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Hormonsenzitivni karcinom prostaty

novinky v lécbeé

Otakar Capoun

Urologicka klinika VFN a 1.LF UK, Praha
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Financni prohlaseni

Forma finanéniho propojeni Spolec¢nost

Investigator v klinickych studiich Janssen, Astra Zeneca, ImClone,
Aragon Pharmaceuticals, Bayer

Zameéstnanec Urologicka klinika 1.LF UK a VFN

Konzultant Janssen, Astellas, Ferring

Akcionar

Prednasejici Ferring, Janssen, Astellas, Ipsen

Clen odborného poradniho sboru Janssen, Astellas
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Prognéza pacientl s M+ karcinomem prostaty

American
Cancer
* Sodety*

Cancer Facts & Figures

2017

Table 8. Five-year Relative Survival Rates* (%) by Stage atC

All stages Local Regional Distant

Breast (female) 90 99 85 26
Colon & rectum 65 90 71 14
Esophagus 18 41 23 5
KidneyT 74 93 66 12
Larynx 61 76 45 35
Liver} 18 31 11 3
Lung & bronchus 18 55 28 4
Melanoma of the skin 92 e8 62 18
Oral cavity & pharynx 64 83 63 38
I 4 " . ml:m %
o ¥ " o

CSM-free survival, %

e 4 Median survival (35% CI)
= Lymph nodes | bone [ visceral | bone plus visceral
| 61(412-80.8) | 32(20.9-34.0) | 26(20.7-206) | 19(16.4-20.3)

& | Lymph nodes

(=}

©

Q -

N

o

N

=) p <0.001 Bone plus visceral

-

=] | | | | | I | | |
Time 0 6 12 18 24 30 36 42 48 54 60

Gandaglia 2016
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Prognéza pacientl s M+ karcinomem prostaty

ECOG (PS) + vék
Rozsah onemocnéni
Grade group (GS)
PSA

LDH, Hb, ALP, Alb

Age

T stags
EOD

Gleasc
PSA (n
Points
Total ¢

surviw.
@1 ye

@3 ye

@5 ye

Points

Opioid analgesic use

LDH

Disease site

ECOG PS

Albumin (g/dL)

Hemoglobin (g/dL)

Alkaline phosphatase (U/L)
33

PSA (ng/mL)

o 10 20 30 40 50 60 70 80 90 100
Yes
—_—
No
>1xULN
=1x ULN
Bone/bone + lymph node
Lymph node only Any visceral

1

0 2
6 5.5 5 45 4 35 3 25 2 15 1
17 16 15 14 13 12 1 10 9 8 7

55

90 148 245 403 665 1,097 1,808 2981 4915

0.4 20.1 1,096.6
—————
o 2.7 148.48,103.1

1.04 =8~ 18-month survival probability L 36
=& 24-month survival probability
=+ 30-month survival probability
->-_ ° =% 36-month survival probability
= 084 ."‘°-.9___ %~ 48-month survival probability
a A Sy Median survival months r30
© ~—a. =0
o ~a, TS
[=] + 4 o
5 069 T, ~, \o\
= ~ S o
= X + A-.__A ~ 24
= L L A, o
2 044 o X % +\ = = D\n
5 - -+,
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= 5. X ~ Ny, o,
d ~ Nx ~. ™~ o
> ~o. ~y oo A ~,
2 0.2 -..,_° ~x +\ CI ~
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Halabi, 2015
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Nové moznosti u M+ karcinomu prostaty

Chemoterapie

- STAMPEDE,
CHAARTED,
GETUG-AFU15

Abirateron acetat

- LATITUDE

Overall Survival (%)

azard ratio for death with ADT+docetaxel,

100 H
Nl (95% Cl, 0.47-0.80) P<0.001
- ANToAdArataval

ADT: 48,6 (40,9-60,6)

Hazard ratio, 0.62 (95% Cl, 0.51-0.76)
P<0.001

ADT plus D: 62,1 (49,5-73,7)
HR (95% CIY

0 88 (N BR—1 14)

Abiraterone

0 6 12 18 24 30

Months

36 42

Fizazi, 2017
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3983 patients enrolled and randomly assigned

h 4

1021 to other study arms or accrued after
March 31, 2013

ArmA
1184 to SOC-only

ArmB
593to SOC+ZA

Arm C
592 to SOC+Doc

il
ArmE

593 to SOC+ZA+Doc

v

.

v

v

At most recent follow-up:
694 alive with data in past year
75 alive but no data in past year

At most recent follow-up:
351 alive with data in past year
41 alive but no data in past year

At most recent follow-up:
377 alive with data in past year
40 alive but no data in past year

At most recent follow-up:
354 alive with data in past year
52 alive but no data in past year

415 died
v

201 died
v

175 died
v

187 died
v

1184 included in efficacy analysis

593 included in efficacy analysis

592 included in efficacy analysis

593 included in efficacy analysis

v
W s
AA A 4 * Y ¢ A 4 + v
1282 received SOC-only 611 received SOC+ZA 551 received SOC+Doc 518 received SOC+ZA+Doc
1184 assigned to SOC-only 585 assigned to SOC+ZA 546 assigned to SOC+Doc 518 assigned to SOC+ZA+Doc
8 assigned to SOC+ZA 26 assigned to SOC+ZA+Doc 5 assigned to SOC+ZA+Doc
46 assigned to SOC+Doc

44 assigned to SOC+ZA+Doc

v

v

v

v

1228 included in safety analysis
54 with no adverse event assessment
excluded (11 SOC-only, 3 SOC+ZA,
12 SOC+Doc, 28 SOC+ZA+Doc)

608 included in safety analysis
3 with no adverse event assessment
excluded (3 SOC+ZA)

550 included in safety analysis
1with no adverse event assessment
excluded (1 SOC+Doc)

516 included in safety analysis
2with no adverse event assessment
excluded (2 SOC+ZA+Doc)

James, 2016
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100+ 100
_ 804 80
£ =
= g
2 60+ S 60
g 3
% 40+ == € 404
% —— 50C by Kaplan-Meier R e g
% on.| - --SOC byilexible parametric model an
100
1
Numbe 84
{
| 80 BE
&
S 60+
£
T 40
g SOC vs. SOC + Doc
o HR 0,78, 95% CI 0,66-0,93, p=0,006
20 Stredni doba OS 81 mésicu I
Numbe B4
{
2 43
6) 20
a 0 I I I I I I I
0 12 24 36 48 60 72 84
1184 (73) 1093 (134) 876 (92) 538 (60) 322 (35) 166 (17) 87 (2) 43
592 (33) 545 (52) 447 (35) 290 (22) 181 (12) 93 (13) 51 (6) 20 [
= — 50C by Kaplan-Meier T S
" 2p - - SOCby flexible parametric model 20
—— S0C+ZA+Doc by Kaplan-Meier
- —- 50C+ZA+Doc by flexible parametric model
0 T T T T T T T 0 T T T T T T T
0 12 24 36 48 60 72 84 0 12 24 36 48 60 72 84
Numberat risk Time from randomisation (months) Time from randomisation (months)
(events)
SOC 1184 (449) 712 (174) 493 (73) 291 (33) 162 (20) 88 (7) 46 (4 19 1184 (73) 1093 (134) 876 (92) 538 (60) 322 (35) 166 (17) 87 () 43
SOC+zA+Doc 593 (117) 447 (102) 308 (45) 181 (26) 106 (18) 45 (8) 21 () 13 593 (24) 543 (54) 447 (44) 291 (29) 177 (0) 8 (W) 4 & 2 | James, 2016
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ADT: 48,6 (40,9-60,6)
1.0 ADT plus D: 62,1 (49,5-73,7)
- - HR (95% Cl): 0.88 (0.68—1.14)
0.9 N p=03
r— 0.8
2 07
S 0.6 _
» 1.0 ADT: 35,1 (29,9-43,6)
- 05 : ADT plus D: 39,8 (28-53,4)
S 0.4 09 HR (95% ClI): 0.78 (0.56—1.09)
o = 08 - p =01
> 0.3 g
S S 0.7 1.0 ADT: 12,9 (11,9-17.7)
0.1 3 0.6 0'9 ; ADT plus D: 22.9 (19.5-28.4)
0.0 = 0.5 0.8 ‘\, HR (95% Cl): 0.67 (0.54-0.84)
0 1 o ol 0.7 '\ p < 0.001
> 03
(@) 0.6
0.2 . (7))
High-voly L 05
ADT 193 17 0.1 o
ADT plusD 192 17 0.0 2 04
0 1 0.3
0.2
0.1
ADT 91 76 0.0
ADT plus D 92 B1 0 1 2 3 4 5 6 7 8
Follow-up, yr
ADT 193 105 64 47 38 » 27 9
ADTplusD 192 141 92 68 50 43 38 15

Gravis, 2016
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The NEW ENGLAND JOURNAL of MEDICINE

ORIGINAL ARTICLE ‘

Chemohormonal Therapy in Metastatic
Hormone-Sensitive Prostate Cancer

Christopher J. Sweeney, M.B., B.S., Yu-Hui Chen, M.S., M.P.H.,
Michael Carducci, M.D., Glenn Liu, M.D., David F. Jarrard, M.D.,

Mario Eisenberger, M.D., Yu-Ning Wong, M.D., M.S.C.E., Noah Hahn, M.D.,
Manish Kohli, M.D., Matthew M. Cooney, M.D., Robert Dreicer, M.D.,
Nicholas J. Vogelzang, M.D., Joel Picus, M.D., Daniel Shevrin, M.D.,
Maha Hussain, M.B., Ch.B., Jorge A. Garcia, M.D., and Robert S. DiPaola, M.D.
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The NEW ENGLAND JOURNAL of MEDICINE

ORIGINAL ARTICLE ‘

Abiraterone plus Prednisone in Metastatic,
Castration-Sensitive Prostate Cancer

Karim Fizazi, M.D., Ph.D., NamPhuong Tran, M.D., Luis Fein, M.D.,
Nobuaki Matsubara, M.D., Alfredo Rodriguez-Antolin, M.D., Ph.D.,

Boris Y. Alekseev, M.D., Mustafa Ozgiiroglu, M.D., Dingwei Ye, M.D.,
Susan Feyerabend, M.D., Andrew Protheroe, M.D., Ph.D., Peter De Porre, M.D.,
Thian Kheoh, Ph.D., Youn C. Park, Ph.D., Mary B. Todd, D.O.,
and Kim N. Chi, M.D., for the LATITUDE Investigators*
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Chemohormonal Therapy in Metastatic Abiraterone plus Prednisone in Metastatic,
Hormone-Sensitive Prostate Cancer Castration-Sensitive Prostate Cancer

« 790 pacientu * 1199 pacientu

* Metastaticky KP * Metastaticky KP

« ECOGO0-2 « ECOGO0-2

« Predchozi ADT pro M- karcinom * Dg. do 3 mésicl od randomizace

max 24 mésicu

« Predchozi ADT pro M+ karcinom

. . * Nejméne 2 kritéria :
max 3 mésice

-GS =8
- 2 3 kostni léze

- visceralni léze




-

e ,
‘WVSEOBECNA FAKULTNI

1. LEKARSKA FAKULTA L \
L onomiin i «NEMOCNICE V PRAZE

.
.

UNIVERZITY KARLOVY V PRAZE

=

Chemohormonal Therapy in Metastatic Abiraterone plus Prednisone in Metastatic,
Hormone-Sensitive Prostate Cancer Castration-Sensitive Prostate Cancer
- 1 - 11
« ADT + docetaxel 75 mg/m? « ADT + abirateron 1000mg +
a 3 tydny - celkem 6x prednison 5mg
nebo nebo

« ADT pouze « ADT + placebo + placebo




h"‘; S . .
‘WVSEOBECNA FAKULTNI

“NEMOCNICE V PRAZE

Chemohormonal Therapy in Metastatic

Hormone-Sensitive Prostate Cancer

e Primarni cil

- celkove preziti

« Sekundarni cile
- doba do klinické progrese
- doba do progrese do CRPC
- doba do progrese PSA

v

- nezadouci ucinky, kvalita zivota

Abiraterone plus Prednisone in Metastatic,
Castration-Sensitive Prostate Cancer

*  Primarni cil
- celkove preziti

- preziti bez radiografické progrese

* Sekundarni cile
- doba do SRE
- doba do progrese PSA
- doba do CHT

- doba do progrese bolesti
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Chemohormonal Therapy in Metastatic
Hormone-Sensitive Prostate Cancer

Navstévy & 3 tydny b&hem CHT

Poté a 3 mésice

Bez docetaxelu a 3 mésice

Vitalni funkce, hmotnost
Biochemie, KO, PSA

CT + scinti pfi CRPC / rozhodnuti
|ékare

Abiraterone plus Prednisone in Metastatic,

Castration-Sensitive Prostate Cancer

Navstéevy a 1 mésic prvni rok

Dale a 2 mésice

CT + scinti a 4 mésice

Vitalni funkce, hmotnost

Biochemie, KO, PSA, testosteron

Dotazniky kvality zivota
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Chemohormonal Therapy in Metastatic Abiraterone plus Prednisone in Metastatic,
Hormone-Sensitive Prostate Cancer Castration-Sensitive Prostate Cancer

Abirs?temue Placebo Group
Group (n=602)
(n=597)
ADT plus Docetaxel ADT Alone Age (yr), 1 (%)
Characteristic (N=397) (N=393) LT o2l Bl
A Range 38-839 33-92
ge— }'.r Gleason score at initial diagnosis, n (%)
Median 64 63 <7 4 (0_7) 1 (0_2)
Range 36-88 39-91 7 9 (@ 15(2)
>8 584 (98) 586 (97)
Volume of metastases — no. (%) Baseline pain score (BPI-SF Item 3), n (%)
Low 134 (33.8) 143 (36.4) 0-1 284 (50) 288 (50)
High 263 (66.2) 250 (63.6) 2 123 22) 137 (24)
>4 163 (29) 154 (27)
Visceral metastases — no. (%) 57 (14.4) 66 (16.8) _ .
Patients with =3 bone metastases at
Gleason score — no. (%)Y screening, 0/N (%) 586/597 (98.2) 585/602 (97.2)
4-6 21 (5.3) 21 (5.3) Patients with high risk at screening, n (%)
7 96 (24.2) 83 (21.1) Gleason score =8 + =3 bone lesions 573 (96) 569 (95)
Gleason score =8 + measurable visceral 82 (14) 87 (14)
8-10 241 (60.7) 243 (61.8) o
PSA level at start of ADT — ng/ml >3 bone lesions + measurable visceral 24 (14) 85 (14)
. disease
Median 30.9 °2.1 Gleason score =8 + =3 bone lesions + 71(12) 70 (12)
Ra nge 0.2-8540.1 0.1-8056.0 measurable visceral disease
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Chemohormonal Therapy in Metastatic Abiraterone plus Prednisone in Metastatic,
Hormone-Sensitive Prostate Cancer Castration-Sensitive Prostate Cancer
Celkové preziti Celkové preziti
100 Hazard ratio for death with ADT+docetaxel, 100+
0.61 (95% Cl, 0.47-0.80) P<0.001 90-
80 - ADT+docet-axe| . 30+
g (median overall survival, 57.6 mo) 2’-:‘::- 70- Abiraterone
[T © 60
S 60- 3
s 3 50-=-= e e e e - -
ﬁ 40 ADT alone = 404 /
et = d ” i v V4 « e 7 Ve
5 vl 400 mo) 2 309 | SniZeni rizika Gmrti 0 38 %
S 20
- 204 y L, .. , , o Hazard ratio, 0.62 (95% Cl, 0.51-0.76)
Snizeni rizika umrti o 39 % 104 p.0.001
0
0 : : : : : : | 0 6 12 18 24 30 36 4
0 12 24 36 48 60 72 84

Months
Months

Umrti na KP: 85 (21,4 %) vs. 114 (29 %) 406 umrti (48%) : 169 (28%) vs. 237 (39%)
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Chemohormonal Therapy in Metastatic Abiraterone plus Prednisone in Metastatic,
Hormone-Sensitive Prostate Cancer Castration-Sensitive Prostate Cancer

Preziti bez progrese

Abiraterone

i

304 | Snizeni rizika progrese o 53 %

20
Hazard ratio, 0.47 (95% Cl, 0.39-0.55) _\_'_'1

104 p<0.001

0 T T T T T T T T T 1
0 < 8 12 16 20 24 28 32 36 40

Months

Progression-free Survival (%)
wu
T

Median do progrese 33,0 vs. 14,8 m




> * > ] | 1 mne . h’t'? " ,
1. LEKARSKA FAKULTA =T Cl 1 WVSEOBECNA FAKULTNI

UNIVERZITY KARLOVY V. PRAZEL i»x=esii & - “NEMOCNICE V PRAZE

Chemohormonal Therapy in Metastatic Abiraterone plus Prednisone in Metastatic,
Hormone-Sensitive Prostate Cancer Castration-Sensitive Prostate Cancer

Preziti u HD volume disease

100+ Hazard ratio for death with ADT+docetaxel,
0.60 (95% Cl, 0.45-0.81) P<0.001
—_ 80+ ADT+docetaxel
& (median overall survival, 49.2 mo)
oo
< a4 7 . . 7 7
£ 7 | Snizeni rizika amrti 0 40 %
a
2 404
o ADT alone
E (median overall
204 survival, 32.2 mo)
. ] Nejméneé 4 kostni léze, pokud nejsou
0 12 24 36 48 60 72 84 Viscerélni mts

Months
Nejméné 1 lIéze mimo pater a panev
Median preZiti 49,2 vs. 32,2 mésic ‘
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Chemohormonal Therapy in Metastatic Abiraterone plus Prednisone in Metastatic,
Hormone-Sensitive Prostate Cancer Castration-Sensitive Prostate Cancer

Preziti u LD volume disease

100+ ADT+docetaxel
(median overall survival, NR)
80+
‘53 ADT alone
B (median overall I_l_
§ 60— survival, NR)
T
l% 7rv Ve o« . Ve Ve fo)
@« 44 | Snizeni rizika umrti o 40 %
k7
-
& Hazard ratio for death with ADT+docetaxel,
20+ 0.60 (95% Cl, 0.32-1.13) P=0.11
0 | | I I 1
0 12 24 36 48 60

Months

Median preziti nedosazen
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Chemohormonal Therapy in Metastatic Abiraterone plus Prednisone in Metastatic,
Hormone-Sensitive Prostate Cancer Castration-Sensitive Prostate Cancer
Sekundarni cile studie Sekundarni cile studie
Hazard Ratio Hazard Ratio

End Point P Value (95% ClI) End Point (95% CI) P Value

PSA level <0.2 ng/ml at 6 mo — no. (%) <0.001 Secondary end points

PSA level <0.2 ng/ml at 12 mo — no. (%) <0.001 Median time to pain progression (mo) 0.70 (0.58-0.83) <0.001

Time to castration-resistant prostate cancer — mo* Median time to PSA progression (mo) 0.30 (0.26-0.35) <0.001
Median <0.001 061 (0:31-0.72) Median time to next symptomatic skel- 0.70 (0.54-0.92) 0.009
95% Cl etal event (mo)

Time to clinical progression — mof Median time to chemotherapy (mo) 0.4 (0.35-0.56) <0.001
LIEED <0.001 0.61(0.50-0.75) Median time to subsequent prostate 0.42 (0.35-0.50) <0.001
95% Cl cancer therapy (mo)

Exploratory end point

Patients with a PSA response (%) 1 1.36 (1.28-1.45) <0.001
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Chemohormonal Therapy in Metastatic Abiraterone plus Prednisone in Metastatic,
Hormone-Sensitive Prostate Cancer Castration-Sensitive Prostate Cancer
r r ~ Al Ve r r ~ Al Ve
Subanalyza - celkové preziti Subanalyza - celkové preziti
Subgroup

Subgroup No. of Patients Hazard Ratio (95% Cl) Abiraterone Placebo Hazard Ratio (95% CI)

All patients 790 - 0.61 (0.47-0.80) Median (mo) i

Age | All patients NR 34.7 ] i 0.63 (0.51-0.76)
<70yr 612 0.68 (0.50-0.91) Age i
=70 yr 178 ——— 0.43 (0.23-0.78) <65 yr NR 33.7 ——i | 0.62 (0.45-0.84)

ECOG performance-status score 5 265 yr NR 35.1 =01 | 0.64 (0.49-0.82)
0 549 —1-.— 0.71 (0.50-1.01) 275 yr NR NR — 0.82 (0.53-1.27)
lor2 241 —a—- 0.42 (0.26-0.67) ECOG i

: 1

Race ' 0 NR 38.2 —.—; 0.64 (0.48-0.86)
White 674 - 0.62 (0.47-0.83) 1-2 NR 31.3 —e— | 0.61(0.46-0.79)
Other or unknown 16— 0.32 (0.11-0.89) Visceral disease i

Volume of metastases 1 Yes NR 32.3 —— 0.51 (0.33-0.79)
s 277 — & 0.60 (0.32-113) No NR 35.1 o | 0.66 (0.53-0.83)
High 513 - 0.60 (0.45-0.81) Gleason score !

Type of metastases E <8 NR NR F———————p— 0.62(0.18-2.11)
Visceral metastases with or without bone metastases 123 —— 0.52 (0.25-1.07) 28 NR 347 o i 0.63 (0.51-0.77)
High-volume disease with bone metastases alone 389 —-— 0.64 (0.46-0.89) Bone lesions !

Gleason score <10 NR NR —— 0.65 (0.45-0.96)
<8 221 — 0.41 (0.21-0.80) >10 NR 31.3 e 0.60 (0.47-0.75)
= 434 —— 0.60 (0.43-0.83) Above median PSA !

Previous local therapy i Yes NR 36 ] | 0.68 (0.51-0.89)
No 575 - 0.66 (0.50-0.89) No NR 33.9 L B 0.58 (0.44-0.77)
Yes 214 e 0.55 (0.23-1.31) Above median LDH i

Combined androgen blockade >30 days 1 Yes NR 33.9 '—’—i‘ 0.74 (0.56-0.96)
No 459 + 0.69 (0.49-0.99) No NR 36.7 = 0.51 (0.38-0.69)
Yes 331 —.— 0.52 (0.34-0.79) Region !

Therapy for skeletal-related events at time of starting ADT i Asia NR NR —— 0.73 (0.42-1.27)
No 443 — 0.58 (0.40-0.34) East Europe NR 30.5 —— ! 0.50 (0.36-0.69)
Yes 347 + 0.65 (0.45-0.96) West Europe NR 38.1 —e—4 0.75 (0.51-1.09)

I T T T 1 Rest of world NR 31 — — 0.70 (0.45-1.09)
0125 025 050 100 200 400 : ; H z
0.15 0.5 1 25
ADT plus Docetaxel Better ADT Alone Better
Abiraterone better Placebo better
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Chemohormonal Therapy in Metastatic Abiraterone plus Prednisone in Metastatic,
Hormone-Sensitive Prostate Cancer Castration-Sensitive Prostate Cancer

Nezadouci ucinky
Abiraterone Group Placebo Group
Event Grade 3 Grade 4 Grade 5 Adverse Event (N=597) {N=602)
no. of patients (%)
Any adverse event 558 (93) 557 (93)
Allergic reaction 7 (1.83) 1(0.3) 0 Grade 3 or 4 adverse event 374 (63) 287 (48)
Fatigue 16 (41) 0 0 Any serious adverse event 165 (28) 146 (24)
Any adverse event leading to treat- 73 (12) 61 (10)
Diarrhea 4 (10) 0 0 ment discontinuation
Ad t leadi death 28 (5 24 (4
Stomatitis 2 (0.5) 0 0 versevent eading fo des 2 &)
Grade 3 Grade 4 Grade 3 Grade 4
Neu ropathy, motor 2 (05) 0 0 Graded adverse eventsy
Neuropathy, sensory 2 (05) 0 0 Hypertension 121 (20) 0 59 (10) 1(<1)
Hypokalemia 57 (10) 5(1) 7(1) 1(<1)
Thromboembolism 1(0.3) 2 (0.5) 0 (T et 31(5) 2 (<1) 8 (1 0
Sudden death 0 0 1 (03) Hyperglycemia 26 (4) 1 (<1) 18 (3) o]
A . 3 0 AST increased 25 (4) 1 (<1) 9 (1) 0
nemia 4 (10) 1 (0 ) Bone pain 20 (3) 0 17 (3) 0
Thrombocytopenia 0 1(0.3) 0 Cardiac disorder
Neutropenia 12(31)  35(9.0) 0 Ay 2O e o °
Atrial fibrillation 2 (<1) 0 1(<1) 0
Febrile neutropenia 15 (38) 9 (23) 0 Anemia 12 (2) 3(1) 26 (4) 1(<1)
Infection with neutropenia 5(1.3) 4 (1.0) 0 Back pain 4@ 0 19.3) 0
Fatigue 10 (2) 0 14 (2) 0
Any event 65 (167) 49 (126) 1 (03) Spinal-cord compression 12 (2) 0 7(1) 3 (<1)




1. LEKARSKA FAKULTA

UNIVERZITY KARLOVY V. PRAZES i

s , ]
‘VSEOBECNA FAKULTNI
«NEMOCNICE V PRAZE

Kvalita zivota (AA vs. DOC u HNMPC)

FACT-P ITC
5.00 99.8%
4.50
4.00
3.50
3.00
2.50
2.00
1.50
1.00
0.50
0.00

99.7%

l 4.74
3

98.8%

97.0%
94.5%

l ) I
6 9

Months Post-Baseline

Baseline

(AA+P+ADT vs. DOC+ADT)

Differences in Mean Change from

= NDx HRD ITT from LATITUDE

NDx HRD&HVD from LATITUDE

98.7%

94.2%
92.3%

l B
12

3.86

Favors
AA+P+ADT

NDx HRD&HWVD from LATITUDE

Difference in Mean

Months Post Baseline By Ba’:;ﬁ:,; z.;b(;zmty
(95% Crl)
3 4.2 (1.18.7.19) 99.7% 4.74 (1.52, 7.93) 99.8%
6 2.49 (-0.56, 5.51) 94.5% 3.68 (0.47, 6.85) 98.8%
9 3.07 (-0.13, 6.24) 97.0% 3.86 (0.45, 7.24) 98.7%
12 2.35 (-0.88, 5.54) 92.3% 2.76 (-0.68, 6.19) 94.2%

Po celou dobu Iécby byla kvalita Zivota vyssi u pacientl léCenych abirateron acetatem

Feyerabend, 2018



1. LEKARSKA FAKULTA

= W

UNIVERZITY. KARLOVY.V. PRAZEL .x

Al

Nebo zacatek ?

¢ -

h‘: L1} > 5
WVSEOBECNA FAKULTNI
“=NEMOCNICE V PRAZE

Primary

Identifier Groups E;ltls‘cza(l;?)d End Status
Study Point
LATITUDE NCTO01715285 ADT + AA/P 1209 (PFS,0S8 Ongoing
STAMPEDE (Arm G) ~ NCT00268476 ADT + AA/P 1800 OS  Ongoing

ADT + DOC vs. ADT + A/P o
PEACE-1 NCT01957436 O (e R ) 916  PFS,0S Recruiting
STAMPEDE (ArmJ)  NCT00268476 ADT + AA/P + ENZ 1800 0S  Ongoing
SWOG-1216 NCTO01809601  APTH TAK;(O:O V= (504 OS  Recruiting
ENZAMET NCT02446405 ~ ADPTHENZvs ADT+ 1100 OS  Ongoing
antiandrogen

TITAN NCT02489318 ADT + APA 1000  rPFS,0S Recruiting
ARCHES NCT02677896 ADT + ENZ 1100 rPFS  Recruiting
ARASENS NCT02799602  ADT+DOC=O0DM-201 1300 OS  Recruiting

Fizazi, 2017



