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PACE B trial schema & endpoints
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PACE-B statistical design

* Non-inferiority design
* 80% power to exclude a critical hazard ratio 1.45 (1-sided 5% alpha)
» 858 participants required

* Time point of primary interest is 5 years from randomisation
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Baseline characteristics

CRT SBRT Total
N=441 N=433 N= 874
Age (years): Median (IQR) 70 (65.6, 73.9) 70 (65.4, 74.1) 70 (65.4, 74.0)
Risk group Low 10% 9% 9%
Intermediate 90% 91% 91%
Gleason 3+3 20% 15% 18%
3+4 80% 85% 82%
PSA (ng/mL) <10 69% 69% 69%
10- 20 31% 31% 31%
T — Stage Tlc 10% 11% 11%
T2a 31% 25% 28%
T2b 15% 21% 18%
T2c 44% 43% 43%
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Biochemical/clinical failure — primary endpoint
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Years from randomisation

Number at risk (events)
CRT 441 (3) 423 (5) 412 (3) 403 (3) 387 (8) 351 (7) 191
SBRT 433 (3) 418 (3) 405 (3) 396 (4) 380 (4) 350 (2) 203
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Biochemical/clinical failure — primary endpoint

Biochemical or clinical failure CRT SBRT
N=441 N=433

Number of events 35 25
94.6% 95.8%

- - | Y)

KM 5-year event-free estimate (95% Cl) (91.9, 96.4) (93.3, 97.3)

Unadjusted HR (90% Cl) 0.73 (0.47, 1.12)

Pr(HR<1.45) p=0.004

Log rank p-value p=0.22

Absolute difference at 5 years (90% Cl) 1.44% (-0.63, 2.81)
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CTCAE GU toxicity
— up to 5 years

CTCAE GU CRT SBRT P-value
at 5 years N (%) N (%)

Grade 0/1 | 335(94.1) | 325(91.5) 0.19
Grade 2+ 21 (5.9) 30 (8.5)
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Looking at PACE A and B together

AMERICAN SOCIETY FOR RADIATION ONCOLOGY (ASTRO) 2023 ANNUAL MEETING



The RACE trjals
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Results: urinary incontinence

Proportion of patients using any urinary pads at 2 years

Surgery
15/32 (46.8%)
P=<o0.001
Pre-specified
significance
level: 5%
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Results: EPIC bowel bother subdomain score

Mean (sd) bowel bother subdomain score at 2 years

Surgery: 97.3 (5.5)

pP=<0.001

Pre-specified
significance
level: 5%
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Results: Sexual function

Epic sexual bother subdomain score at 2 years

Surgery: 29.3 (20.5))
pP=<0.001
Pre-specified
significance
level: 5%
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EPIC sexual subdomain scores up to 2 years
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Conclusions

 SBRT should be considered a new
Standard of care in low and
favourable intermediate risk prostate
cancer

» Patients being offered surgery should be
given information from these trials
before deciding on treatment options
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