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Clinical case and 
evidences from literature



Clinical case:

L.A. 61 yo

Medical History:
Arterial hypertension
Smoking (15/day from 25 years)
Weight 71 Kg, H 168 cm.

Oncology History:
Apr 2003 PSA=8.1
Apr 2003 Prostate biopsy. 
Histology: prostate adenocarcinoma, Gleason score 7 (4+3). 

May 2003 Radical prostatectomy and lymph node dissection
Histology: Prostate adk Gleason score 8 (4+4) with the focal extension to right seminal 
vesicles. No lymph node spread (0/29). pT3b, N0 (High risk d’Amico)

June 2003 PSA<0.008  Patient starts follow up.

Jan 2006 PSA=0.27
Feb 2006 Salvage RT (64 Gy)
Patient restarts follow up until 2013.



Clinical case:

Oncology History:
26 Mar 2013 Hospitalization to the ER due to 
back pain
26 March 2013 CT scan: Bone lesion in the 
pelvis and spine. Mediastinal and retroperitoneal 
lymph-nodes (about 1 cm). Small solid 
noncalcified pulmonary node in inferior right lobe 
(12 mm).



Clinical case:

27 Mar 2013 PSA=64

02 Apr 2013 Starting ADT 
(Bicalutamide + Triptoreline)

11 Apr 2013 Bone Scan: Bone 
lesions in the cranium, dorsal to 
lumbar spine, pelvis, ribs, 
humerus.



Clinical case:

07 Oct 2013 PSA=0.7
27 Mar 2014 PSA=1.1
22 Oct 2014 PSA=1.8
21 Dec 2014 PSA=3.6
07 Jan 2015 PSA=6.8; Testosterone 16 ng/dl; 

Patients status: 73 yo, ECOG=1 due to back pain NRS=3/10, W 76 Kg, 

Blood test Value Normal rage

Hemoglobin 12.3 13.5 – 17.5

PLT 367 150 - 400

Ca 9.3 8.4 – 10.4

ALP 278 50 - 130

PSA 6.8



Clinical case:

Jan 2015Apr 2013



Clinical case:

Jan 2015Apr 2013



Clinical case:

What is the best treatment for this patients?

• Abiraterone

• Docetaxel 75 mg/m2, 3 weekly

• Docetaxel 50 mg/m2, 2 weekly

• Enzalutamide

• Radium 223



The COU-302 Trial: Study design

First-line mCRPC, Evidences from the literature: Abiraterone

AA 1000 mg daily
Prednisone 5 mg BID

(n = 546)

Co-Primary:

• rPFS by central review

• OS

Secondary:

• Time to opiate use 
(cancer-related pain)

• Time to initiation of 
chemotherapy

• Time to ECOG-PS 
deterioration

• TTPP

Efficacy end points

Placebo daily
Prednisone 5 mg BID

(n = 542)
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1:1

• Progressive chemo-
naïve mCRPC 
patients
(Planned N = 1088)

• Asymptomatic or 
mildly symptomatic

Patients

Ryan C et al. N Engl J Med 2013;368:138-48.



First-line mCRPC, Evidences from the literature: Abiraterone

The COU-302 Trial: results

Pbo ABI

Median OS, mos 30.3 34.7

HR 0.81

95% CI 0.70-0.93

P value .033

Pbo ABI

Median PFS, mos 8.3 16.5

HR 0.53

95% CI 0.45-0.62

P value < .001

OS PFS

Ryan C et al. N Engl J Med 2013;368:138-48.



First-line mCRPC, Evidences from the literature: Abiraterone

The COU-302 Trial: Population

Ryan CJ et al. Lancet Oncol 2015; 16: 152–60 



First-line mCRPC, Evidences from the literature: Docetaxel

The TAX 327 and SWOG 99-16 Trials: results

SWOG 99-16: Docetaxel/estramustine 

improved median survival by 2 mos vs 

mitoxantrone/prednisone[2]

TAX-327: Docetaxel improved survival and rates 

of response in terms of pain, PSA level, and 

quality of life vs mitoxantrone/prednisone[1]

Tannock TF, et al. N Engl J Med. 2004;351:1502-1512.  

Petrylak DP, et al. N Engl J Med. 2004;351:1513-1520.

Tannock TF, et al. Lancet Oncol 2013; 14: 760–68 
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First-line mCRPC, Evidences from the literature: Docetaxel

The TAX 327 Trial: population



First-line mCRPC, Evidences from the literature: Docetaxel

The Firstana Trials: study design and results

Oudard S et al. J Clin Oncol. 2017;35:3189-3197.



First-line mCRPC, Evidences from the literature: Docetaxel

The Firstana Trials: Population

Oudard S et al. J Clin Oncol. 2017;35:3189-3197.

60% of patients 
had pain at 
baseline



First-line mCRPC, Evidences from the literature: Enzalutamide

The PREVAIL Trial: Study design

Enzalutaide 160 mg daily
(n = 872)

Co-Primary:

• rPFS by central review

• OS

Secondary:

• Time to opiate use 
(cancer-related pain)

• Time to initiation of 
chemotherapy

• Time to ECOG-PS 
deterioration

• TTPP

Efficacy end points

Placebo daily
(n = 845)

R
A
N
D
O
M
I
Z
E
D

1:1

• Progressive chemo-
naïve mCRPC 
patients
(Planned N = 1717)

• Asymptomatic or 
mildly symptomatic

Patients

Beer TM et al. N Engl J Med. 2014;371:424-33



First-line mCRPC, Evidences from the literature: Enzalutamide

The PREVAIL Trial: results

Pbo ENZ

Median OS, mos 31.3 35.3

HR 0.77

95% CI 0.47-0.88

P value <.001

Pbo ENZ

Median PFS, mos 5.4 20.0

HR 0.32

95% CI 0.28-0.36

P value <.001

Beer TM et al. Eur Urol. 2017;71:151-154.

OS PFS



First-line mCRPC, Evidences from the literature: Enzalutamide

The PREVAIL Trial: population

Beer TM et al. Eur Urol. 2017;71:151-154.



First-line mCRPC, Evidences from the literature: RAD-223

The ALSYMPCA Trial: Study design

Parker C, et al. N Engl J Med. 2013; 369: 213-23.



First-line mCRPC, Evidences from the literature: RAD-223

The ALSYMPCA Trial: Results

Ra223 Pbo

Median OS, mos 14.4 11.3

HR 0.70

95% CI 0.56-0.88

P value .002

Ra223 Pbo

Median PFS, mos 16.1 11.5

HR 0.69

95% CI 0.52-0.92

P value .01

Hoskin P, et al. Lancet Oncol 2014; 15: 1397–406



First-line mCRPC, Evidences from the literature: RAD-223

The ALSYMPCA Trial: Population



Thank you
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