
Darolutamide + ADT demonstrated a favorable benefit–risk profile 
in Chinese patients with nmCRPC, with effective treatment 

outcomes that were consistent with ARAMIS

INTRODUCTION
• In China, prostate cancer is the sixth most diagnosed cancer in men, accounting for 8.2% of new 

prostate cancer cases and 13.6% of prostate cancer-related deaths worldwide (age-standardized rate: 
4.6 deaths per 100,000)1

• Darolutamide is a structurally distinct and highly potent androgen receptor pathway inhibitor that 
significantly reduced the risk of metastasis by ~2 years and the risk of death by 31%, with a favorable 
safety profile compared with placebo in patients with nonmetastatic castration-resistant prostate cancer 
(nmCRPC) in the phase 3 ARAMIS trial2,3

– A prostate-specific antigen (PSA) reduction of ≥50% was seen in 84% of darolutamide patients2
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OBJECTIVE
• To evaluate the efficacy and safety of darolutamide + androgen deprivation therapy (ADT) in Chinese 

patients with high-risk nmCRPC from the China post-approval commitment (PAC) study 

PLAIN LANGUAGE SUMMARY
• This study looked at how well the combination of darolutamide and androgen-deprivation therapy worked in Chinese men with a type of prostate cancer that has not spread to other parts of the body, but continues to grow despite treatment to lower male 

hormone levels. This condition is known as nonmetastatic castration-resistant prostate cancer
• Chinese patients who took darolutamide were likely to achieve low prostate-specific antigen levels (a marker used to track prostate cancer) and had a lower risk of the cancer getting worse, compared with patients who didn’t take darolutamide (in the 

ARAMIS clinical study)
• Chinese patients receiving darolutamide reported no new medical problems (adverse events) and did not have to permanently stop darolutamide treatment
• Overall, darolutamide was effective and well-tolerated in Chinese patients with nonmetastatic castration-resistant prostate cancer, consistent with earlier findings from the ARAMIS study

Disclosures: The China PAC study was sponsored by Bayer.Acknowledgments: The authors thank the patients, their families, and all investigators involved in the 20693 China PAC study. Medical writing support was provided by Hameda Capitani, 
PhD, of Luna, OPEN Health Communications (London, UK), with financial support from Bayer HealthCare Pharmaceuticals (Whippany, NJ, USA).

CHINA PAC STUDY DESIGN

BASELINE CHARACTERISTICS

Total
(n=78)

Placebo 
(n=2)

Darolutamide
n=76Characteristic at baseline, full analysis set, n (%)

Age group, years
16 (20.5)1 (50.0)15 (19.7)<65 
29 (37.2)1 (50.0)28 (36.8)65–74 
24 (30.8)024 (30.8)75–84
9 (11.5)09 (11.8)≥85

ECOG PS
47 (60.3)2 (100)45 (59.2)0
31 (39.7)031 (40.8)1

Gleason total score at initial diagnosisa

72 (92.3)2 (100)70 (92.1)≥7
Prior hormonal therapy

13 (16.7)013 (17.1)1
65 (83.3)2 (100)63 (82.9)≥2

PSADT, months
68 (87.2)2 (100)66 (86.8)≤6 
10 (12.8)010 (13.2)>6 

2.78 (0.91–128.30)6.39 (4.31–8.47)2.73  (0.91–128.30)PSA, median (range), ng/mL
68 (87.2)2 (100)66 (86.8)PSA ≤10 ng/mL

50.70 (12.2–179.4)39.50 (20.1–58.9)50.70 (12.2–179.4)Time since initial diagnosis to start study drug, median (range), months

ADDITIONAL SECONDARY AND EXPLORATORY ENDPOINTS
• For all secondary and exploratory endpoints, median was not reached with low event rates at data cutoff

Summary
• Darolutamide + ADT demonstrated a deep and durable PSA response in Chinese patients with 

nmCRPC that was consistent with the ARAMIS study 
– 87% and 62% of patients achieved PSA50 and PSA90 at any time on study with a median maximum 

PSA reduction of -95.3% throughout the study
– The time to PSA progression analysis showed consistent and favorable treatment effects for 

darolutamide compared with the ARAMIS study
• Darolutamide was well tolerated, with no new safety concerns identified, supporting the established 

favorable safety profile of darolutamide
– The majority of TEAEs were Grade 1 or 2 in severity; the most commonly reported TEAEs (>10%) 

with darolutamide were anemia (22%), hyperuricemia (14%) and weight decreased (11%)
– No Grade 4 or 5 TEAEs and no TEAEs leading to permanent treatment discontinuations were reported

Darolutamide 
(ARAMIS, matched 
population, n=70)

Darolutamide 
(China PAC, EAS, n=71)a

Placebo
(ARAMIS, matched 
population, n=67)

Darolutamide 
(ARAMIS, matched 
population, n=70)

Placebo
(ARAMIS, matched 
population, n=67)

Darolutamide 
(China PAC, EAS, n=71)a

26.0
(18.4–NR)

NR
(22.9–NR)

3.8
(3.8–7.4)

26.0
(18.4–NR)

3.8
(3.8–7.4)

NR
(22.9–NR)

Median 
(months)

0.81 (0.40–1.62)
p < 0.0001

0.15 (0.09–0.26)
p < 0.0001

0.13 (0.07–0.25)
p < 0.0001

HR

PSA Response Rates

Evaluable analysis set (n=71): 71 patients had baseline and at least one post-baseline PSA assessment and had received at least one dose of darolutamide. Number of patients with missing percentages: Darolutamide, 0.
PSA, prostate-specific antigen; PSA50, prostate-specific antigen reduction of ≥50%; PSA90, prostate-specific antigen reduction of ≥90%. 

TTPSA Progression Propensity Score Matching: Propensity score matching was performed to demonstrate that the efficacy of darolutamide regarding time to PSA progression is comparable to that seen in the ARAMIS study. For this analysis, key 
demographic and important baseline characteristics were identified and used to match patients with similar characteristics from both studies. aEvaluable analysis set (n=71): 71 patients had baseline and at least one post-baseline PSA assessment 
and had received at least one dose of darolutamide. 
EAS, evaluable analysis set.; HR, hazard ratio’ NR, not reached; PSA, prostate-specific antigen; TTPSA, time to prostate-specific antigen.
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• The majority of PSA levels at baseline (87%) were ≤10 ng/mL with a median PSA of 2.7 ng/mL 
(range, 0.9–128.3) in the darolutamide group, which was substantially lower compared to 9.0 ng/mL 
(range, 0.3–858.3) in the ARAMIS intent-to-treat patient population2  

Full analysis set (n=78): 31 patients were randomized to receive darolutamide and 14 patients to receive placebo during the double-blind period. During the open-label period, an additional 33 patients were enrolled to receive darolutamide and were 
all included. a5 (6.6%) patients had a Gleason score of <7 and 1 (1.3) patients had “missing/not assessed” data for Gleason total score at initial diagnosis in the darolutamide arm
ADT, androgen deprivation therapy; ECOG PS, Eastern Cooperative Oncology Group performance status; PSA, prostate-specific antigen; PSADT, PSA doubling time. 

Evaluable analysis set (n=71): 71 patients had baseline and at least one post-baseline PSA assessment and had received at least one dose of darolutamide.
NE, not evaluated; PSA, prostate-specific antigen. 

• The China PAC study was conducted at 29 centers as a single-arm, open-label study 
• Following the implementation of new prostate cancer treatment guidelines, clinical practice, and access 

in China, the study protocol was amended (protocol amendment 3) to change the study design from a 
randomized, double-blind, placebo-controlled study to a single-arm, open-label study of darolutamide in 
combination with standard ADT

• Propensity score matching was conducted to compare time to PSA progression with ARAMIS. Key 
demographic and important baseline characteristics were identified and used to match patients with 
similar characteristics from both studies

Time to PSA Progression

Darolutamide (n=71)

Evaluable analysis set Events, n (%)Median, months

9 (12.7)NETime to initiation of subsequent systemic anticancer therapy

1 (1.4)NETime to first symptomatic skeletal event

1 (1.4)NETime to initiation of first cytotoxic chemotherapy

8 (11.3)NEMetastasis-free survival

14 (19.7)NEProgression-free survival

1 (1.4)NEOverall survival

PSA <0.2 ng/mL response rates

32 (45.1)Week 12

34 (47.9)Week 24

39 (54.9)At any time

Median (range)Evaluable analysis set
0.3 (0.0–90.1)PSA at 12 weeks (ng/L)

-91.4 (-100.0–175.4)Percent change from baseline at week 12

0.2 (0.0–800.0)PSA at 24 weeks (ng/L)

-93.0 (-100.0–523.5)Percent change from baseline at week 24

-95.3 (-100.0–171.5)Max % decline from baseline at any time on study

87.3%
62.0%

PSA50 PSA90
At any time

Primary endpoint 
• PSA50
Secondary endpoints 
• PSA90
• Safety 
Exploratory endpoints
• TTPSA progression
• Time to initiation of first systemic anti-cancer 

therapy
• MFS by investigator assessment
• Time to the first symptomatic skeletal event 
• OS
• PFS by investigator assessment
• Time to initiation of first cytotoxic chemotherapy 

for prostate cancer
• Rates of PSA <0.2 ng/mL

Primary completion data cutoff date: December 27, 2024. 
aThese patients were included only if they met the criteria of PSADT ≤10 months before transitioning to open-label darolutamide treatment.
ADT, androgen-deprivation therapy; BID, twice a day; CO, crossover; DB, double-blind; MFS, metastasis-free survival; mo, months; OL, open-label; OS, overall survival; PA3, protocol amendment 3; PFS, progression-free survival; PSA, prostate-
specific antigen; PSA50, prostate-specific antigen reduction of ≥50%; PSA90, prostate-specific antigen reduction of ≥90%; SAF, safety analysis set; TTPSA, time to prostate-specific antigen. 

Participants who met eligibility and were enrolled prior to PA3
First patient enrolled: November 30, 2021 

Randomization 2:1 (stratified by PSADT ≤6 vs >6 mo)
n = 45

Darolutamide 600mg DB
(2x300mg BID) + ADT

n = 31

Placebo + ADT DB
n = 14

Darolutamide DB+OL
n = 64 (SAF=64)

Placebo-Darolutamide CO
n = 12 (SAF=12)

An additional 33 patients 
enrolled for OLa

2 patients were 
not included in OLa

Unblinding if PSA progression or PA3 implementation
Primary completion cutoff date: December 27, 2024

DB period

OL period

Last patient, last visit: February 24, 2025

Placebo
(DB, n=14)

Placebo
(CO, n=12)

Darolutamide
(DB + OL, n=64)

Darolutamide
(DB, n=31)n, % (safety analysis set)

9 (64.3)11 (91.7)55 (85.9)27 (87.1)Any TEAE

9 (64.3)9 (75.0)46 (71.9)24 (77.4)Grade 1 or 2

Worst grade 02 (16.7)9 (14.1)3 (9.7)Grade 3

0000Grade 4 or 5

02 (16.7)5 (7.8)1 (3.2)Serious

004 (6.3)2 (6.5)Leading to dose modification of darolutamide

0000Leading to discontinuation of darolutamide

Safety analysis set (n=78): All patients from the full analysis set who received at least one dose of darolutamide or placebo.
CO, crossover; DB, double-blind; OL, open-label; TEAE, treatment-emergent adverse event. 

TEAE Overview

Placebo
(DB, n=14)

Placebo
(CO, n=12)

Darolutamide
(DB + OL, n=64)

Darolutamide
(DB, n=31)

Preferred term, 
safety analysis set EAIR (per 

100 patient 
years)

n (%)
EAIR (per 

100 patient 
years)

n (%)
EAIR (per 

100 patient 
years)

n (%)
EAIR (per 

100 patient 
years)

n (%)

128.39 (64.3)79.111 (91.7)73.955 (85.9)101.827 (87.1)Any TEAE

28.52 (14.3)21.63 (25.0)18.814 (21.9)26.47 (22.6)Anemia

000012.19 (14.1)18.85 (16.1)Hypercupremia 

14.31 (7.1)14.42 (16.7)9.47 (10.9)7.52 (6.5)Weight decreased

28.52 (14.3)14.42 (16.7)6.75 (7.8)3.81 (3.2)Urinary tract infections

00005.44 (6.3)15.14 (12.9)COVID-19

007.21 (8.3)5.44 (6.3)7.52 (6.5)Electrocardiogram QT 
prolonged

00005.44 (6.3)7.52 (6.5)ALT increased 

00005.44 (6.3)3.81 (3.2)Urinary tract obstruction 

00004.03 (4.7)11.33 (9.7)Hyperhidrosis 

00004.03 (4.7)11.33 (9.7)Rash

00004.03 (7.4)7.52 (6.5)Hypokalemia 

14.31 (7.1)004.03 (7.4)7.52 (6.5)Upper respiratory tract infection

14.31 (7.1)004.03 (7.4)7.52 (6.5)Dizziness 

0028.84 (33.3)4.03 (7.4)3.81 (3.2)Hematuria 

Safety analysis set (n=78): All patients from the full analysis set who received at least one dose of darolutamide or placebo.
CO, crossover; DB, double-blind; EAIR, exposure-adjusted incidence rate; OL, open-label; TEAE, treatment-emergent adverse event.

Most Common TEAEs


