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I BACKGROUND €) PLAIN LANGUAGE SUMMARY

Radium and docetaxel are anti-cancer drugs used for prolonging the lives
of patients with advanced prostate cancer

The alpha-particle emitting radionuclide Radium-223 (Ra-223) and the
chemotherapeutic docetaxel are both approved for extending overall survival (OS) in
patients with metastatic castration-resistant prostate cancer (mMCRPC)'2 Data on the best order to give these treatments can help guide treatment

Data supporting the safety and ability to sequence Ra-223 and docetaxel in mCRPC decisions to plan for best outcomes

are key to optimising patient treatment and outcomes The REASSURE study followed over 1,400 patients with prostate cancer

REASSURE (NCT02141438) was a global, prospective, observational study that who were treated with radium as a part of their normal treatment

investigated the long-term safety and efficacy of Ra-223 in mCRPC in routine Some of the patients in the study also received docetaxel, either before or

clinical practice® after radium. We compared patients who were treated with radium first with
those who received docetaxel first to see which group had better outcomes

@j’ OBJECTIVE The length of time that patients survived from the start of treatment was

similar even though there were some differences in their characteristics at
the start of radium treatment

To compare real-world safety and OS outcomes for . . . o
patients with mCRPC who received radium-223 prior to or More patients treated with radium before docetaxel completed their radium
treatment and had fewer severe side effects after they received radium

after docetaxel with no intervening therapy in between compared with those patients treated with docetaxel first

& METHOD

Ml ot The REASSURE study included 1,472 patients in 20 countries treated between 2014-2017

Data cutoff: Oct 24, 2024
R-D .
i Patients were included in this analysis if they were treated with radium-223 prior to (R-D) or
vt following (D-R) docetaxel, without initiation of life-prolonging treatment in between.
L"iﬁ'iﬁ'?.‘.’?m Additionally, the second treatment had to start within 90 days of stopping the first
inthe menening
L o e = Here we report:
afer st
S::m Ry Safety data from the start of Ra-223 treatment

OS data from the start of the first treatment in each sequence
Statistics were descriptive in nature

6-month follow up from last
5o of Ra-223

Baseline characteristics at Ra-223 treatment start Ci i life-pr ging therapies received Bone marrow suppression post Ra-223

with Ra-223

+ Grade 3/4 bone marrow suppression (BMS) events post Ra-223

cohort D-R cohort
PR D BRI (N=72) (N =86) « Abiraterone and enzalutamide were the most common treatment were similar between cohorts
" life-prolonging therapies received alongside Ra-223 in
Median age, years, (min, maxy 167, 82) 69 (51, 90) both cohorts Grade 3/4 BMS events post Ra-223 treatment®
E%OG PS. % m o + More patients received concomitant abiraterone and
5 o -
1 57 5 enzalutamide in the R-D cohort than in the D-R cohort Any relevant Grade 21%
22 3 18 314 BMS event
Concomitant treatment received with Ra-2232
Sites of metastases, % 17%
Bone only 75 84 Erythropenia
Bone and lymph nodes 17 9
Bone and other sites (excl. lymph nodes) 4 4
Bone and other sites (incl. lymph nodes) 4 4 22%
Abiraterone Thrombocytopenia
=R-D cohort
Extent of metastatic disease, %"
<6 metastases 2 9 DR conort
6-20 metastases 13 43 =RD cohort Pancytopenia R conor
>20 metastases but not Superscan 18 29
Superscan 4 9 22%
D-R cohort
Laboratory values, median (range)* Neutropenia
PSA, ng/mL 66(2-2505) | 130(0-2810)
ALP, UIL 118 (35-530) | 173 (40-800)
LDH, UL 242 (150-516) | 309 (134-1,277) 0 20 40 60 80 100 40 60 80 100
Proportion of patients (%) Proportion of patients (%)
Haematology! . . “Incidences of Grade 3/4 haematological adverse events based on bone marrow
Haemoglobin “Concomitant therapy is defined as therapy in addition to Ra-223 suppression from last dose of Ra223 and up to 6 months (183 days) after
Median (range), g/dL 13(10-15) 11 (7-14)
210 g/dL, % 86 70
Platelets : ivala
Vedian (range), 10°L 216(8486) | 240 (76-509) Safety events during Ra-223 treatment Overall survival
210 x 10°L, % 89 84
Neutrophils R-Dcohort  D-R cohort 1.0
Median (range), 1091 4(0-9) 5(0-12) ] (N=72) (N =86)
215 % 1091, % 56 55
Any adverse event, % 53 54 R-D cohort Median OS 16.3 (95% Cl 13.5-18.9)
Note: percentages may not total 100 because of missing data and/or rounding, 08 Median 0S15.8 (95% CI 14.6-18.0)
*Calculated at date of informed consent. °R-D cohort n=68, D-R cohort n=79. “PSA: R-D. oatmentemsrgent dtigyrstaied/adversalslents: b 43 28
cohort n=51, D-R cohort n=60; ALP: R-D cohort n=51, D-R cohort n=60; LDH: R-D cohort Grade23 ) ) " 13
n=25, D-R cohort n=34. Haemoglobin (median): R-D cohort n=65, D-R cohort n=76; Resulting in Ra-223 discontinuation 4 5
Platelets (median): R-D cohort n=65, D-R cohort n=74; Neutrophils (median): R-D cohort Related to blood and lymphatic systems 13 9
n=41, D-R cohort n=49. Grade 23 7 o "
2 06
Treatment-emergent serious adverse events, % 11 34 5
Resulting in Ra-223 discontinuation 4 3 z
Ra-223 treatment i
Drug-related serious adverse events, % 10 7 g 04
« The median follow-up time (from the start of Ra-223) was o atiory i .
18.3 months (range 3.7-59.7) for the R-D cohort and
9.0 months (range 0.4-79.4) for the D-R cohort Treatment-emergent drug-related adverse events*
- 61% of patients in the R-D cohort received 25 doses of Ra-223 Most common treatment-emergent drug-related 02
compared with 45% in the D-R cohort adverse events, %
o X . Diarrhoea 14 9
« Patients in the R-D cohort received a median of 6 doses Fatigue 14 8
compared with 4 doses for patients in the D-R cohort Nausea " 9
Anaemia 7 9
Pain 6 4 00
- 036 81215182124 27303336 39424548 51 54 5760 6366 6972 7578 81 84 87 90 9396
Doses of Ra-223 received per cohort “Shown are treatment-emergent drug-related adverse events occurring in >5% of patients
in either cohort Overall Sunvival (months)
Atrisk
30% DR cohort 727268 63495728211 9 87333211110
2 14 i i i
£ Second primary malignancies B EST 894622815118 87 16543321 111111110
s P
£ 2R.D conort + There were 2 SPMs (3%) in the R-D cohort and 1 (1%) in the 0 s from the start dose In the sequence
§ 619 D-R cohort
£ s D-Rcohort - In the R-D cohort, the SPMs occurred 12-18 months and " Median OS from ihe first dose in the sequence was similar
18-24 months after the last Ra-223 injection etween the cohorts:
- R . % Cl:
0 20 40 60 80 100 * In the D-R cohort, the SPM occurred 18-24 months after R-D cohort: 16.3 months (95% Cl: 13.5-18.9 months)

the last Ra-223 injection + D-R cohort: 15.8 months (95% Cl: 14.6—18.0 months)

Proportion of patients (%)

CONCLUSIONS

» Overall survival was similar between radium-docetaxel and docetaxel-radium sequences

» More patients in the radium-docetaxel group completed therapy (received 25 doses) of radium-223 and had fewer treatment-emergent
serious adverse events during radium-223 treatment

» Overall, our findings support the treatment sequence of starting with radium-223

ALP, alkaline ph P - equence; E( logy Group Performance S e dehydrog EFAmM J an
nets e p o SA ate-specific ant C jum d SPM, second primary malignancy Turco F et al. R

Dizdarevic S

Copisf s posorotane vk : e CHIEEDCEMERTS PRESENTING AUTHOR:
E P 0 8 09 Response (QR) Code are for personal use. Statistical support was provided by Elizabeth Patel (Bayer) and Peter Hassenpflug of
- only and may not be reproduced withot (Cemer Enviza). Dr Nick Davies and Stefan Couriney of Can Dr Yong Du

permission of the author of this poster and Consultancy Ltd (part of Bioscript), Macclesfield, UK pr e
support. Study sponsored by Bayer. Yong.Du@rmh.nhs.uk




