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ASCO-2004
SWOG 99-16

Docetaxel vs Mitoxantrone in Castration-Resistant Pca

ASCO-2004
Aventis Trial

TAX 327





N M0 vs M1 Rx Metastatic
de novo

mPFS mOS

GETUG
2004-2008

385 M1 only
ECOG 0 98%

ADT vs ADT+D 
x 9

71% 12,9 vs
22,9.

HR 0,72
P=0,021

48,6 vs
62,1 HR 

0,98 
p=0,44

CHAARTED
2006-2013

790 M1 only
ECOG 0 69%

ADT vs ADT+D 
x 6

72% 19,8 vs
32,7

HR 0,49
P<0,0001

44 vs 57,6
HR 0,49

P<0,0001

STAMPEDE
2005-2013

1087 M0 & M1
ECOG 0 72%

ADT vs
ADT+DP x 6

70% 11 vs 22
HR 0,63

P<0,0001

43 x 65
HR 0,73
P=0,002

Studies



Lancet Oncol. 2013 Feb;14(2):149-58
J Clin Oncol 33, 2015 (suppl 7; abstr 140)

n = 385

 EP 1ário: SG

 EP 2ários: SLP clínica, SLP por PSA, qualidade de vida, toxicidades.

Fase 3, multicêntrico
Adenoca próstata M1 

KPS >= 70%
TDA início < 2 meses

Randomização

TDA 

TDA
Docetaxel 75mg/m2 q 21d x 9

GETUG – AFU 15



Lancet Oncol. 2013 Feb;14(2):149-58
J Clin Oncol 33, 2015 (suppl 7; abstr 140)

GETUG – AFU 15

Docetaxel + TDA TDA HR (95% IC)

SLP por PSA 22,9m 12,9m 0,7 (0,6 – 0,9)

SLP clínica 23,5m 15,4m 0,7 (0,6 – 0,9)

 Dados de longo prazo: follow-up 82,9meses

TDA          
SGm 46,5m

Sobrevida global

HR 0,9 (0,7 – 1,2)
p = 0,44

TDA + docetaxel
SGm 60,9m NEGATIVO



Retrospective evaluation –Ad Hoc-
Stratification by CHAARTED criteria

mOS: ADT+Docetaxel 39,8 mos
ADT alone  35,1 mos
HR 0.78   p=0.14.

ADT+Docetaxel Not Reached
ADT alone  83,4 mos
HR 1.02  p=0.9

High Risk

Low Risk



Survival Curves

TDA + docetaxel
SGm 57,6m

TDA          
SGm 44m

Gain 13,6m
HR 0,61 (0,47 – 0,8) p < 0,001

Overal Survival

CHAARTED TRIAL



Survival Curves

Gain 17m
HR 0,6 (0,45 – 0,81) p < 0,001

High volume

Low volume

TDA          
SGm 32,2m

TDA + docetaxel
SGm 49,2m

TDA + docetaxel
SGm NR

TDA          
SGm NR

HR 0,6 (0,32 – 1,13) p = 0,11

CHAARTED TRIAL
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Life prolonging therapies... Therapies beyond progression

Docetaxel Cabazitaxel Abi or Enza
ADT 48% 12,9% 36%
ADT+Docetaxel - 23,9 44%

CHAARTED

Is this finding responsible for the better survival ?



How About other Prognostic Factors ?

Gleason Score ? No difference !!!

Previous local therapy ? No difference !!!

Age ?  No difference !!!

Cancer Treatment Reviews Cancer Treatment Reviews (2016), doi: 
http://dx.doi.org/10.1016/j.ctrv. 2016.09.008



A Word of Caution !!! Death related mortality

16 death cases in the combination
arm !!!

Febrile Neutropenia
7%

15%

TAX 327

3%
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