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Clinical presentation

v 56 year old patient
v" No remarkable past medical history

v" PSA baseline 20 ng/ml

v Rectal exploration revealed a
suspicious prostatic nodule

v' US-trans rectal prostate biopsy: 12/16

+ specimens for adenocarcinoma
Gleason score 8=4+4

v Pelvic MRI: likely ¢T3

v' Bone scan and CT scan were negative
for local and distant mets




Clinical presentation

Overall Clinical stage: —
Radical prostatectomy or

radiotherapy + ADT for high risk
- PSA= 20 ng/ml localized prostate cancer....

- ¢T3 NO MO This is the dilemma....

- Gleason score: 8=4+4 \ .

Risk groups for localized prostate cancer?:

Lowr risk T1-T2a and G5 <6 and PSA <10
Intermediate risk TZb and/or GS7 andfor PSA10-20
High risk >T2cor GSE-10 or PSA >0 |

G5, Gleason soore; PSA, pmstate-specific antigen.

1 ESMO Guideline updated 2 April 2019



Case presentation

Pathological Clinical stage: Radiotherapy + ADT or
upfront ADT....
- pT3b N+ 2/16 MO RO This is the dilemma....

- Gleason score: 8=4+4
- Post-op PSA= 1 ng/ml

Post-op PET choline: negative

Locally advanced disease

Tumour board opinion: RT + ADT



Case presentation

PSA=0.04 ng/mlat 3 and 6
months after salvage RT + ADT

PSA = 1,5 ng/ml after 18 months
of ADT confirmed in two
consecutive PSA measurement.

Bicalutamide 50 mg was added
to ADT

PSA= 2 ng/ mland 3 ng/ml at 3
and 6 months of CAD

CT scan, bone scan and PET
choline: negative for local and
distant metastasis




Who are nmCRPC patients?
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Phase lll randomized trials
in High-Risk nmCRPC

Estimated Enroliment: ENZA/APA/DARO }‘ Key secondary

endpoints:
oS

1,500

- MO CRPC
- PSA doubling time of Time to first SSE

<10 months Time to initiation of first
cytotoxic chemo
progression

Similar trials with Enzalutamide (PROSPER)’, Apalutamide (SPARTAN)?,
Darolutamide (ARAMIS)?

1.Hussain, NEJM 2018; 2.Matthew, NJM 2018; 3.Fizazi, NEJM 2019



Patients without Event (%)

Probability of Survival
without Metastasis

Metastasis-Free survival
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The patient received apalutamide 240 mg daily as
compassionate use program....
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...CT scan and bone scan were
performed every 16 weeks...

1 I by i

i

...No evidence of disease
recurrence with
conventional imaging at 12
months...

...The treatment has been well tolerated and he is
keeping on treatment with apalutamide 240 mgqg ...



