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CaP Localizado Alto Riesgo: TPA en monoterapia

High or very high risk 60%

ORIGINAL PAPER
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OS CANCER ESPECIFICA

COMPARANDO THE VETERANS ADMINISTRATION
ORQUIECTOMIA VS NADA COOPERATIVE UROLOGICAL RESEARCH
GROUP’'S STUDIES OF CANCER OF
THE PROSTATE
Davip P. ByAgr, mp*
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Fic. 2. Overall survival of VACURG I patients with stages III (T3MO0) and IV (M+) disease assigned to treatment with placebo or
orchiectomy plus placebo.!® Reprinted with permission.
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OBIJETIVO DEL TRATAMIENTO

“Reducir el riesgo de:

una progresion local y/o BCR y/o progresion M+”




Control de la Enfermedad Local

e ancer Review Article
Volume 2018, Article ID 2654572, 7 pages .
https://doi.org/10.1155/2018/2654572 Local Treatment of Metastatic Prostate Cancer:

What is the Evidence So Far?

Pedro Leonel Almeida and Bruno Jorge Pereira

Faculdade de Ciéncias da Satide, Universidade da Beira Interior (FCS-UBI), Covilha, Portugal

La progresion local puede ocasionar invasion de
estructuras adyacentes, produciendo dolor, invasion
vejiga y recto, fistulas rectovesicales o rectouretrales e
infiltracion de los nervios pélvicos




MFS y OS

Systematic Review and Meta-analysis of
the Survival Outcomes of Firstline
Treatment Options in High-risk Prostate
Cancer

Jun H. Lei'#, Liang R. Liu'*, Qiang Wei', Shi B. Yan?*, Tu R. Song', Fu S. Lin', Lu Yang', De H. Cao',
Hai C. Yuan', Wen B. Xue', Xiao Lv!, Ying C. Cai', Hao Zeng' & Ping Han'

| 5:7713 | DOI: 10.1038/srep07713

El tratamiento del primario en el CaP localizado de alto
riesgo tiene un impacto significativo en MFS y OS. PR
resulté en mejores resultados en OS




BCR

“BCR por si misma no tiene significacion clinica”

Lo relevante es su relacion con la aparicion de metastasis

Pacientes con BCR tienen una biologia diferente y mas indolente que los pacientes metastasicos (CPRC y CPHSm)

Einstein, D. J., Aragon-Ching, J. B., Karzai, F., & Madan, R. A. (2024). Biochemically recurrent prostate cancer in the era of EMBARK and PSMA
PET imaging: everything has changed, except the patients. Current Opinion in Oncology, 36(3), 164-168.



“RECIDIVA BIOQUIMICA”

P.RADICAL ROBOTICA EVOLUTIVO PSA:

« PSA POSTQUIRURGICO (mayo 22): < 0,05
e PSA 21-1-23: 0,2

« CIRUGIA MARZO 2022 e PSA5-4-23: 0,18

e ADENOCA. DE PROSTATA G-7 e PSA 15-5-23: 0,21
* PSA 19-7-23: 0,27 | PSADT: 6,3 meses
e PSA 1-9-23: 0,31

BCR ALTO RIESGO




“FALSA RECIDIVA BIOQUIMICA”

EVOLUTIVO PSA:

« PSA POSTQUIRURGICO (mayo 22): < 0,05
e PSA 21-1-23: 0,2

* PSA 5-4-23: 0,18

 PSA 15-5-23: 0,21

* PSA19-7-23: 0,27 | PSADT: 6,3 meses
e PSA1-9-23: 0,31

* PSA 10-11-23 0,30

- PSA 08-10-24 0,311
* PSA23-05-25 0,30 <mmm



¢En que pacientes se ha estudiado la BCR?

Hasta el 53% de los pacientes que se les trata el primario tienen
“RECIDIVA BIOQUIMICA” (EAU Guidelines 2023)

La informacion disponible se basa en estudios retrospectivos y algun metaanalisis en los
que:

«“

pT” INEXACTA: El diagnodstico de Cancer de Prdstata se sustenta en biopsias aleatorias
(mala interpretacion de la realidad oncoldgica de esa prostata)

 “pN” AUSENTE O INEXACTA: Linfadenectomias no “realizadas o limitadas”. NI TIPO DE
LINFA, NI N2 GANGLIOS, NI SI SE HACE O NO LINFA

* “M” ausente o INEXACTA: Pruebas de imagenes para el diagndstico o seguimiento no
realizadas o convencionales.




Linfadenectomia y BRC
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Improved Metastasis-Free and Survival Outcomes With
Early Salvage Radiotherapy in Men With Detectable
Prostate-Specific Antigen After Prostatectomy for

Prostate Cancer

Bradley J. Stish, Thomas M. Pisansky, William S. Harmsen, Brian ]. Davis, Katherine S. Tzou, Richard Choo, and
Steven . Buskirk
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TERAPIA LOCAL EN cN1

EUROPEAN UROLOGCY ONCOLOGY 7 (2024)355-364

: B
EUROPEAN
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available at www.sciencedirect.com
journal homepage: euoncology.europeanurology.com

eal

European Association of Urology

Local Therapy on Clinically Lymph Node-positive Prostate
Cancer: A Systematic Review and Meta-analysis

Clyve Yu Leon Yaow ™', Han Jie Lee"', Seth En Teoh®, Ryan Ian Houe Chong“, Tze Kiat Ng”,
Kae Jack Tay”, Henry Ho", Yan Mee Law ", Jeffrey Tuan®, John Yuen”, Kenneth Chen"*

Yong Loo Lin School of Medicine, National University of Singapore, Singapore; ® Department of Urology, Singapore General Hospital, Singapore; ¢ Department
of Diagnostic Radiology, Singapore General Hospital, Singapore; ® Department of Radiation Oncology, National Cancer Centre Singapore, Singapore

‘ OS RATES AT 4,6 AND 8 YEARS

B
Local Therapy  No local therapy
Study Survived Total Survived Total Odds ratio OR
leiri et al (2020) 32 48 19 45 T 2.74
Rusthoven et al (2014) 268 340 290 456 — 213
Sarkar et al (2019) 174 271 225 470 —— 1.95
Seisen et al (2017) 1025 1987 380 980 = 1.68
Random-effects model 1499 2646 914 1951 - 1.81
Heterogeneity: 1% = 0% (0%; 85%), t = 0, 13 = 2.99 (p = 0.39) T T T
Test for overall effect: t; = 9.22 (p < 0.01) 0.5 1 2 4 6 8
Favours no local therapy  Favours local therapy
C
Local Therapy  No local therapy
Study Survived Total Survived Total Odds ratio OR
leiri et al (2020) 18 48 14 45 1.33
Rusthoven et al (2014) 160 340 173 456 s e 1.45
Sarkar et al (2019) 108 271 124 470 —_— 1.85
Seisen et al (2017) 495 1987 179 980 — 1.57
Random-effects model 781 2646 482 1951 — 1.58
Heterogeneity: 1° = 0% (0%; 85%), t* = 0, 72 = 1.42 (p = 0.70) f T !
Test for overall effect: t3 = 9.27 (p <0.01) 05 1 9 8
Favours no local therapy  Favours local therapy
D
Local Therapy  No local therapy
Study Survived Total Survived Total Odds ratio OR
leiri et al (2020) 9 48 7 45 : 1.25
Rusthoven et al (2014) 98 340 94 456 — 1.56
Sarkar et al (2019) 76 271 71 470 -—— 219
Seisen et al (2017) 167 1987 61 980 1.38
Random-effects model 350 2646 233 1951 — 1.63
Heterogeneity: /2 = 24% (0%; 88%), <* = 0.0125, 73 = 3.93 (p = 0.27) f T 1
Test for overall effect: t; = 4.36 (p = 0.02) 0.5 1 2 3

Favours no local therapy

Favours local therapy
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”"The use of Local Therapy in Pca patients with cN1 disease leads to improved

oncological outcomes compared with observation or ADT alone”
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TERAPIA LOCAL EN cN1: PR vs RT

‘ OS RATES AT 4 AND 6 YEARS

362 EUROPEAN UROLOGY ONCOLOGY 7 (2024) 355-364
EUROPEAN UROLOGY ONCOLOGY 7 (2024)355-364 A
- Study Survived To;all Survli—ved Total Odds ratio OR 95% CI Weight
available at www.sciencedirect.com . S L
- EUROPEAN =% Chierigo et al 2022 585 894 726 894 — 044  (0.350.54) 39.3%
journal homepage: euoncology.europeanurology.com HROLOSY OHcOLOG: Sarkar et al 2019 168 193 74 78 #4 036  (0.12;1.08)  21.8%
A . H Seisen et al 2017 1044 1236 628 751 —r— 1.06 (0.83; 1.36) 38.9%
L X
A H Random-effects model 1797 2323 1428 1723 —— 0.59 (0.14; 2.49) 100.0%
Heterogeneity: /° = 93% (83%; 97%), =* = 0.3572, 73 = 29.07 (p < 0.01) r T 1
Test for overall effect: t, = -1.56 (p = 0.26) Ot 1 4
‘ Favours radical proslatectomy‘ Favours radiotherapy
European Association of Urology
. = e B
Local Therapy on Clinically Lymph Node-positive Prostate R py Radical pr y
Study Survived Total Survived Total Odds ratio OR 95% CI Weight
. . - .
Cancer: A Systematic Review and Meta-analysis Chierigo et al 2022 74 894 48 8o —_— 060 (049,072  39.7%
Sarkar et al 2019 122 193 52 78 0.86 (0.49; 1.50) 20.4%
Seisen et al 2017 627 1236 398 751 0.91 (0.76; 1.09) 40.0%
Clyve Yu Leon Yaow t-Li‘ Han Jie Leeb'i, Se[-h En Teﬂh u' Ryﬂn Ian Houe Chﬂng u‘ Tze Kiﬂ[ Ngb‘ sandom-eﬁeclgs ?fo/de(,lno/ 94%)112230 055523223 5 ?)3091) 1723 ; | 0.76 (0.41; 1.40) 100.0%
X eterogeneity: /“ = 81% o, , 7 = 0. y %2 = 10. <0.
Kae Jack Tay”, Henry Ho"”, Yan Mee Law*, Jeffrey Tuan®, John Yuen®”, Kenneth Chen""* Test for overall effect: = -1.93 (5.2 0.18) 04 15
- TFavours radical prostatectomy | Favours radiotherapy
*Yong Loo Lin School of Medicine, National University of Singapore, Singapore; ® Department of Urnlogy, Singapore General Hospital, Singapore; © Department
of Diagnostic Radiology, Singapore General Hospital, Singapore: d Department of Radiation Oncology, National Cancer Centre Singapore, Singapore Fig. 4 - Radiotherapy versus radical prostatectomy; overall survival rates at (A) 2-yr and (B) 4-yr time points. CI = confidence interval; OR = odds ratio.

“no significant difference in OS between patients treated with RP &+ ADT and RT = ADT”




Linfadenectomia Extendida (LE) y BCR

Hazard ratio Hazard Ratio
Study or subgroup log[Hazard ratio] SE Weight 1V, Random, 95% CI IV, Random, 95% CI
1.3.1 Obturator fossa + internal iliac + external iliac
Bivalacqua 2014 -0.5639 0.3049  7.8%  0.57[0.31, 1.03]
EUROPEAN UROLOGY FOCUS xxx (xxx) xkx Hori 2022 0.1989 0.2217  9.7%  1.221[0.79, 1.88] e
Toujier 2021 0.0392 0.057 13.0%  1.04 [0.93, 1.16] +
Subtotal (95% CI) 304% 097 [0.72, 1.32] <&
available at www.sciencedirect.com R E Heterogeneity: Tau® = 0.04; Chi* = 4.40, df = 2 (p = 0.11); I = 55%
journal homepage: www.europeanurology.com/eufocus UROLOGY FOCUS L= = )
) 3 1.3.2 Obturator fossa + internal iliac + external iliac + common lliac + presacral
: Alekseev 2011 -1.2379 0.4946  4.6%  0.29 (0.11, 0.76) _—
3 Furubuyashi 2018 - Overall -0.5745 0.2835  8.2%  0.56 (0.32, 0.98) —
w : - Heidenrich 2002 -0.9676 0.3537  6.8%  0.38(0.19, 0.76) —_—
i Kim 2012 -0.1625 0.2507  9.0%  0.85(0.52, 1.39) ——
Lestingi 2021 - ISUP 3-5 -1.1087 0.4375  5.4%  0.33(0.14, 0.78) —_—
. ) ) Lestingi 2021 - Overall -0.0943 0.1876 10.5%  0.91(0.63, 1.31) —
Review - Prostate Cancer Liss 2013 -0.2485 0.2477  9.1%  0.78 (0.48, 1.27) —
. . . . Matsumoto 2011 -1.0788 0.6781  3.0%  0.34(0.09, 1.28) —
Oncologic Outcome of the Extent of Pelvic Lymph Node Dissection Morizane 2022 -158 048  4.8% 021(008,053) —————
. R ) . ) Nagaya 2023 -0.3857 0.2837  8.2%  0.68(0.39, 1.19) —
During Radical Prostatectomy: A Systematic Review, Meta-analysis, Subtotel (95X D _ 69.6%  0.56 (041, 0.75) <>
Heterogeneity: Tau? = 0.11; Chi* = 19.16, df = 9 (p = 0.02); I = 53%
and Network Analysis Test for overall effect: Z = 3.91 (p < 0.0001)
Total (95% CI) 100.0%  0.65 (0.50, 0.84) -
David E. Hinojosa-Gonzalez™", Jose I. Nolazco”, Gal Saffati®, Shane Kronstedt®, Jeffrey A. Jones®, Heterogeneity: Tau® =0.13; Chi? = 42.47, df = 12 (p < 0.0001); I = 72% 0.1 0.2 05 5 10
Test for overall effect: Z = 3.31 (p = 0.0009) Favors ePLND Favors PLND

a . a . a
Dov Kadmon*, Justin Badal*, Jeremy R. Slawin Test for subgroup differences: Chi’ = 6.64, df = 1 (p = 0.010), I = 84.9%

aScott Department of Urology, Baylor College of Medicine, Houston, TX, USA; ® Division of Urology, Brigham and Women'’s Hospital, Boston, TX, USA : . ) . . . . .
Fig. 3 - Forest plot for biochemical recurrence stratified by the extension of the extended dissection template. CI = confidence interval; ePLND = extended

PLND; IV = inverse variance; PLND = pelvic lymph node dissection; SE = standard error.

* La LE tiene un 35% menos de riesgo de recidiva bioquimica que la estandar

* La probabilidad de N1 es mayor en los pacientes con LE (OR 3,44)




éComo reducir el riesgo de una BCR Y/O progresion M+?

Existe relacion* entre linfadenectomia extendida y MFS,
pero no con BCR

EAU 24 ‘ PARIS, FRANCE
5-8 April 2024

Pelvic Lymph Node Dissection in Prostate Cancer:
Update of the Limited vs. Extended Randomized
Clinical Trial.

Karim A. Touijer; Emily A. Vertosick; Daniel D. Sjoberg; Nicole Liso; Sunny Nalavenkata;
Barbara Melao; Vincent P. Laudone; Behfar Ehdaie; Brett Carver; James A. Eastham;

Peter T. Scardino; Andrew J. Vickers.

Memorial Sloan Kettering Cancer Center

*Tendencia, sin significacion estadistica www.eau24.0rg eal:



Linfadenectomia Extendida (> 12 ganglios)

Received: 24 January 2023 Revised: 6 June 2023 Accepted: 15 June 2023

DOI: 10.1002/cam4.6292

Cancer Medicine
RESEARCH ARTICLE e em= WILEY

The role of cytoreductive radical prostatectomy and lymph
node dissection in bone-metastatic prostate cancer: A
population-based study

Tingshuai Zhai® | Jinliang Ma | YiLiu | Haitao Li | YanliPeng | Wenmin Guo |
Jiedong Jia | Xiaolin Wu | Huanrong Jiang | Jun Tian | Dongwen Wang

ZHAI ET AL.
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La linfadenectomia extendida incrementa la OS y la CSS en pacientes
sometidos a Prostatectomia Radical citorreductora



Servicio de Urologia H.U Jerez y PE: BCR y numero de ganglios

Time to BCR by number of lymph nodes

150 .
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Hay correlacion entre el tiempo a la BCR y el numero
de ganglios extraidos por linfadenectomia.



Servicio de Urologia H.U Jerez y PE: Tiempo a PET-PSMA+

ssm) N© ganglios extraidos - -l *

Risk clinico | >

ISUP [

1 2 3 4
Hazard Ratio (HR)
Una mayor extension de la linfadenectomia se asocia a

menor riesgo de PET PSMA +, sugiriendo un posible
impacto terapeéutico



¢ Por qué tiene sentido clinico la P. Radical + Linfa extendida?

v

Control local inmediato

- Extirpacion completa del tumor y tejidos periprostaticos.
- Elimina el foco de progresién local y origen potencial de metastasis.

v

Diagnostico patologico completo

- Margenes, invasion extracapsular, vesiculas seminales y ganglios, FALSAS BCR -

v

Deteccion precoz de recaida

- PSA postoperatorio debe ser indetectable.
- Cualquier elevacion orienta a tratamiento precoz.

v

Plataforma para tratamiento escalonado

- Cirugia curativa - RT adyuvante - ADT si necesario.
- Doble/triple oportunidad con intencion curativa.

e Tilki D et al. Eur Urol. 2022;82(3):215-228.

e HsuCYetal.J Urol. 2007;178(1):84—-89.

e van den Ouden D et al. Eur Urol. 1996;30(4):412-417.
e Berglund RK et al. BJU Int. 2008;101(9):1131-1136.



Control de la Enfermedad Local: P.Radical vs RT+/- TPA

Ensayo Clinico SPCG-15

(Fase lll, abierto, multicéntrico, randomizado)

Brazo experimental:
P.Radical con linfa
extendida +/- RT

Brazo control: RT +
TPA Neoady/adyuv

Objetivo Primario:
supervivencia cancer
especifica




NEOADYUVANCIA
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Neoadjuvant Novel Hormonal Therapy Followed by
Prostatectomy versus Up-Front Prostatectomy for
High-Risk Prostate Cancer: A Comparative Analysis

Praful Ravi, Lucia Kwak, Wanling Xie, et al.

,/THE JOURNAL
UROLOGY
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PROTEUS

PROTEUS: a randomized, double-blind, placebo-controlled, phase 3 trial of apalutamide plus androgen deprivation therapy (ADT) vs
placebo plus ADT prior to and after radical prostatectomy in patients with localized or locally advanced high-risk prostate cancer

Adam S. Kibel," Martin Gleave, Sabine D. Brookman-May,** Won Kim,® Christopher P. Evans,® Eleni Efstathiou,” Philip W. Kantoff,*> Ashley Ross,
Neal D. Shore,"" Alberto Briganti,' Boris A. Hadaschik,'* Axel Heidenreich,* Brendan Rooney,'® Shaozhou Ken Tian, ® Lisa Wetherhold,®
Weichun Xu,® ). Kellogg Parsons,'” Kesav Yeruva,* Mary-Ellen Taplin’

'Brigham & Women's Hospital, Boston, MA; 2University of British Columbia, Vancouver, BC, Canada; Janssen Research & Development, Los Angeles, CA; “Ludwig-Maximilians-University, Munich, Germany; $Janssen Research & Development, San Francisco, CA;
University of California Davis, Sacramento, CA; "Houston Methodist Cancer Center, Houston, 'Memorial Sloan Kettering Cancer Center, New York, NY; °Convergent Therapeutics, Inc, Cambridge, MA; "*Northwestern University, Chicago, IL;

"Carolina Urologic Research Center, Myrtle Beach, SC; 'Vita-Salute San Raffaele University, Milan, Italy; "*University of Duisburg-Essen, Essen, Germany; "“University Hospital of Cologne, Cologne, Germany; "*Janssen Research & Development, High Wycombe, UK;
'¢Janssen Research & Development, Spring House, PA; "’Janssen Research & Development, La Jolla, CA; "®Lank Center for Genitourinary Oncology, Dana-Farber Cancer Institute, Boston, MA

INTRODUCTION

Rates of disease recurrence following radical prostatectomy (RP)
in patients with localized high-risk prostate cancer (PC) remain
high (around 50%)."*

Phase 2 studies have shown that treatment with androgen
blockade before RP may reduce tumor burden post RP and
potentially improve clinical outcomes in patients with high-risk
disease.>*

Apalutamide (APA) is an androgen receptor inhibitor approved
for treatment of metastatic castration-sensitive PC (mCSPC) and
nonmetastatic castration-resistant PC (nmCRPC) with ongoing
treatment with a gonadotropin-releasing hormone analog.*

OBJECTIVE

We are investigating whether treatment with perioperative
androgen blockade (APA + ADT before and after RP) would
improve clinical outcomes (pathologic complete response [pCR]
rate and metastasis-free survival [MFS]) in patients with localized
or locally advanced high-risk PC versus placebo (PBO) + ADT.

METHODS

PROTEUS is an international multicenter study (Figure 1).
Approximately 2000 patients at > 203 sites in 18 countries will
be enrolled, to receive treatment for up to 12 months.
Stratification variables:

- Gleason score (7 vs > 8);

- Pelvic node status (NO vs N1);

- Region (North America, Europe, rest of world).

To reduce surgery-related risk of thromboembolic events,
guidance for perioperative thrombotic prophylaxis is provided in
the protocol.

An independent data monitoring committee is reviewing trial data.

FIGURE 1: PROTEUS study design

6-month neoadjuvant RP 6-month neoadjuvant Post treatment
* PSA levels monitored every

treatment (Cycles 1-6) treatment (Cycles 7-12)
3 months for BCF*

Patients ] : .
. + b i + b * Conventional imaging at BCF and
+ Localized or locally advanced St A oy then every 6 montghsguntil distant
metastasis on conventional
* PSMA-PET imaging at 3 months

« Conventional imaging within « Adjuvant or salvage radiation post adjuvant treatment, at BCF,
4 weeks after RP therapy post RP is allowed and every 6 months until distant

« Cardiovascular and thrombotic risk ~ atinvestigator's discretion metastasis on PSMA-PET or
assessment prior to and after RP conventional imaging or death

Screening

high-risk?/very high-risk PC
* Candidates for RP with pLND

PBO + ADT®

« Conventional imaging (CT or
MRI and bone scan)

* Cardiovascular and thrombotic
risk assessment

* PSA testing and radiological
assessment for progression

Key inclusion criteria

ECOG PS 0-1

Able to receive ADT for at least 13 months
per cardiovascular risk and investigator's
assessment

« Histologically confirmed adenocarcinoma
of the prostate

* High-risk disease?

« Candidate for RP with pLND, per
investigator's assessment

* pCR rate

* MFS: Time from randomization to date of first occurrence
of radiographic distant metastasis on conventional imaging,
histopathologic finding of distant metastasis, or death from
any cause, whichever occurs first

* PSA-free survival

* PFS

Key exclusion criteria Additional end points

« Overall survival

* Second PFS

« Time to castration-resistant PC
* Time to BCF

% of patients with no evidence of disease
on PSMA-PET imaging

% of patients receiving postoperative RT
Patient-reported outcomes

« Active malignancies requiring treatment History of pelvic radiation for prostate
within the last 24 months? cancer
« Distant metastasis (M1): Patients eligible Use of any investigational agent < 4 weeks
only if clinical stage MO0 on conventional prior to randomization or any therapeutic
imaging confirmed by central radiology procedure for prostate cancer at any time
review; nodal disease below the iliac History of seizure or any condition that
may predispose to seizure; treatment with
drugs known to lower the seizure threshold
within 4 weeks prior to randomization
Cardiovascular eventse within 12 months Safety
prior to first dose of study drug

MFS based on PSMA-PET or conventional
imaging
Failure-free survival’

« Time to testosterone recovery
« Time to first subsequent therapy

bifurcation allowed (including reinitiation of ADT)

« Prior treatment with antiandrogen;
treatment with ADT prior to signing study
informed consent form

* Bilateral orchiectomy

vital signs, and clinical laborat

“Defined by a total Gleason sum score 2 4 + 3 (= grade groups [GG] 3-5) and = 1 of the following: A) any combination of G5 4+ 3 (= GG 3)and GS 8 (4 + 4 or 5+ 3)in 2 6 systematic cores (with 2 1 core GS 8 [4 +4 or 5 + 3]included); B) any combination of GS 4 + 3 (= GG 3) and GS 8 (4 + 4 or 5 + 3) from 2 3 systematic cores and PSA < 20 ng/mL.
With 1 core GSB 4+ 4 o S+ 31incuded; ) S <9 - GG')in { systemstic or argeted cre; D) 2 ystematc r trgeted cores it oninucus G » 8= GG4) each wkth  80% imohement:
¥During he dirctperioperatv period, APAIPBO i stoppec 2 weks prior o planned RPand thenresuned 4 eeks afte RP i post P imaging has been conduced o 2ssssforymphocele and disezse progresson and resoluion to grade< 1 ofany clirkcally significantadverse events considered rlted o RP
Defined as 2 consecutive PSA rises, with the second (msz(unve st resuling i an alilita PEA vlueof 02 g/
ncer, and breast cancer (adequa(e\y wreated tular carctoma i it or ductal arcinomain s, oristory of focalzedbreast cancer and recehing andhormonalagens and considered o ave  very ow iskof recurence)
ventricular arrythmias or New York Heart Association Class Il to IV heart disease.

“Except skin cancer ) low-
Severe or Unatable angina, myocartial miarction, ymptomati congestve heart alLre, ararial o
fime from randomization to failure of a cure.

BCF, biochemical failure; CT, computed tomography; ECOG PS, Eastern Cooperative PP ; Gs, MRI, magnetic ; PFS, p
tomography; QD, daily; R, randomization.

survival; pLND, peivic lymph PSA, p pecific antigen; PSMA-PET, p pecific membrane emission

Primary end points (assessed by blinded independent central review) Secondary end points

PROSTATE CANCER ﬂﬁ
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STUDY STATUS

The study start date was June 11, 2019.

Approximately 2000 patients will be enrolled
at > 203 sites in 18 countries to receive treatment
for up to 12 months.

Total time: 7.5 years (3 years accrual plus 4.5 years
follow-up).

KEY STUDY CONSIDERATIONS

=

The protocol was amended to include the followin

- PSMA-PET imaging at 3 months post adjuvant
treatment, at BCF, and every 6 months until distant
metastasis or death;

Cardiovascular and thrombotic risk assessment at
screening, prior to RP, and after RP;

Guidance for standard perioperative thrombotic
prophylaxis;

In addition to MFS based on conventional imaging, MFS
based on PSMA-PET or conventional imaging will be
assessed as a separate end point.

Trial Registration

Q

ClinicalTrials.gov identifier: NCT03767244

Scan the QR code for additional digital resources

da only. Copie: poster abtained throL
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IDENTIFICAR PACIENTES CaP ALTO RIESGO

=
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iCUA

INS 'O DE Clf
UROLOGICA AVANZADA

Diagnostico

PROSTATA (biopsias-cilindros): ADENOCARCINOMA ACINAR

LESION A
-muestra A: Gleason 6 (3+3) que afect:
muestra B: Gleason 7 (3-+4) que afecta al
-muestra C: Gleason 7
-muestra D; Gleason

| 50%.

3+4) que afecta al o
(3-+4) que afecta al 75%
-muestra E: Gleason 7 (3+4) que afecta al 50%.

LLESION B:
muestra F: Gleason 7 (4+3) que afecta al 60%

-muestra G: Sin evidencia de neoplasia
Imuesten H: Gleason & (4+4) que afecta al 50%. {7 A
OBULO 1ZDO

muestra [: Gleason B (4+4) que afecta al 50°
muestra J; Gleason 7 (4+3) que afecta al 3
muestra K: Gleason 8§ (4-+4) que afecta al 2
muestra L: Gleason 8 (4+4) que afects

LOBULO DCHO
estra M: Sin evidencia de neoplasia.
-muestra N: Sin evidencia de neoplasia.
a 0: Gleason 6 (343) que afec
tra P; Sin evidencia de neopl
stra Q: Sin evidencia de neoplasia.

*DESCRIPCION RM MULTIPARAMETRICA:

Lesiones PI-RADS §.
izquierda, medio gland:
apical, posterolateral y

n l6bulo periférico izquierdo,
| (en esta {ltima se observa abomb

gr » haz neurovascular, si se confirma proceso neoplasico lo valoramos como
extension hacia los mismos). *PSA AL DX : 12.87
*TNM: Tl

EVALUACION CLINICA:

-Exploracion dentro de la normalidad

-ECOG:0

-Peso: kg

-Altura: cms

-Temperatura: °C

ecuencia cardiaca: Ipm

-Frecuencia respiratoria: rpm

- Tension arterial

- Se realiza ECG que esta dentro de la normalidad




PROSTATECTOMIA RADICAL EN ALTO RIESGO

Reducir el riesgo de una BCR Y/O Progresion M+. Control local

!

MEJORAR DX

!

MEJORAR TTO

!

MEJORAR SEGUIMIENTO

MAPEO PROSTATA

Estadiaje con PET-PSMA

LINFADENECTOMIA EXTENDIDA EN

RIESGO INTERMEDIO Y ALTO(**)

**Incluir ganglios iliaca comun y presacros en
muy alto riesgo(Gleason 8 extenso, 9-10 o N1)

PROTEUS??

Clasificacion de Riesgo
PET PSMA ( PSA 0,2)
SEGUIMIENTO PSA
PRIMORDIUM?




iGracias!




