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Background

ENZ and RAD both prolong overall survival (0S) in pts with mCRPC. PEACE Il trial (NCT02194842) reported positive outcomes with
combined ENZ/RAD treatment (tx). Here, we report outcomes of pts who received combined ENZ/RAD in a real-world setting using the global
prospective REASSURE study (NCT02141438).

Methods

1,472 pts (ALL pts) were analysed, including a subgroup receiving combined ENZ/RAD (pts started RAD and ENZ within 30 days of each
other, n=45). We report baseline characteristics (BL), short- and long-term safety for ENZ/RAD and ALL pts. Statistics were descriptive in
nature.

Results

BL of ENZ/RAD were similar to ALL pts, except for shorter times from initial bone metastases and castration resistance diagnosis to study
entry, and fewer pts had prior docetaxel (TABLE). Median number of RAD injections was 6 in ENZ/RAD and ALL pts. However, 73% of
ENZ/RAD completed RAD tx vs only 60% in ALL pts. Treatment-emergent (TE) serious adverse events (SAEs) and TE drug-related AEs were
observed in 20% and 36% of pts, respectively, similar to ALL pts. However, drug-related SAEs were slightly higher in ENZ/RAD (11%) while
it was 6% in ALL pts. Concomitant bone protective agents (BPAs) included denosumab and zoledronic acid, which were received by 56%
and 9% of ENZ/RAD pts, respectively; 7% experienced fractures. Incidence of fractures was slightly higher in ALL pts (10%) with fewer pts
receiving concomitant BPAs (denosumab 28% and zoledronic acid 13%). Median 0OS was 19.3 months for ENZ/RAD pts and 15.6 months in
ALL pts.Table: 2401P

ENZ/RAD (N=45)ALL Pts (N=1,472)

Median time since initial diagnosis of bone metastases to study entry, months 14 23
Median time since castration resistant cancer to study entry, months 7 13
Extent of disease, %

Bone only metastases 80 81
Bone metastases + lymph node only 9 13
Disease burden, %

<6 metastases 22 19
6-20 metastases 47 48
>20 metastases but not Superscan 18 20
Superscan 4 6
Laboratory values, median

ALP (U/L) 131 133

PSA (ng/mL) 33 59



ENZ/RAD (N=45)ALL Pts (N=1,472)

Prior abiraterone, % 40 48
Prior docetaxel, % 16 39
Prior Sipuleucel-T, % 18 9
Conclusions

In this subgroup of pts treated with combined ENZ/RAD in a real-world setting, there was no new safety signal. Combination was well
tolerated and most pts completed RAD. Pts received ENZ/RAD earlier in the disease course based on time from mCRPC, time from initial
diagnosis of bone metastases and prior docetaxel. Fracture incidence was low in ENZ/RAD, and the majority of pts received BPAs.

Clinical trial identification
NCT02141438.
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