o 8-year outcomes of enzalutamide (ENZA) versus a non- =
ANZUP steroidal anti-androgen (NSAA) for metastatic, hormone- CJL.
Cancer Tral Group Limited sensitive prostate cancer (ENZAMET; ANZUP 1304) Lra S

Alison Y. Zhang'213, lan D. Davis'3, Hayley Thomas?, Ronan Andrew McLaughlin4, Thean Hsiang Tan'->, David William Pook'®, Gavin M. Marx'/, Robert Richard Zielinski'¢, Shahneen Sandhu'?, Alastair Thomson'?,
M. Neil Reaume?, Scott A. North'!, John McCaffrey, Raymond S. McDermott4, Nicola Jane Lawrence''?, Lisa Horvath''3, Simon Chowdhury'4, Kim N. Chi'>, Martin R. Stockler', Christopher Sweeney'1

'"The Australian and New Zealand Urogenital and Prostate Cancer Trials Group (ANZUP); 2NHMRC Clinical Trials Centre, University of Sydney, Sydney, Australia; SMonash University & Eastern Health, Box Hill, Australia; #Cancer Trials Ireland, Dublin, Ireland; °Royal Adelaide Hospital, Adelaide, Australia; ®Monash Health, Clayton, Australia; ‘Sydney Adventist Hospital and Australian National University, Sydney,
Australia; 80range Hospital & Dubbo Base Hospital & Bathurst Base Hospital, Orange, Dubbo, Bathurst, Australia; °Peter MacCallum Cancer Centre, Melbourne, Australia; "'Royal Cornwall Hospitals NHS Trust, Truro, United Kingdom; '"Ottawa Hospital Cancer Centre, Ottawa, ON; Division of Medical Oncology, Cross Cancer Institute, University of Alberta, Edmonton, AB; ?Te Pariri o Te Ora Cancer and Blood, Te
Toka Tumai Auckland, Te Whatu Ora, Auckland, New Zealand; '3Chris O'Brien Lifehouse, University of Sydney, Sydney, Australia; '“Guy's, King's, and St. Thomas' Hospitals, and Sarah Cannon Research Institute, London, United Kingdom; '>BC Cancer Agency, University of British Columbia, Vancouver, BC; '*South Australian Immunogenomics Cancer Institute, University of Adelaide, Adelaide, Australia

1. Background and methods 4. Overall survival Conclusions

Figure 1: Updated overall survival results

After a median of follow-up of >8 years, overall survival remains statistically
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2. Baseline characteristics 5. Overall survival and cause of death by PSA <0.2 ng/mL at 7 months
Table 1: Baseline characteristics of ENZAMET Table 2: Deaths due to prostate cancer and due to other causes ¢ The median baseline PSA was 8 ng/mL (IQR 2,33) in both treatment arms (NSAA and ENZA). 822/1125 (73%) of pts achieved PSA <0.2, with a
Baseline characteristics TS + Enzalutamide (N=563) TS + NSAA (N=562) ENZA NSAA median time to PSA nadir of 5.4 months (95% Cl, 5.0-5.5). The median time to PSA <0.2 was 3.0 months (95% Cl 2.8 —3.7) in ENZA vs. 5.6
(N=563) (N=562) months (95% ClI5.5- 61) In NSAA.
Age, median years (IQR) 69 (63-74) 69 (64 -75) All participants * 375/563 (67%) of pts assigned to ENZA achieved PSA at 7m <0.2 compared to 270/562 (48%) assigned to NSAA
Synchronous metastases 60% 62% Deaths due to prostate 207 261 * Compared with pts with PSA at 7m >0.2, pts who achieved PSA <0.2 had significantly better survival probabilities in both ENZA and NSAA
Visceral metastases 129% 13% cancer, n arms (8-year survival probability 23% vs 55%; p<0.001; Figure 2)
Planned early docetaxel A45% 45% sdHR (95% Cl) sdHR 0.72, 95% CI 0.60 to 0.87 * Among pts with PSA at 7m <0.2, deaths due to PC were seen in 29%. Deaths from other causes were seen in 13% of this subgroup and
Volume of disease Deaths due to other 78 76 accounted for 32% of the deaths observed in this better prognosis group. Among pts with PSA at 7m >0.2, deaths due to PC occurred in 60%.
High c 1% c 1% causes, n Death from other causes were seen in 13% of this subgroup and accounted for 18% of deaths in this poor risk subgroup (Figure 3)
Low 46% 46% sdHR (95% Cl) sdHR 1.24, 95% Cl 1.06 to 1.45
° ° Participants with PSA <0.2 at 7 months ~~ PSA<=0.2at7 Months =~ PSA >0.2 at 7 Months PC Deaths Non-PC Deaths
8-year su rvival 56% 54% E 79% 7o — ENZA7mPSA <0.2
3. Results 8-year PC mortality rate  26% 31% 5 1.00- ] o " ElATn o 02
8-year non-PC mortality 13% 10% '8 222 ‘gso% §50% ~ = NSAA 7m PSA 50.2
* After a median follow-up of 8.1 years (IQR 7.7 to 8.9) and at data cut-off date rate. . . %’ | 0 2
30JUN2024, 185/563 (33%) remain on ENZA and 79/562 (14%) on NSAA. Of those on Participants with PSA >0.2 at 7 months = e : £
ENZA, 88% remain on 160mg 8-year survival 2% 2270 5 0,001 - - - . - - - — E7 =
' . . . 8-year PC mortality rate 57% 61% n 0 1 2 3 4 5 6 7 8 S ©
 Death was reported in 285/563 (51%) pts assighed ENZA vs 337/562 (60%) assigned | _
. . 8-year non-PC mortality 11% 14% Years from 7-Month Landmark
NSAA. OS was longer among those assigned ENZA than NSAA (Figure 1) - Number at risk 0% | e k| e
« Clinical PFS continued to favour ENZA over NSAA (HR=0.49; 95% CI 0.42 to 0.57; —_ 645 573 460 211 0 L VA ot s TP
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Figure 2: Overall survival by PSA < 0.2 at 7 months Figure 3: Prostate cancer and non-prostate cancer deaths by PSA at 7 months
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