of Death — ITT

Final Analysis: a-Protected Key Secondary Endpoint Overall Survival (trend only)

Median Follow Up Time: 93.8 (E) — 94 months (P+L)
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Overall Survival (%)

Interim analysis, 31JAN2023
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Pre-Specified Subgroup Analysis of OS Demonstrated a Consistent
Treatment Effect in Favor of Enza monotherapy

Subgroup MNumber of Patients Mumber of Events Hazard Ratio for O5 (95% C1})
ENZA | PBO+LA ENZA / PBO+LA
All Patients 3557358 937111 |—‘—|| 0.830 (0.630,1.085)
PS Doubling Time (<=3 Months) 76780 23725 —p— 1.016 (0.577 1.790)
PS4 Doudling Time (>3 to <=5 Months) 1647142 45747 F—=— 0.796 (0.529,1.198)
PS4 Doudling Time (=6 to <=8 Months) 1147135 261739 ——] 0.763 (0.460,1.266)
Basline Use of 2 Bone Targeting Agent (No) 3557358 93/111 f—=— 0.839 (0.637 1.105)
Basline Ape Category (<65 Years) 9179 16121 1 0,779 (0.407,1.493)
Basline Age Category (>=65 Years) 264 | 267 77190 = 0.851 (0.627,1.153)
Face (\Whitg) 28571301 75796 = 0.839 (0.622,1.130)
Body Mass |ndex Calculated from Height and Weight (<=Median) 1857175 46155 F—— 0.817 {0.552,1.203)
Eody Mass | ndex Calcuated from Height and \Weight (=Median) 1897175 47156 = 0.858 (0.582,1.266)
ECOG Performance Satusat Basdline (0) 3211337 781102 = 0.795 (0.592,1.067)
Ceographic Region (North America) 1330137 33742 —— 0.788 (0.499 1.244)
Ceographic Region {Europe) 1467128 44740 —— 0.999 (0.651,1.533)
Ceographic Region {Regt of the World) 76793 16/29 —— 0.648 (0.352 1.194)
Tota Gleason Soore at Baseline (<=7) at Diagnosis 239/ 244 57171 = 0.818 (0.577,1.159)
Total Geason Soore at Bazline (>=8) & Diagnods 1117113 36740 ] 0.910 (0.578,1.431)
Prior Hormonal T herapy (Yes) 1127114 35/38 —— 0.898 (0.567,1.421)
Prior Hormonal Therapy (No) 2431244 58473 = 0.795 (0.563,1.123)
Prior Radiation T herapy (Yes) 256/ 283 6%/ 92 f—=—H 0.802 (0.587 1.087)
Prior Radiation T herapy (Na) 95/75 240189 o 0.996 (0.545,1.819)
Prior Prostatectomy (Yes) 2657254 S8/60 = 0.931 (0.648,1.338)
Prior Progtatectomy (Noj 90 ¢ 104 35751 —— 0.781 (0,507 1.201)
Higtory of Cardiovasoular Dissase (Yes) 47742 18716 —— 0.963 (0.488,1.501)
Higory of Cardiovascular Dissass (Noj) 3087316 75795 f—— 0.806 (0.595,1.091)
P& Valve at Basdline (<=10 ng'ml ) 2721273 G5/ 74 - 0.884 (0.634,1.234)
P54 Value at Basstine (=710 ng/ml) 82/83 28137 f—— 0.727 (0.444 1.188)
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favors ENZA+ADT favors Placebo+ADT
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EMBARK Time to First Use of New
Antineoplastic Therapy Analysis

Descriptive Update
Data Cutoff Date: 27 May 2025
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Enza + Leu Treatment Resulted in Longer Median Time to First Use of
New Antineoplastic Therapy
Final Analysis: Descriptive Update

Antineoplastic Therapy Free (%)
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"1 2-sided p < 0.0001
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Enza Mono Treatment Resulted in Longer Median Time to First Use of
New Antineoplastic Therapy
Final Analysis: Descriptive Update
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Antineoplastic Therapy Free (%)
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EMBARK Time to First SSE
Descriptive Update
Data Cutoff Date: 27 May 2025
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Enza + Leu Treatment Resulted in Longer Median Time to First
Symptomatic Skeletal Event (SSE)

Final Analysis: Descriptive Update
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ENZA+LA:

2-sided p = 0.0015
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Enza Mono Treatment Resulted in Longer Median Time to First

Symptomatic Skeletal Event (SSE)
Final Analysis: Descriptive Update

First Symptomatic Skeletal Event Free (%)
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EMBARK PFS2
Descriptive Update
Data Cutoff Date: 27 May 2025
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Enza + Leu Treatment Resulted in Longer Median Progression-Free Time
on First Subsequent Therapy (PFS2)

Final Analysis: Descriptive Update

100
95
90
85
80
75
70 -
65 -
60 -
55 4
50
45
40
35__. ENZALUTAMIDE + Leu

3017 N = 355, Events = 75, Median = NR, 95% CI (113.1, NR)

- JJPLACEBO + Leu
I""N = 358, Events = 118, Median = 109.6, 95% CI (101.7, NR)
104 HR 0.563, 95% Cl (0.420, 0.755) |

1 2-sided p < 0.0001
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Enza Mono Treatment Resulted in Longer Median Progression-Free Time
on First Subsequent Therapy (PFS2)

Final Analvsis: Descriptive Update
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N = 358, Events = 118, Median = 109.6, 95% CI (101.7, NR)

HR 0.761, 95% CI (0.581, 0.998)
2-sided p = 0.0465
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EMBARK — Safety Summary

The safety profile was overall consistent with that observed at the primary
analysis and no new safety signals were identified



Overall Summary of Treatment-Emergent Adverse Events (Safety
population)

ENZA +LA PBO+LA ENZA

Number of Patients Reporting at Least One (N=353) (N=354) (N=354)

TEAE 346 ( 98.0%) 347 ( 98.0%) 348 ( 98.3%)
TEAE that was Primary Reason for Treatment Discontinuation [1] 97 ( 27.5%) 45 ( 12.7%) 73 ( 20.6%)
TEAE Leading to ENZA / PBO Discontinuation [2] 82 ( 23.2%) 35 ( 9.9%) 65 ( 18.4%)
TEAE Leading to LA Discontinuation [2] 65 ( 18.4%) 36 ( 10.2%) 0 ( 0.0%)
TEAE Leading to Dose Reduction of ENZA / PBO 29 ( 8.2%) 17 ( 4.8%) 64 ( 18.1%)
TEAE Leading to Dose Reduction of LA 0 ( 0.0%) 0 ( 0.0%) 0 ( 0.0%)
TEAE Leading to Dose Interruption of ENZA / PBO 62 ( 17.6%) 45 ( 12.7%) 74 ( 20.9%)
TEAE Leading to Dose Interruption of LA 16 ( 4.5%) 8 ( 2.3%) 0 ( 0.0%)
TEAE Leading to Death 10 ( 2.8%) 5 ( 1.4%) 12 ( 3.4%)
Non Serious TEAE 342 ( 96.9%) 343 ( 96.9%) 347 ( 98 O°o)
Grade 3 or Higher TEAE 185 ( 52.4%) 175 ( 49.4%) 203 ( 57.3%)
Non Serious TEAE Related to Study Drug [3] 304 ( 86.1%) 285 ( 80.5%) 315 ( 89.0‘3’0)
TEAE Related to Study Drug [3] 307 ( 87.0%) 286 ( 80.8%) 316 ( 89.3%)
TEAE Related to ENZA / PBO 291 ( 82.4%) 265 ( 74.9%) 316 ( 89.3%)
TEAE Related to LA 287 ( 81.3%) 266 ( 75.1%) 0 ( 0.0%)
Grade 3 or Higher TEAE Related to Study Drug [3] 68 ( 19.3%) 34 ( 9.6%) 72 ( 20.3%)
Grade 3 or Higher TEAE Related to ENZA / PBO 65 ( 18.4%) 32 ( 9.0%) 72 ( 20.3%)
Grade 3 or Higher TEAE Related to LA 42 ( 11.9%) 21 ( 5.9%) 0 ( 0.0%)
Serious TEAE 143 ( 40.5%) 133 ( 37.6%) 154 ( 43.5%)
Serious TEAE Related to Study Drug [3] 30 ( 8.5%) 9 ( 2.5%) 27 ( 7.6%)
Serious TEAE Related to ENZA / PBO 6 ( 7.4%) 9 ( 2.5%) 27 ( 7.6%)
Serious TEAE Related to LA 7 ( 4.8%) 6 ( 1.7%) 0 ( 0.0%)
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Treatment-Emergent Adverse Events of Special Interest (Safety
Population)

ENZA+LA PBO +LA ENZA
(N=353) (N=354) (N=354)
TEAE of Special Interest All (a) Per 100 PY (b) All (a) Per 100 PY (b) All (a) Per 100 PY (b)
Number of Patients Reporting at Least 313 ( 88.7%) 1915.61 289 ( 81.6%) 1663.97 301 ( 85.0%) 1950.09

One TEAE of Special Interest(a) / Total
Treatment Emergent Period
(Patient-Years) (b)

Convulsion (Seizure) 4 ( 1.1%) 4 (0.2) 0 ( 0.0%) 0 (0.0) 3( 0.8%) 4 (0.2)
Hypertension 99 ( 28.0%) 115 (6.0) 81 ( 22.9%) 94 (5.6) 86 ( 24.3%) 95 (4.9
Neutrophil Count Decreased 4 ( 1.1%) 4 (0.2) 8 ( 2.3%) 10 (0.6) 4 % 1.1%) 4 (0.2)
Cognitive and Memory Impairment 57 ( 16.1%) 69 (3.6) 24 ( 6.8%) 30 (1.8) 57 ( 16.1%) 72 (3.7)
Ischemic Heart Disease(IHD) 22 ( 6.2%) 37 (1.9) 22 ( 6.2%) 25 (1.5) 38 ( 10.7%) 49 (2.5)
Other Selected Cardiovascular Events 29 ( 8.2%) 32 (1.7) 18 ( 5.1%) 21 (1.3) 15 ( 4.2%) 18 (0.9)
Posterior Reversible Encephalopathy 0 ( 0.0%) 0 (0.0) 0 ( 0.0%) 0 (0.0) 0 ( 0.0%) 0 (0.0
Syndrome (PRES)

Fatigue 183 ( 51.8%) 252 (132 137 ( 38.7%) 158 (9.5) 198 ( 55.9%) 274 (14.1)
Renal Disorder 27 (1 7.6%) 36 (1.9) 13 ( 3.7%) 13 (0.8) 14 ( 4.0%) 22 (1.1)
Second Primary Malignancies 36 ( 10.2%) 37 (1.9) 24 (1 6.8%) 33 (2.0) 23 (1 6.5%) 29 (1.5)
Fall 104 ( 29.5%) 159 (8.3) 60 ( 16.9%) 88 (5.3) 71 ( 20.1%) 113 (5.8)
Fracture [1] 79 ( 22.4%) 115 (6.0) 533 ( 15.0%) 57 (3.4) 50 ( 14.1%) 70 (3.6)
Loss of Consciousness 22 ( 6.2%) 29 (1.5) 15 ( 4.2%) 18 (1.1) 18 ( 5.1%) 21 (1.1)
Thrombocytopenia 4 ( 1.1%) 5 (0.3) 7( 2.0%) 8 (0.5) 5( 1.4%) 5 (0.3)
Musculoskeletal Events 171 ( 48.4%) 288 (15.0) 150 ( 42.4%) 254 (15.3) 170 ( 48.0%) 266 (13.6)
Severe Cutaneous Adverse Reaction 1 ( 0.3%) 1 (<0.1) 0 ( 0.0%) 0 (0.0) 0 ( 0.0%) 0 (0.0)
(SCAR)

Angioedema 12 ( 3.4%) 12 (0.6) 6 ( 1.7%) 7 (0.4) 7 ( 2.0%) 7 (0.4)
Rash 34 ( 9.6%) 46 (2.4) 27 ( 7.6%) 38 (2.3) 31 ( 8.83%) 37 (1.9
Hepatic Disorder 22 ( 6.2%) 33 (1.7) 32 (1 9.0%) 56 (3.4) 16 ( 4.5%) 25 (1.3)
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Treatment-Emergent Adverse Events by Preferred Term in at least 5% in
Any Treatment Arm (Safety Population) 1/3

ENZA+TLA PBO+1LA ENZA
(N=353) (N=354) (N=354)

Preferred Term All (a) Per 100 PY (b) All (a) Per 100 PY (b) All (a) Per 100 PY (b)
Number of Patients Reporting at Least 346 ( 98.0%) 1915.61 347 ( 98.0%) 1663.97 348 ( 98.3%) 1950.09
One TEAE (a) / Total Treatment
Emergent Period (Patient-Years) (b)
Hot flush 246 ( 69.7%) 328 (17.1) 206 ( 58.2%) 257 (15.4) 80 ( 22.6%) 90 (4.6)
Fatigue 154 ( 43.6%) 199 (10.4) 119 ( 33.6%) 131 (7.9) 170 ( 48.0%) 226 (11.6)
Arthralgia 104 ( 29.5%) 116 (6.1) 75 ( 21.2%) 84 (5.0) 89 ( 25.1%) 96 (4.9)
Fall 104 ( 29.5%) 159 (8.3) 60 ( 16.9%) 88 (5.3) 71 ( 20.1%) 113 (5.8)
Hypertension 92 ( 26.1%) 107 (5.6) 75 ( 21.2%) 88 (5.3) 76 ( 21.3%) 84 (4.3)
Back pain 62 ( 17.6%) 71 (3.7) 56 ( 15.8%) 67 (4.0 67 ( 18.9%) 77 (3.9)
Diarrhoea 55 ( 15.6%) 74 (3.9) 31 ( 8.8%) 37 (2.2) 47 ( 13.3%) 57 (2.9)
Constipation 53 ( 15.0%) 58 (3.0) 35 ( 9.9%) 41 (2.5) 38 ( 10.7%) 42 (2.2)
Haematuria 50 ( 14.2%) 69 (3.6) 57 ( 16.1%) 87 (5.2) 53 ( 15.0%) 88 (4.5)
Dizziness 46 ( 13.0%) 54 (2.8) 44 ( 12.4%) 56 (3.4) 47 ( 13. ’«}%) 50 (2.6)
Headache 46 ( 13.0%) 56 (2.9) 36 ( 10.2%) 44 (2.6) 47 ( 13.3%) 57 (2.9)
Insomnia 45 ( 12.7%) 49 (2.6) 40 ( 11.3%) 43 (2.6) 26 ( 7.3% 26 (1.3)
Nausea 43 ( 12.2%) 56 (2.9) 31 ( 8.8%) 35 (2.1 57 ( 16.1%) 65 (3.3
Asthenia 42 ( 11.9%) 53 (2.8) 21 ( 5.9%) 27 (1.6) 41 ( 11.6%) 48 (2.5)
Pain in extremity 42 ( 11.9%) 45 (2.3) 37 ( 10.5%) 39 (2.3) 44 ( 12.4%) 46 (2.4)
COVID-19 38 ( 10.8%) 40 (2.1) 51 ( 14.4%) 59 (3.5) 50 ( 14.1%) 51 (2.6)
Urinary inconfinence 38 ( 10.8%) 40 (2.1 35 ( 9.9%) 36 (2.2) 40 ( 11.3%) 47 (2.4)
Pollakiuria 34 ( 9.6%) 35 (1.8) 33 ( 9.3%) 33 (2.0) 28 ( 7.9%) 28 (1.4)
Dyspnoea 33 ( 9.3%) 35 (1.8) 24 ( 6.8%) 29 (1.7) 20 ( 5.6%) 23 (1.2)
Urinary fract infection 33 ( 9.3%) 61 (3.2) 28 ( 7.9%) 46 (2.8) 46 ( 13.0%) 69 (3.5)
Oedema peripheral 32 ( 9.1%) 40 (2.1) 40 ( 11.3%) 44 (2.6) 37 ( 10.5%) 42 (2.2)
Gvnaecomastia 31 ( 8.8%) 31 (1.6) 32 ( 9.0%) 32 (1.9) 163 ( 46.0%) 190 (9.7
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Treatment-Emergent Adverse Events by Preferred Term in at least 5% in
Any Treatment Arm (Safety Population) 2/3

ENZA+LA PBO+LA ENZA
(N=353) (N=354) (N=354)
Preferred Term All (a) Per 100 PY (b) All (a) Per 100 PY (b) All (a) Per 100 PY (b
Nasopharyngitis 31 ( 8.8%) 52 (2.7) 26 (1 7.3%) 37 (2.2) 40 ( 11.3%) 63 (3.2)
Rib fracture 31 ( 8.8%) 39 (2.0) 26 ( 7.3%) 26 (1.6) 26 ( 7.3%) 28 (1.4)
Anaemia 30 ( 8.5%) 40 (2.1) 17 ( 4.8%) 22 (1.3) 26 ( 7.3%) 31 (1.6)
Nocturia 30 ( 8.5%) 33 (1.7) 18 ( 5.1%) 18 (1.1) 13 ( 3.7%) 13 (0.7)
Decreased appetite 29 ( 8.2%) 32 (1.7) 16 ( 4.5%) 19 (1.1) 33 ( 9.3%) 35 (1.8)
Memory impairment 28 ( 7.9%) 29 (1.5) 12 ( 3.4%) 12 (0.7) 24 (1 6.8%) 25 (1.3)
Rash 28 ( 7.9%) 36 (1.9) 23 (1 6.5%) 27 (1.6) 25 ( 7.1%) 26 (1.3)
Weight increased 28 ( 7.9%) 37 (1.9) 30 ( 8.5%) 42 (2.5) 18 ( 5.1%) 28 (1.4)
Upper respiratory tract infection 26 ( 7.4%) 34 (1.8) 25 ( 7.1%) 32 (1.9) 24 (1 6.8%) 29 (1.5)
Weight decreased 25 ( 7.1%) 30 (1.6) 14 ( 4.0%) 16 (1.0) 42 ( 11.9%) 49 (2.5)
Anxiety 24 ( 6.8%) 26 (1.4) 14 ( 4.0%) 15 (0.9) 22 ( 6.2%) 22 (1.1)
Cataract 24 ( 6.8%) 32 (1.7) 21 ( 5.9%) 24 (1.4) 27 ( 7.6%) 30 (1.5)
Dry skin 24 ( 6.8%) 27 (1.4) 11 ( 3.1%) 11 (0.7) 17 ( 4.8%) 17 (0.9)
Osteoporosis 24 ( 6.8%) 24 (1.3) 4 ( 1.1%) 4 (0.2) 4( 1.1%) 4 (0.2)
Cough 23 ( 6.5%) 33 (1.7) 26 ( 7.3%) 28 (1.7) 22 ( 62%) 24 (1.2)
Depression 23 ( 6.5%) 25 (1.3) 21 ( 5.9%) 23 (1.4) 22 ( 62%) 23 (1.2)
Epistaxis 23 ( 6.5%) 27 (1.4) 4 ( 1.1%) 4 (0.2) 18 ( 5.1%) 20 (1.0)
Osteoarthritis 22 ( 6.2%) 24 (1.3) 14 ( 4.0%) 14 (0.8) 22 ( 62%) 22 (1.1)
Arthritis 21 ( 5.9%) 21 (1.1) 15 ( 4.2%) 17 (1.0) 27 ( 7.6%) 28 (1.4)
Hypercholesterolaemia 21 ( 5.9%) 21 (1.1) 15 ( 4.2%) 15 (0.9) 8 ( 2.3%) 9 (0.5)
Contusion 20 ( 5.7%) 24 (1.3) 10 ( 2.8%) 13 (0.8) 14 ( 4.0%) 16 (0.8)
Alopecia 19 ( 5.4%) 21 (1.1 4 ( 1.1%) 4 (0.2) 14 ( 4.0%) 15 (0.8)
Bronchitis 19 ( 5.4%) 22 (1.1 13 ( 3.7%) 17 (1.0) 12 ( 3.4%) 12 (0.6)
Musculoskeletal chest pain 19 ( 5.4%) 19 (1.0) 15 (1 4.2%) 17 (1.0) 12 (1 3.4%) 12 (0.6)
Svncope 19 ( 5.4%) 23 (1.2) 10 ( 2.8%) 13 (0.8) 13 ( 3.7%) 15 (0.8)
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Treatment-Emergent Adverse Events by Preferred Term in at least 5% in
Any Treatment Arm (Safety Population) 3/3

ENZA+LA PBO+LA ENZA
(N=353) (N=354) (N=354)
Preferred Term All (a) Per 100 PY (b) All (a) Per 100 PY (b) All (a) Per 100 PY (b
Amnesia 18 ( 5.1%) 19 (1.0) 9 ( 2.5%) 9 (0.5) 17 ( 4.8%) 19 (1.0)
Atrial fibrillation 18 ( 5.1%) 20 (1.0) 18 ( 5.1%) 22 (1.3) 10 ( 2.8%) 11 (0.6)
Neck pain 18 ( 5.1%) 18 (0.9) 18 ( 5.1%) 18 (1.1) 16 ( 4.5%) 18 (0.9)
Paraesthesia 18 ( 5.1%) 19 (1.0) 9 ( 2.5%) 9 (0.5) 13 ( 3.7%) 14 (0.7)
Type 2 diabetes mellitus 18 ( 5.1%) 19 (1.0) 20 (1 5.6%) 20 (1.2) 11 ( 3.1%) 12 (0.6)
Dysuria 15 ( 4.2%) 15 (0.8) 22 ( 6.2%) 25 (1.5) 10 ( 2.8%) 12 (0.6)
Muscle spasms 15 ( 4.2%) 19 (1.0) 25 (1 7.1%) 27 (1.6) 10 ( 2.8%) 10 (0.5)
Pneumonia 15 ( 4.2%) 15 (0.8) 19 ( 5.4%) 28 (1.7) 3( 3.7%) 13 (0.7)
Erectile dysfunction 14 ( 4.0%) 14 (0.7) 15 ( 4.2%) 15 (0.9) 18 ( 5.1%) 18 (0.9)
Nipple pain 13 ( 3.7%) 13 (0.7) 4 ( 1.1%) 4 (0.2) 54 ( 15.3%) 59 (3.0
Overdose 12 ( 3.4%) 19 (1.0) 12 ( 3.4%) 15 (0.9) 22 (1 6.2%) 34 (1.7)
Dyspepsia 7( 2.0%) 7 (0.4) 10 ( 2.8%) 10 (0.6) 22 (1 6.2%) 26 (1.3)
Breast pain 4 ( 1.1%) 4 (0.2) 3( 0.8%) 3(0.2) 25 ( 7.1%) 30 (1.5)
Breast tenderness 4 ( 1.1%) 4 (0.2) 4 ( 1.1%) 4 (0.2) 51 ( 14.4%) 61 (3.1)
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EMBARK — Conclusions

- Statistically significant and clinically meaningful improvement in OS was observed
for the Enza + Leu arm compared to P + Leu at the pre-planned final analysis.

- Enza monotherapy did not result in a statistically significant improvement in OS
compared with P + Leu, although a trend favorable to Enza monotherapy was
observed.

- Updated follow up confirmed longer median time to first use of new antineoplastic
therapy, median time to first SSE and median PFS2 for both Enza + Leu and Enza
monotherapy compared to P + Leu

- There was no overall change in the safety profile of Enza + Leu or Enza
monotherapy.

- These findings should further solidify Enza’s position as the only medicine
approved in the high-risk BCR nmCSPC space
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IMPORTANT REMINDER: The data shared in this presentation is confidential, intended solely
for this meeting and should not be copied, distributed or disseminated. This presentation

contains prepublication or embargoed material.

* Furthermore, sharing of this confidential data with any member of the Sales organization
is prohibited. In unique circumstances, Medical Affairs may share this draft with Marketing
or Market Access to prepare relevant commercial materials or resources, which should be
aligned on a case by case with the relevant Medical Affairs and Marketing or Market

Access stakeholders and adhere to any embargo requirements
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EMBARK OS analysis
Enzalutamide+ADT vs. placebo+ADT
Data cutoff date: 27 May 2025
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EMBARK OS analysis
Enzalutamide vs. placebo+ADT

Data cutoff date: 27 May 2025
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lable 14.5.1.2.1.2
Treatment-Emergent Adverse Events by Preferred Term in at least 5% of Patients in Any Treatment Group
(Safety Population)

ENZA+LA PBO+LA ENZA
(N=353) (N=354) (N=354)
Preferred Term All (a) Per 100 PY (b) All (a) Per 100 PY (b) All (a) Per 100 PY (b)

Number of Patients Reporting at Least
One TEAE (a) / Total Treatment
Emergent Period (Patient-Years) (b)

Hot flush
Fatigue
Arthralgia
Fall
Hypertension
Back pain
Diarrhoea
Constipation

* Modified

Hot flush
Fatigue

Fall
Hypertension
Arthralgia
Diarrhoea
Headache
Asthenia

* Reinitiation

@ Pﬁze

Total Number of Reinitiated Patients

Hot flush
Fatigue
Fall

Arthralgia
Hypertension
COVID-19

Diarrhoea
F] uncoiogy

346 ( 98.0%)

246 ( 69.7%)
154 ( 43.6%)
104 ( 29.5%)
104 ( 29.5%)
92 ( 26.1%)
62 ( 17.6%)
55 ( 15.6%)
53 ( 15.0%)

244 ( 69.1%)
153 ( 43.3%)
87 ( 24.6%)
80 ( 22.7%)
78 ( 22.1%)
46 ( 13.0%)
43 ( 12.2%)
42 ( 11.9%)

1915.61

328 (17.1)
199 (10.4)
116 (6.1)
159 (8.3)
107 (5.6)
71 (3.7)
74 (3.9)
58 (3.0)

317 (23.6)
194 (14.5)
128 (9.5)
93 (6.9)
87 (6.5)
62 (4.6)
51 (3.8)
51 (3.8)

254 ( 72.0%)

94 ( 37.0%)
70 ( 27.6%)
63 ( 24.8%)
50 ( 19.7%)
49 ( 19.3%)
32 ( 12.6%)
26 ( 10.2%)

96 (9.3)
73 (7.1)
96 (9.3)
54 (5.2)
52 (5.0)
34 (3.3)
30 (2.9)

347 ( 98.0%)

206 ( 58.2%)
119 ( 33.6%)
75 ( 21.2%)
( 16.9%)
( 21.2%)
( 15.8%)
( 8.8%)
( 9.9%)

204 ( 57.6%)
117 ( 33.1%)
53 ( 15.0%)
62 ( 17.5%)

1663.97

257 (15.4)
131 (7.9)
84 (5.0)
88 (5.3)
88 (5.3)
67 (4.0)
37 (2.2)
41 (2.5)

253 (19.2)
128 (9.7)
70 (5.3)
72 (5.5)
70 (5.3)
30 (2.3)
43 (3.3)
27 (2.0

207 ( 58.5%)

4 ( 26.1%)
2 (15.5%)
2 ( 15.5%)
2 ( 10.6%)
7 ( 13.0%)
4 ( 21.3%)
4 (

6.8%)

—_h Ll D s L Ln
—1 SN Lh

S — Lh

348 ( 98.3%)

80 ( 22.6%)
170 ( 48.0%)
89 ( 25.1%)
71 ( 20.1%)
76 ( 21.5%)
67 ( 18.9%)
47 ( 13.3%)
38 ( 10.7%)

79 ( 22.3%)
165 ( 46.6%)
66 ( 18.6%)
64 ( 18.1%)
78 ( 22.0%)
42 ( 11.9%)
44 ( 12.4%)
41 ( 11.6%)

1950.09

90 (4.6)
226 (11.6)
96 (4.9)
113 (5.8)
84 (4.3)
77 (3.9)
57 (2.9)
42 (2.2)

88 (5.4)
219 (13.5)
103 (6.3)
71 (4.4)
83 (5.1
51 (3.1
54 (3.3)
48 (3.0)

275 ( 77.7%)

25 (2.0
103 (8.3)
77 (6.2)

54 (4.4)
42 (3.4
43 (3.5)
21 (1.7



The medlan duratlon of treatm (Iran e) was 80.1 maonths (0.1, 118.2) for enzalutamide

ﬁ) us leuprolide, 55.8 months (0 for placebo plus leuprolide and 78.5 months (0.4,
for enzalutamrde mon r he medlan (range) mOdIerd duration of treatment,

w |ch excludes the pro ocol e in reatment sus ensr n eno rom total duration of

treatment, was 44.3 month O 1, 11 or enzalutamide plus leuprolide, 40.7 months (0.7,

111. 1) for’ Iacebo plus leup ro lide and months (0.4, 112.2) for enzalutamlde

monot era r¥ e me |an duratlon of t rea tment suspensron ran e was 19.3 months (1.4,
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