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K E Y  T A K E A W A Y S

ATLAS enrollment is complete. Participants 
are patients with high-risk and very high–risk 
prostate cancer planned for primary RT in 
clinical practice

ATLAS is evaluating if intensifying hormonal 
therapy with APA improves MFS in conjunction 
with diff erent types of primary RT

C O N C L U S I O N S

Baseline characteristics demonstrate high- and 
very high–risk features of prostate cancer and pelvic 
nodal involvement in patients undergoing primary RT
in clinical practice

The RT schedules applied refl ect recent evidence and 
guideline changes for the use of hypofractionation in 
this patient population 

ATLAS is an example of how RT can be included in 
phase 3 trials of HRLPC in combination with 
next-generation hormonal therapy  
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I N T R O D U C T I O N

 Current management of HRLPC includes long-term ADT with primary 
RT1,2 (Table 1)

 Despite defi nitive primary treatment, these patients have a high risk 
of metastasis and death

 The phase 3 ATLAS study (NCT02531516) is investigating the benefi t 
of adding APA to gonadotropin-releasing hormone agonist (GnRHa) 
and external beam radiation therapy (EBRT) in high-risk patients 
(Figure 1)

 The study is fully enrolled and ongoing at 255 sites in 24 countries

O B J E C T I V E S

 To describe the distribution of baseline characteristics in this high-
risk patient population enrolled in ATLAS 

 To describe the application of diff erent RT regimens refl ecting recent 
international guidelines and clinical practice changes for patients 
with HRLPC

M E T H O D S

 Patients were randomized to receive APA or PBO throughout a 
30-cycle treatment phase. All patients received concurrent GnRHa 
and primary RT as standard of care. The control PBO group also 
received bicalutamide neoadjuvant and concurrent with RT (Figure 1) 

 Collection of positron emission tomography (PET) imaging (prostate-
specifi c membrane antigen, fl uciclovine, or choline) was added to 
the protocol to guide treatment of patients with biochemical failure 
(BCF) or progressive disease after defi nitive RT and hormonal 
therapy

 Patient-reported outcomes are being collected to evaluate the eff ect 
of adding APA to GnRHa on symptoms, function, and health-related 
quality of life

A T L A S  P A T I E N T  D E M O G R A P H I C S  A N D  C H A R A C T E R I S T I C S

FIGURE 1: ATLAS study design

Screening (≤35 days) Treatment phase: 28-day cycles ±2 days

Conventional imaging
PSA and testosterone testing for BCFc

Conventional and PET imaging initiated at BCFc

Patients Neoadjuvant to RT
(Cycles 1-2)

Concurrent with RT
(Cycles 3-4)

Adjuvant to RT
(Cycles 5-30)
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+ GnRHa

Primary end point
metastasis-free survival (MFS)

Time from randomization to first
occurrence of radiographic bone or
soft tissue distant metastasis by BICR,
incidental pathologic finding of distant
metastasis, or death from any cause

Secondary end points

Key
• Event-free survival
• Time to PSA
 progression
• Overall survival 

Other
• Time to next local or
 systemic treatment
• Time to distant metastasis
• MFS by conventional
 or PET imaging

Other end points
• Time to SREs
• Time to chronic opioid use
 for pain from any cause 
• Time to testosterone recovery
• PFS on the next line of treatment
• Time to CRPC
• Time to BCF

• Change from baseline over time in
 pain score,  symptoms and function,
 health-related quality of life
• Proportion of patients with PSA 
 ≤0.5 ng/mL at Cycle 11
• Time to local/regional recurrence
• No evidence of disease at 4 years
 post randomization

Long-term follow-up

• PSA and testosterone levels
 monitored every 3 months until 
 distant metastasis by BICR 
• Conventional imaging every
 6 months until distant
 metastasis by BICR or death 
• PET imaging every 6 months
 until distant metastasis on
 PET or conventional imaging
 by BICR or death

1:1 
(N=1503)

Rb

• HRLPCa

• ECOG PS 0/1
• CCI ≤3
• Candidates for primary RT
• No distant metastasis,
 history of bilateral
 orchiectomy, pelvic 
 radiation, or seizure

BICR, blinded independent central review; CCI, Charlson comorbidity index; CRPC, castration-resistant prostate cancer; ECOG PS, Eastern Cooperative Oncology Group performance status; 
PFS, progression-free survival; QD, daily; R, randomization; SRE, skeletal–related event.
aHigh-risk localized or locally advanced prostate cancer (with or without N1 disease) defi ned by 1 of the following at diagnosis: 1) Gleason score of ≥8 and ≥cT2c, or 2) Gleason score of 7 and 
PSA ≥20 ng/mL and ≥cT2. bPatients were stratifi ed by Gleason score, pelvic nodal status, use of brachytherapy boost, and region. cDefi ned by 2 ng/mL increase in PSA over the nadir achieved 
after completion of RT treatment.

TABLE 1: Treatment outcomes from current management of HRLPC

Patients

Patients treated with RT alone

Clinical disease-free survivala 23%3

Patients treated with RT and ADT

Clinical disease-free survivala 48%3

Biochemical-free survivalb 74%4

PSA, prostate-specifi c antigen. aTime to fi rst clinical progression (local, local and 
regional, distant, local and distant, or local, regional, and distant) and/or death 
from any cause. bNo PSA recurrence (PSA ≥2 ng/mL above nadir) or death from 
prostate cancer.
Values are cumulative 10-year data.

N=1503
Age, mean (SD), yrs 66.8 (6.7)

Race, n (%)

White 1130 (75)

Asian 137 (9)

Black or African American 86 (6)

Other 150 (10)

Region, n (%)

North America 195 (13)

Europe 571 (38)

Other 737 (49)

Tumor stage at diagnosis, n (%)

T2c 662 (44)

T3 757 (50)

T4 83 (6)

Regional lymph node stage N1 
at diagnosis, n (%) 193 (13)

N=1503
Gleason score, n (%)

≥8 1065 (71)

7 438 (29)

ECOG PS, n (%)

0 1337 (89)

1 166 (11)

CCI, n (%)

0-1 169 (11)

2 583 (39)

3 747 (50)

PSA, mean (SD), ng/mL 20.6 (43)

Used systemic therapy prior
to randomization, n (%)a 692 (46)

Time from diagnosis to 
randomization, mean (SD), mos 3.6 (3)

Patient baseline characteristics Radiation therapy schedules during ATLAS

aGnRHa could be started up to 3 months prior to 
treatment Cycle 1.

EBRT
combined with
brachytherapy

Standard EBRT
to prostate/pelvis

over 6-8 weeks

Hypofractionation 10%

6%

90%

Patients (%)
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