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PROACTIF: A Prospective, Real-World, Y-90 Study with TheraSphere for the Treatment
of Liver Malignancies: Interim Analysis of 873 Hepatocellular Carcinoma (HCC) Patients

HIGH OVERALL SURVIVAL IN INTERMEDIATE AND ADVANCED HCC PATIENTS IN PROACTIF, THE LARGEST,

PROSPECTIVE, REAL-WORLD Y-90 STUDY OF PRIMARY LIVER CANCER IN 1,000+ PATIENTS"

PROACTIF Overview

STUDY OBJECTIVE AND ENDPOINTS
The study aims to gather data on effectiveness, patient quality of life (QoL), and safety with use of
TheraSphere Y-90 glass microspheres in real-world clinical settings in France.

Primary Endpoints
Overall survival (OS) from time of TheraSphere treatment and Qol, as assessed using the functional
assessment of Cancer Therapy - Hepatobiliary (FACT-Hep) questionnaire.

Key Secondary Endpoints
Grade = 3 AEs, SAEs, tumor response, tumor marker response, subsequent therapy, and dosimetry evaluations.

First real-world, multi-center Y-90 study of primary liver cancer that builds on previously
published TheraSphere landmark trials.

INTERIM HCC ANALYSIS - 873 PATIENTS ACROSS 32 SITES®

HIGH OVERALL SURVIVAL FOR INTERMEDIATE
& ADVANCED STAGE HCC PATIENTS
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SUBGROUP ANALYSIS DEMONSTRATED PROLONGED SURVIVAL IN PATIENTS WHO RECEIVED
SELECTIVE TREATMENT, WERE ALBI GRADE 1, OR HAD UNILOBAR DISEASE’

Subgroup — Median OS 95% Cl

Administration

Selective 424 231 M 20.8-27.4
Non-selective 37 17.8 M 15.5-21.7
ALBI Grade

1 327 29.4M 24.8-36.3
20r3 377 17.0M 14.8-20.6
Disease extent

Unilobar 650 21.7M 19.7-24.8
Bilobar 157 16.0 M 13.7-18.3

DATA FROM 30+ SITES USED CONTEMPORARY TECHNIQUES AND DOSING®
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MAIJORITY OF PATIENTS WERE INTERMEDIATE / ADVANCED STAGE WITH INDEX LESIONS > 5CM*

PATIENT DEMOGRAPHICS & DISEASE CHARACTERISTICS

Age, median (years) ! ECOG performance status BCLC stage
=18to <65 228 (26.1) _ 0/A 1(0.1)/ 28 (3.2)
265t0<75 339(388) : 278.318) s | 0@ |
264302 z 204
( D

Missing 42(4.8) >3 4(0.5) 1(01)
Gender Missing 85(9.7) Missing 53(6.1)

781(89.5) Extrahepatic disease Portal vein thrombosis
o200 500 7369
No

Etiology (top 5) 788(90.3) % segmental/lobar/main 19.4/15.6/3.4
Alcohol 421(48.2) Not assessed/Missing 50 (5.7) No 521(59.7)
Metabolic 203 (23.3) ALBI grade Missing 15 (1.7)
Hepatitis B/C 58 (6.6)/157 (18.0) 1 327(37.5) Total lesions
None 145 (16.6) 2-3 377(43.2) 1 356 (40.8)
Unknown/Other 93(10.7) Missing 169 (19.4) 2-4 400 (45.8)

Comorbidities (top 5) Child-Pugh >5 94 (10.8)
Alcohol intake sequelae 482 (55.2) A 688 (78.8) Missing 23(2.6)
Arterial Hypertension 463 (53.0) B 57(6.5) Index lesion diameter
Diabetes 379 (43.4) C 1(0.1) Median size, cm 6.20 cm
Smoking 333(381 Missing 127 (14.5) =5cm 299 (37.9)

)
Coronary Artery Disease 110 (12.6) 490 (62.1)

CONCLUSION

Interim analysis of 873 HCC patients across 32 sites demonstrated high overall survival in intermediate and advanced
HCC patients. Data builds on evidence from previously published landmark trials such as DOSISPHERE and TARGET.

|| PROACTIF (n=873) DOSISPHERE-01 (ITT)' TARGET? (n=209)
= B B e IR

Prospective, Retrospective,

Study Design Real-World Study Real-World Study

Prospective, Randomized Controlled Trial

BCLC A/B/C/D (%) 3.2/34.2/56.2/0.1 0/13/87/0 0/10/90/0 12.9/32.5/54.5/NAP

ECOG 0/1/22 (%) 56.6/31.8/1.8 58/24/0 0/48/52 64.6/32.1/3.4
A5: 81 A5:79

CPA/B 78.8/6.5 A6 or B7: 19 A6 or B7: 21 89.5/10.5

PVT: none (%) 59.7 36 27 66

seg/lobar/main (%) 19.4/15.6/3.4 33/30 (lobar or main) 31/41 (lobar or main) NAV

Unilobar/bilobar

disease (%) 74.5/18 58/42 41/59 70.8/29.2
Vedian O 26.6 (11.7-NR) 10.7 (6.0-16.8)
edian
(months)(95% CI) 21.1(18.5-22.9) 5 yr follow-up™: 5 yr follow-up™: 20.3 (16.7-26.4)
24.8 (11.0-36.5) 10.7 (6.0-14.9)?

Data in al table as of December 2023

This study is sponsored by Boston Scientific. Final results are expected in 2025 and will include full patient population with additional
information on quality of life, safety and dosimetry.

30/2023. Final results are expected in 2025 Based on mITT population
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For EU only:

CAUTION: The law restricts these devices to sale by or on the order of a physician. Indications, contraindications, warnings, and
instructions for use can be found in the product labelling supplied with each device. or www.IFU-BSCIl.com. Products shown for
INFORMATION purposes only and may not be approved or for sale in certain countries. This material not intended for use in
France.

TheraSphere is a registered trademark of Theragenics Corporation, used under license by Boston Scientific Medical Device Limited,

a wholly owned indirect subsidiary of Boston Scientific Corporation.
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