Randomized Trials of CMG
Clinical Trial 4W (1996) Clinical Trial CMG 2002

[ INDUKCE 4x VAD } 4XVAD/VID 'I
!
{ SBER STEPU (CFA 5g/m? + G-CSF) ] CFA 2.5g/m2
I
@TOLOGM TRANSPLANTACE (MEL 200mg/n?)
( RANDOMIZACE=PRE=EBRZOVACI )

25% 24%




Therapeutic response after VAD4

non-4W

CR
R
MR
SD
PR
PG
NR
Unk nown

Range 27-68 30-65
Stage

| 20 (10.8%) 6 (9.8%)

[ 36 (19.5%) 13 (21.3%)

1l 129 (69.7%) 41 (67.2%) 0.928
Renal failure 10 (5.4%) 14 (23.0%)




Basic statistical summary
(percentiles of survival times)

All patients
EFS 50% 33.9
OS 50% 64.4

Owerall Survival Event Free Survival

c 3
= =
& b
=) =
0 wn
c
5 5
5 g
Q o
o o
S pust
o a
)
> B
s ks
= o
S
£ £
= S
© @)

40 60 8 ' 0 60

=)
S
&
<
A

YELOMOVA SKUPIN



;LOMOVA SKUPIN

A
=)
S
&
<
A

Basic statistical summary
(percentiles of survival times)
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All patients
AW 50% 77.1
non-4W 50% 12.8

Overall Survival
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Improvement of Overall Survival
Percentage of pts shifted|Median OS
1] n P'Value
to "transplant group [months]

Overall Survival

Realita
10%
20%
30%
40%
50%
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Based on these data and statistic model applied
we confirmed:
Reduction of droptout from

24% to 12% (50%)

will improve median of overall survival
for whole analysed group

of 9 months




Modification of the key parts of the all strategy

Focus on INDUCTION PART of the protocol

TROMBEMBOLISM (VDT and LE)




BASIC CHARACTERISTICS OF PATIENTS

Number of patients analysed: N=191

Number of patients with TEN: N=30
Embolism: N=
DVT: N=22

Embolism+DVT: N=2
Unknown: N=2
Number of patients with LMWH:N=70

Percentage of patients with : :
TEN (N=191) Percentage of patients with

LMWH (N=191)
16%

37%

Patients without Patients without
TEN LMWH



FREQUENCY OF TEN ACCORDING TO USEAGE OF LMWH

PATIENTS WITH LMWH
(N=70)

Percentage of patients with Percentage of patients with
TEN TEN

@

Patients without
TEN

The difference 1n frequency of TEN between groups of patients with and
without LMWH is not statistically significant.



FREQUENCY OF TEN DURING TREATMENT: All cases
N=17

N=13

N=30

‘

Before stimulation after
Transplantation




FREQUENCY OF TEN AND USAGE OF LMWH OVER TIME

Number of patients with LMWH over years Number of patients with TEN over years

36 14
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As 1s shown 1n figures, the number of patients with LMWH has
increased over years and the number of TENs decreased in 2004.



