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CMG: Centralni laborator
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Organizace studie CMG 2012
Protokol EMN02/HO95MM
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Aktivni centra v CR L.:

- Interni hematoonkologicka klinika, FN Brno
Hlavni zkousejici: doc. MUDr. Ludek Pour, Ph.D.

- Oddéleni klinické hematologie, FN Hradec Kralovée
Hlavni zkousejici: doc.MUDr.Vladimir Maisnar, Ph.D.

- IIl.interni klinika, FN Olomouc
Hlavni zkousejici: prof.MUDr.Vlastimil Scudla, CSc.
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Organizace studie CMG 2012
Protokol EMN02/HO95MM

JrAktivm’ centra v CR II:

- Linterni

klinika - klinika hematologie, VFN v Praze

Hlavni zkousejici: MUDr.Jan Straub

Klinika hematoonkologie, FN KV v Praze
Hlavni zkousejici: MUDr.Evzen Gregora

Klinika hematoonkologie, FN Ostrava

Hlavni z

Hemato
Hlavni z

kousejici: prof.MUDr. Roman Hajek, CSc.

ogicko - onkologické oddéleni, FN Plzen

kousejici: MUDr. Miroslava Schiitzova
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EMN/CMG trials

CMG 2010 senior

N
O

CESKA MYELOMOVA SKUPINA

|
Ceska myelomova skupina spolupracuje s lékafi v CR a SR pfi zaji$téni novych 1ékd pro IéEbu nemocnych s mn | — M N
| =




Schéma protokolu EMNO1
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Randomizace 1:

Rameno A: RD 9 cykli
Rameno B: MPR
Rameno C: CPR

Randomizace 2:
Rameno Al, B1, C1: Lenalidomid
Rameno A2, B2: Lenalidomid+Prednison
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CMG 2010 senior
Protokol EMNO1
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ProcC je tato studie dulezita?
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CMG 2010 senior
Protokol EMNO1

1. Protoze registracni studie
s lenalidomidem u senior(

nedopadla jednoznacné

2. Nabizi nemocnym dlouhodobou
udrzovaci lecbu, o které vime,
ze je velmi ucinna
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EMN/CMG trials

CMG 2008 junior
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Cyclophosphamide-Lenalidomide-
Dexamethasone vs Autologous

_‘_transplant in newly diagnosed
myeloma: a Phase lll trial

Gay F,1 Hajek R,2 Di Raimondo F,3 Genuardi M,1 Krejci M,2 Falcone A,3 Catalano L,3 Levi A,3 Pika T,4
Ciccone G,5 Offidani M,3 Liberati M,3 Carella A,3 Maisnar V,6 Rocci A,3 Caravita T,3 Montefusco V,3
Ria R,3 Pulini S,3 Stocchi R,3 Conticello C,3 Petrucci M,3 Spencer A,6 Palumbo A1

1 Myeloma Unit, Division of Hematology, University of Torino, 2 Czech myeloma Group, 3 Italian
Multiple Myeloma Network, GIMEMA , 4 3rd Department of Internal Medicine, University of Hospital
Olomouk, Olomouk, STumor Epidemiology Unit, Citta della Salute e della Scienza, Torino, 6 Department
of Medicine - Hematology, Charles University Faculty Hospital, Hradec Kralove, 7 Department of
Clinical Haematology, The Alfred Hospital, Monash University, Melbourne




Schéma protokolu CMG 2008

1 2°
R R
A A
N N
D D)
O O
M M
I I

i i
A A
T T
I I

O O
N N

, lenalidomide; D, dexamethasone; C, cyclophospham ide; P, prednisone; MEL200, melphalan 200 mg/m 2




CMG 2008 junior
Protokol RV-MM-EMN-441
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ProcC je tato studie dulezita?




CMG 2008 junior
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m Klinicka studie ma cil oveérit,
zda nejucinnéjsi 1écba na bazi

lenalidomidu bez transplantace muze
mit podobné vysledky

jako lecebny protokol s autologni
transplantaci.
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Progression Free Survival
32% Reduced Risk of Progression

Median follow-up 28 months
+ 2-years PFS ~ Median PFS

MEL200 73% Not reached

CRD 60% 35 months
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CRD, Cyclophosphamide-lenalidomide-dexamethasone; M EL200, melphalan 200 mg/m 2; PFS, progression free survival; HR, hazard ratio




Overall Survival

Median follow-up 28 months

2-years 0S

MEL200 89%

CRD 92%
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CRD, cyclophosphamide-lenalidomide-dexamethasone; M EL200, melphalan 200 mg/m 2; OS, overall survival; HR, hazard ratio




EMN/CMG trials

CMG 2012 junior
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Design studie
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Multicentricka randomizovana klinicka studie faze 3

m srovnavajici Bortezomib, Melfalan, Prednison (VMP)
s vysokodavkovanym Melfalanem s naslednou
konsolidacni lecbou Bortezomib, Lenalidomid,
Dexametason (VRD) a Lenalidomidem v udrzovaci
fazi u pacientll s nové diagnostikovanym
mnohocetnym myelomem

Trvani studie — 3 roky
Pocet pacientll — 1500
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Studie pIn é napl nuje strategie |é ¢€hy,

které bychom cht éli pouzivatv CR
Novel agents
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Autograft
12

Udrzovaci
lécba

VCD (VTD)

MEL 200
112

Len 10 mg

Multi Agent Sequential Therapy Targeting Different Clones




Kombinace aktivnich latek s nebo bez
provedeni autologni transplantace,

konsolidacni a udrzovaci lecba
Engpean Intergroup trial (EMNO2)

3 x CVD +
Stem-cell aphaeresis Indukce

W

 4xVMP wom12 Transplantace

N

2 x VRD None Konsolidace

l l

Lenalidomide Lenalidomide Udrzovaci lécba

. i : ://clini ials.gov. 2011.
N HDM/AS.at relapse NCT01208766. Available from: http://clinicaltrials.gov. Accessed October 20




Zaver: CMG & EMN kooperace
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V ramci akademickych klinickych
studii jsou nemocni léceni
nejucinngjsimi leéCebnymi
kombinacemi soucasnosti.
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Zaver: CMG & EMN kooperace

+

Ceska republika se Ucastni
nejdllezitéjSich KH u MM ve svété

a je povazovana/patri mezi kvalitni
partnery.

Diky tomu maji nemocni Sanci
na lepsi prognozu.
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Dekujeme za spolupraci
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Lécba v ramci klinickych studii je
dobrovolna véc.
Dekujeme nemocnym, ze se

7 r v

klinickych studii ucastni.
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Dekujeme za spolupraci
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DEKUJI ZA POZORNOST
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