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Purpose/Objective(s): Treatment selection for localised prostate cancer (LPCa) is often influenced by expected functional outcomes, assuming comparable cancer control between treatments. Randomised evidence comparing efficacy of radical prostatectomy and stereotactic body radiotherapy (SBRT) is lacking.
Materials/Methods: PACE (NCT01584258) is phase III, open label, multicohort randomised controlled trial. In PACE-A, men with LPCa (cT1-T2, Gleason score =3+4, PSA =20 ng/mL) who were suitable candidates for prostatectomy were randomised (1:1) to SBRT or prostatectomy. SBRT was delivered to 36.25 Gy in 5 fractions over 1-2 weeks. Prostatectomy could be open, laparoscopic, or robot assisted. Androgen deprivation therapy was not permitted. Freedom from biochemical/clinical failure (BCF), based on PSA rises (nadir+2ng/ml or >0.2 ng/ml post radiotherapy or prostatectomy) or commencement of ADT or recurrence or metastases or prostate cancer death was analysed using Cox proportional hazards and log-rank test by intention to treat. 
Results: 123 patients were randomised from 8 centres between August 2012 and February 2022 (60 prostatectomy, 63 SBRT). Baseline characteristics were well-balanced between groups. Median age was 65.5 years (IQR 60.5-68.6), median pre-treatment PSA was 7.9ng/mL (IQR 5.9-11.0), 5.7% and 94.3% of patients had low/intermediate-risk disease, respectively.
With median follow-up of 8 years (IQR: 6.1 – 8.0), 13 BCF events had occurred (5 SBRT, 8 prostatectomy), unadjusted hazard ratio 0.48 (95% CI 0:16-1.46; p=0.18). The estimated absolute difference at 5 years (based on the HR) is 3.1% (95% CI -2.6, 5.0) with 5-year BCF-free rates 94.8% (84.6, 98.3) and 94.1% (82.6, 98.1) for SBRT and prostatectomy. 8-year rates were 91.2% (80.1, 96.2) and 83.7% (68.4, 92.0). Subsequent treatment for progression included surgery in 1 SBRT patient and radiotherapy in 5 prostatectomy patients. ADT was administered to 5 patients (3 prostatectomy, 2 SBRT).
At 5 years, using Expanded Prostate Cancer Index Composite 26-item (EPIC-26) questionnaire, use of =1 urinary pad was reported by 3/36(8.3%) SBRT patients and 14/29(48%) prostatectomy patients. 1/28(3.6%) prostatectomy patient and 0 SBRT patients reported moderate/big bowel function problem.
Clinician reported CTCAE grade =2 gastrointestinal side effects were reported by 1/54(2%) patient receiving SBRT and 0 prostatectomy patients. Grade =2 genitourinary side effects occurred in 2/53 (3.8%) receiving SBRT and1/40 (2.5%) patients undergoing prostatectomy.

Conclusion: With long-term follow-up, both prostatectomy and SBRT achieved excellent biochemical control in patients with localised prostate cancer. These findings support SBRT as an effective non-surgical treatment option with comparable long-term disease control to prostatectomy.

