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ESKA MYELOMOVA SKUPIN

§ R. Hajek
Cejkovice 2.4.2005

Ceska myelomova skupina spolupracuje s Iékaii v CR a SR pii zajisténi novych 1éki pro 1é¢bu nemocnych s mnohoéetnym
myelomem
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Seminar CMG pro nemocné
s MM a jejich blizke

lveta Mareschova
koordinator




Hotel My Lednice

Lizkova kapacita: 94

Max. pocet mist:
85 - restaurace
30 - salonek
150 - sal



Predbezny plan seminare

Kdy: 2-3.9.2005 (pa,so)
Kde: My Hotel, Lednice
Kapacita: 100 - 130 ucastniku
VIP host: Susie Novis (IMF)

Rozpocet: 452 tis. (predbéezna kalkulace)
- ubytovani - 100 fis.
- Stravovani - 150 tis.
- pronajem salu a techniky - 32 tis.
- doprava - 70 tis.
- administrativa - 100 fis.



Predbézna analyza dotazniku

PocCet
Hodnocene dotazniky 90
ANO NE

Zajem 64 (71%) 26 (29%)
Ugast rodinnych pFislugniku 43 (48%) 13 (14%)
Konani mimo bydlisté 26 (29%) 14 (40%)
Den konani Po, Ut, St, Ct P4, So, Ne

22 (24%) 18 (20%)
Pocet ucastniku MensSi skupina Nezalezi na poctu

20 (22%) 37 (41%)
Opakovani seminare Neni nutné 1X rocne

10 (11%) 41 (45%)

V pfipadé, ze neni zhodnoceno 100%, udaje nebyly vyplnény



Predbézny navrh programu

» Patek - prijezd v odpolednich hodinach
(Jen kdo ma zajem prenocovat)

— vecerni nezavazné posezeni

» Sobota - hlavni program
— dopoledni blok 9,00 - 13,00 hod. (1x prestavka)
— obed
— odpoledni blok 14,00 - 16,30 hod. (1x prestavka)



Predbéezny navrh programu

* Sobota - hlavni program
Dopoledni

« Diagnostika a priznaky mnohocetneho myelomu
« Standardni IéCba

« \Vysokodavkovana chemoterapie a autologni transplantace
kmenovych krvetvornych bunek

* Novinky v lécbe
« Vertebroplastika - novy IéCebny pristup
Odpoledni

 Rozdeéleni do skupin - diskuse s lekari

(standardni a transplantacni IéCba, novinky, pécCe o rodinné
prislusniky)



Dekuji za pozornost
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ESKA MYELOMOVA SKUPIN

Ceska myelomova skupina spolupracuje s Iékaii v CR a SR pii zajisténi novych 1éki pro 1é&bu nemocnych s mnohoéetnym myelomem



Klinicka studie CMG 2006
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Ceska myelomova skupina spolupracuje s Iékaii v CR a SR pii zajisténi novych 1éki pro 1é¢bu nemocnych s mnohoéetnym
myelomem

CESKA MYELOMOVA SKUPIN




SROVNANI STUDIE 4W & CMG 2002

249 pts./ 6 years

Hungary

SROVNANI STUDIE 4W & CMG 2002

232 pts./ 2 years

‘ r'Ukroine

Hungary




Proposed Summary of the Trial CMG 2002
(September 2006)

* 520 pts. enrolled during 4 years

* 410 pts. underwent transplantation

* 400 randomised

» 25 cooperative centers in CR and SR

* 9 transplantation centers - Brno, Bratislava,

Hradec Kralove, KosSice, Martin, Olomouc,
Plzen, Praha 2x,



Randomised trials of CMG
Klinicke »FIRST CALLH

RANDOMISED TRIAL CMG 2006*

{ RANDOW STARTING POSITION:

—

INTERFERON »SEXUAL DRUG IN PROTOCOL
(Velcade, Revimid, Actimid,...)

: THALIDOMIDE ONLY IN INDUCTION

(too toxic)




Czech Myeloma Group

Organisation for research and treatment E
of multiple myeloma -

Centre of Biostatistics and Analyses

ip Research organization providiny
CESKd MYELOMOVA SKUPINA in the field of medicine info : CBA

GROUP

# Research centers
CMGE coordinates research
activities of 32 centers
in Czech Republic
and 2 in Slovak Republic.

¢ Protocol development
CBA provides complete services in protocol development
in accordance with ICH GCF principles.

Software development
CBA develops soffware products for data entry and statistical
analyses of clinical tricls
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Data analysis and interim analyses
CBA provides complete statistical servises in the field of clinical trials
data analyses.

et

Organisation

CENTRE OF BIOSTATISTICS AND ANALYSES, MASARYK UNIVERSITY BRNO
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° . Pharmacovigilance
LOngtlc baCkground CBA provides complete services in adverse events reporting

(regulatory authorities and pharmaceuticals compmanies)

Monitoring and GCP

Contacts:
To olotain mone information about CBA or to start arny form of collaboration please
cortact
C L L Adam Svobodnik tel.: +420 549 49 2838
CBA fone: +420 549 49 2855
Kamenice 1246/3 mobil: +420 506 346 803
42500 Brno e-mail: svobodnik@cba.muni.cz




Czech Myeloma Group - B Centire of Biostatistics and Analyses

Organisation for research and freatment : Research organization provi
of multiple myeloma b in the field of medicine info

¢ Protocol development

Dle col development

ducts for data entry and statistical

(]

New EU Legislative for GCP

and Clinical Trial

New ,,Monitoring Team*

for CMG Trials
Supported by CMG Foundation

MDD EREEClE Standardization of key

methods and samples
collections is in proccess
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CENTRE OF BIOSTATISTICS AND ANALYSES, MASARYK UNIVERSITY BRNO




Czech Myeloma Group z =y Centre of Biostatistics and Analyses g

Organisation for research and freatment L o Z Research organization providir
of multiple myeloma ; O in the field of medicine in CBA

col development

CBA service = high standard
including proccesses of:
registration and randomization

annual reports

D
)
QO
oz
Q
<
e,
2,
Q
-
(]
—
=
2.
L
O
[]
N
O

CENTRE OF BIOSTATISTICS AND ANALYSES, MASARYK UNIVERSITY BRNO

statistic and analyses

Logistic background

Monitoring and GCP trial planning and preparation

sofware-databases (on line)




Czech Myeloma Group z =y Centre of Biostatistics and Analyses g

Organisation for research and freatment L o Z Research organization providir
of multiple myeloma ; O in the field of medicine in CBA

col development

CMG is well established group

but with limited potential for
Organisation

Logistic background

Monitoring and GCP Internationalisation

More publications

enrollment of optimal number

of pts. during 4 years.
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CENTRE OF BIOSTATISTICS AND ANALYSES, MASARYK UNIVERSITY BRNO

Cooperation




FIRST STEP

How many patients we are able to
enroll to the trial during 4 years.




EPIDEMIOLOGIC DATA
&

NUMBER OF PTS. AVAILABLE TO THE TRANSPLANT TRIALS

Country Number of Age
Cases reduction
S
Rep. 400-450 PTS./ 4 YEARs
—
SR —  ???
e o o
A




SECOND STEP

Who will be a sponsor of the trial ?




THIRD STEP

Design of the protocol ?




Randomization arms:
2.3,...& Induction, MT, Consolidation,

Transplantation:
Transplantation 0, 1 or 2 ?

How to implement the new drugs to treatment schedule ?
How many pts. will be required, if median OS in current trial
are already now prolonged up to 6 years ?
Crossover is main limit for OS evaluation btw. Two arms.



The main goals:

Strong cooperative group with potential of
300 pts./4 years

Newly designed protocol
sponzored by one of the key fty.
{Velcade or Revlimide or...}

Suitable protocol for patients, for economy,
as well as for doctors




Prosime o spolupraci
a

Dekuji za pozornost
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ESKA MYELOMOVA SKUPIN

Ceska myelomova skupina spolupracuje s Iékaii v CR a SR pii zajisténi novych 1éki pro 1é&bu nemocnych s mnohoéetnym myelomem



