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Uomo di 67 anni 

 

28.03.2018 TC addome con mdc: 

multiple linfoadenomegalie in sede retroperitoneale, lungo il decorso dell'aorta e degli assi 

vascolari iliaci, il maggiore in sede para-aortica sinistra di circa 48 x 40 mm all'altezza della 

vena renale.  

Prostata aumentata di dimensioni (55 x 45 mm), disomogenea, con impronta sul pavimento 

vescicale da parte del lobo medio.  

A livello del secondo forame sacrale sinistro si apprezza formazione tissutale con densita' 

dei tessuti molli disomogeneamente ipodensa, con dismogenea e minima impregnazione 

post-contrastografica, lievemente maggiore in fase tardiva, di circa 45 x 35 mm. La 

neoformazione descritta determina aumento del calibro del forame sacrale, senza tuttavia 

determinare grossolani fenomeni erosivi sulla corticale ossea.   

 

                Comparsa di reazione allergica a mezzo di contrasto, con sintomi respiratori. 

 

09.05.2018 biopsia prostatica: adenocarcinoma prostatico di alto grado, Gleason Score 10 

(5+5) 

 

PSA 2.29 ng/mL 

• Start from clinics: 
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• Start from clinics: 

05.06.2018 fibrobroncoscopia                 quadro compatibile con metastasi di adenocarcinoma 

prostatico poco differenziato. 
What about 

literature? 

PET-colina: 

  

• noduli polmonari 

 

• multiple linfoadenopatie sovra e sotto-

diaframmatiche 

 

• iperaccumulo del radiofarmaco a livello della 

prostata con estensione alle vescichette seminali 

 

• plurime lesioni ossee (ala iliaca, emisacro dx, 

ischio dx, grande trocantere sn) 
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• Chemotherapy 

OVERALL 

POPULATION 

Median OS was  

58.9 months  

in the group given ADT + docetaxel  

VS  

54.2 months  

in that given ADT alone.  
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• Chemotherapy 

HIGH VOLUME 

DISEASE 

LOW VOLUME 

DISEASE 

CHAARTED definition of high-volume 

disease: 

 

-Visceral metastases or 

- ≥ 4 bone lesions with ≥1 beyond the 

vertebral body and pelvis 
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• Chemotherapy 

Median OS 

71 months (IQR 32 - not reached) for SOC-only 

VS 

81 months (41 - not reached) for SOC + Doc  

(HR 0.78, 95% CI 0.66–0.93; p=0.006) 



AIOM Giovani 2019 

• Hormone therapy 

Combination therapy 

ADT 

alone 

Combination therapy 

ADT 

alone 

3-year survival  

83% in the ADT+ Abiraterone group 

VS 

 76% in the ADT-alone group  

(HR for death, 0.63; 95% CI 0.52-0.76; 

p<0.001) 
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• Hormone therapy 

median OS 53.3 months vs 36.5 

months 

High risk defined as meeting at least  

2 of 3 high risk criteria: 

 

- Gleasone score ≥8 

- Presence of ≥3 lesions on bone scan 

- Presence of measurable visceral 

lesion 
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What is better for hormone-sensitive 

patients? 

 

Starting chemotherapy or hormone-

therapy? 
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• Abiraterone or Docetaxel?: 
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Worst adverse events 

• Abiraterone or Docetaxel?: 

This is not a true randomized trial (only a part) 
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• Abiraterone or Docetaxel?: 

OS metastases-free 

survival 

PF

S 

skeletal-related 

events 
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GETUG-AFU 15 CHAARTED STAMPEDE (arm 

G) 

LATITUDE ENZAMET TITAN 

DRUG Docetaxel Docetaxel Abiraterone Abiraterone Enzalutamide Apalutamide 

PATIENTS 385 790 1917 1199 1125 1052 

INTERVENTI

ON (1:1) 

ADT+ DOCE  

Vs 

ADT 

ADT+ DOCE  

vs  

ADT 

ADT+ ABI/P  

vs  

ADT + placebo 

ADT+ ABI/P  

vs  

ADT + placebo 

ADT+ ENZA  

vs  

ADT+ NSAA 

ADT+ APA  

vs  

ADT + placebo 

KEY I/E • Newly diagnosed 

(de novo) and 

metastatic (prior 

local therapy) 

 

• ADT or chemo 

for 

neoadjuvant/adjuv

ant discontinued ≥ 

12 months prior to 

enrollment 

 

• ADT initiation for 

metastatic disease 

≤ 2 months before 

enrollment 

 

• No prior chemo 

for metastatic 

disease 

• Newly diagnosed 

(de novo) and 

metastatic (prior 

local therapy) 

 

• ADT for adjuvant 

up to 24 months 

and progression > 

12 months after 

completion 

 

• ADT for 

metastatic disease, 

if initiaded, < 120 

days prior to 

randomization and 

no progression 

•  Newly 

diagnosed (de 

novo) and 

metastatic (prior 

local therapy) 

 

• High risk locally 

advanced: 

-T3 or T4 

- GS 8-10 

- PSA ≥40 ng/mL 

 

• High risk 

relapsed 

disease: 

-PSA ≥4 ng/mL 

and PSADT < 6 

months 

- PSA ≥ 20 ng/mL 

- 

nodal/metastatic 

relapse 

-ADT exposure < 

12 months total 

and > months 

without treatment 

• Newly 

diagnosed  (de 

novo) only 

 

• High risk: 

-GS ≥ 8 

-Bone lesions  

3 

-Measurable 

visceral 

metastasis 

 

• ADT 

exposure < 3 

months 

• Newly 

diagnosed (de 

novo) and 

metastatic (prior 

local therapy) 

 

• ADT for met 

disease, if 

initiated: <12 

weeks prior to 

randomization 

and no PSA 

progression 

 

• ADT for 

adjuvant up to 24 

months and 

progression > 12 

months after 

completion 

 

• Up to 2 cycles 

Docetaxel 

•  Newly diagnosed 

(de novo) and 

metastatic (prior 

local therapy) 

 

• ECOG 0-1 

 

• ≥ 1 bone lesion 

 

• ADT exposure < 3 

months 

 

• Up to 6 cycles of 

Docetaxel within 2 

months of 

enrollment (SD 

post-docetaxel) 

 

• RT, surgery and 

up to 6 months 

ADT allowed for 

met disease 

 

• ADT for 

neoadjuvant/adjuva

nt < 36 months of 

duration and ≥ 12 

months before 

enrollment 

 

•EXCLUDED if 

visceral met are the 

only site of 

metastasis  

• mHSPC trial 

summaries: 
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• Hormone therapy: latest 

news 

Presented By Christopher Sweeney at 2019 ASCO Annual Meeting 
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Presented By Kim Chi at 2019 ASCO Annual Meeting 

• Hormone therapy: latest 

news 
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Presented By Celestia Higano at 2019 ASCO Annual Meeting 

• Hormone therapy: latest 

news 
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• Clinical practice 
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• Newly diagnosed metastatic prostate 

cancer 

• Gleason Score 10 

• 5 bone lesions 

• visceral lesions 

High volume and high risk disease 

 

 

• Clinical 

characteristics: 
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11.06.2018 avvio di Enantone 11.25 mg ogni 3 mesi + Bicalutamide 50 mg per 1 

mese 

 

Dal 10.07.2018 effettuati 6 cicli di Docetaxel 75 mg/mq, con ottima tolleranza 

 

 

 

23.11.2018 PSA 1.28 ng/mL 

 

05.12.2018 PET- colina 

 

• Start from clinics: 
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• Start from clinics: 

31/05/2018 24/11/2018 

Follow-up con: 

- esame clinico 

- dosaggio periodico di PSA e 

testosterone 

- PET-colina (paziente allergico a mdc 

TC) 

• riduzione del gradiente 

metabolico in corrispondenza 

delle lesioni polmonari e 

linfonodali; 

• lieve riduzione nella 

captazione di alcune lesioni 

scheletriche, persistenza di 

altre 
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28.01.19 PSA 0.45 ng/mL , testosterone 0.09 nmoli/L 

 

 

05.02.2019 rialzo della creatinina (1.57 mg/dL) con successivo riscontro 

ecografico di idroureteronefrosi sinistra 

 

 

13.02.2019 posizionamento di nefrostomia sinistra 

 

 

29.03.2019 PET-colina 

 
 

• Start from clinics: follow-

up 
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• Start from clinics:  

31/05/2018 24/11/2018 29/03/2019 



AIOM Giovani 2019 

 

10.04.2019 PSA 1.1 ng/mL, testosterone 0.09 nmoli/L 

 

12.04.2019 visita oncologica: 

comparsa di dolore a livello dell’emibacino sinistra, con necessità di avviare terapia con 

Ossicodone 

 

 

 

• Start from clinics: 
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• Castration resistance: 

What about sequences? 

La definizione di malattia resistente alla castrazione si applica a un 

gruppo di pazienti piuttosto eterogeneo, sia dal punto di vista clinico che 

biologico: 

 

• affetti prevalentemente da malattia localmente avanzata o metastatica, 

 

• in progressione dopo un trattamento di prima linea con deprivazione 

androgenica (ADT), 

 

• purchè sia presente una condizione di soppressione gonadica 

“ottimale” (testosterone ≤ 0.5 ng/mL) 

…decidiamo di iniziare una nuova 

terapia... 
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• What about sequences? 

Docetaxel rechallenge in ADT + docetaxel arm 

(GETUG 15) 

First-line: 20 pts, ≥50%  PSA decline in 20% 

First+second-line: 29 pts, ≥50%  PSA decline  14% 

Docetaxel in ADT alone arm  (GETUG 15) 

First-line: 66 pts, ≥50%  PSA decline in 38% 

First+second-line: 80 pts, ≥50%  PSA decline in 

45%  
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• What about sequences? 

ABI/ENZA in ADT+docetaxel arm (GETUG 15) 

First+second-line: 19 pts, ≥50%  PSA decline in 53%  

- In pts treated upfront with 

ADT+docetaxel for mHSPC, 

docetaxel «rechallenge» in mCRPC 

did not give unexpected toxicity but 

limited efficacy (≥50%  PSA decline  

14%)  

 

- preliminary data about the use of 

AA/ENZA for mCRPC support 

maintained efficacy 

 

- Is there any room for cabazitaxel as 

first-line treatment in this sub-group 

of pts? 
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• What about sequences? 

hypotesis 
Metastatic  

Hormone-Sensitive 

prostate cancer 

ADT  

+ 

 Docetaxel 

Docetaxel 

Cabazitaxel 

Enzalutamid

e 

Abiraterone 

Riutilizzo di una terapia attiva 

vs 

Stessa strategia con un farmaco  

più potente 

Strategia 

differente 

Metastatic  

Castration-

resistance prostate 

cancer I line 

Metastatic  

Castration-

resistance prostate 

cancer II line 

Abi/Enza 

Cabazitaxel 

Metastatic  

Castration-

resistance prostate 

cancer III line 

Enzalutamid

e 

Abiraterone Abi/Enza 

Cabazitaxel 

Abi/Enza 

Cabazitaxel 
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ADT  

+ 

 

Abiraterone** 

Metastatic  

Hormone-Sensitive 

prostate cancer 

Docetaxel 

Enzalutamid

e 

Metastatic  

Castration-

resistance prostate 

cancer I line 

Metastatic  

Castration-

resistance prostate 

cancer II line 

Enzalutamid

e 

Docetaxel 

** Abiraterone non è al momento rimborsato in Italia per tale 

indicazione! 

Cabazitaxel 

Metastatic  

Castration-

resistance prostate 

cancer III line 

Enzalutamid

e 

Cabazitaxel 

Cabazitaxel 

• What about sequences? 

hypotesis 
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• The best choice… 

• Al momento, nessuna evidenza supporta la 

superiorità di un farmaco rispetto all’altro 

 

• La scelta dipende da: 

 

                           

sintomi 

ECOG PS 

comorbidità 

aspettativa di vita 

qualità della vita 

tumor burden 

localizzazione delle metastasi 
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• Start from clinics: 

23.04.2019 avviata terapia con: 

• Enzalutamide 160 mg/die 

• Acido zoledronico 4 mg q28 

 

 

Effettuata inoltre valutazione multidisciplinare di osteo-oncologia: 

- non indicazione ad ortesi 

- non indicata radioterapia 

 

 

A breve in programma rivalutazione strumentale, tuttavia possiamo dire 

di aver ottenuto, ad oggi: 

-beneficio clinico: riduzione del dolore con successivo, graduale 

svezzamento da oppiacei 

- PSA stabile 
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• Take home message 

• Docetaxel and Abiraterone improve survival in hormone naïve newly 

diagnosed patients with metastatic high volume disease 

 

• Enzalutamide and Apalutamide also improve survival in hormone naïve 

newly diagnosed patients with metastatic disease in phase 3 studies 

 

• Docetaxel should be considered for routine practice in suitable men with 

newly-diagnosed high volume metastatic disease 

 

• Abiraterone should be considered for routine practice in suitable men with 

newly-diagnosed high risk metastatic disease 

 

• Treatments should be tailored on patients’ characteristics 



GRAZIE PER L’ATTENZIONE 


