Thalidomid

Statisticka analyza 50 pacientu
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Pacienti Iéceni Thalidomidem k 30.6.2010

Celkovy pocCet zaznamu
N =284

S 2
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Pacienti v regionalnich centrech

Celkovy pocCet zaznamu
N =50

Havirov Pelhfimov

herec Mlzicler Boleslay
N=11 N =2
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Zahajeni léCby Thalidomidem

Rok zahé'enl’

Rok zahajeni
64% _____Rokzahaenl
0 2009 32 (64.0%)

2010 18 (36.0%)

B 2000 [ 2010
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Zakladni charakteristika souboru

Pohlavi N 50
mean (SD) 68.4 (9.8)

257 median 68.4
20 min-max  48.3-87.0
151
101
5_
48% 0(—0% D > Q@ A O X P
. ~ 4 I@ Ib 4 4 ib
-mu2| -zeny & FEEE QTS 7
Vék (roky)
Follow-up N 50
mean (SD) 8.4 (5.6)
257 median 8.9

201 min-max 0.4-19.7
151

10

Podil pacientd (%)

Typ paraproteinu

807 N=31

60

40-

20
0.

Podil pacienta (%)
Podil pacientt (%)

LC ostatni
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Zakladni charakteristika souboru (diagndza)

Stadium D-S Stadium A-B Stadium ISS

14% 64% 88% 32%

12% 36% 32%
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Zakladni charakteristika souboru (zahajeni aktualni Iécby)

Stadium D-S Stadium A-B Stadium ISS
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Pred zahajenim aktualni lécby

Pocet Efedchozich linii

80%

16%
2% 294

[ 1o WM 1iinie L 21inie I 31inie

Pocet predchozich
linii

0 linii 40 (80.0%)

1 linie 8 (16.0%)

2 linie 1 (2.0%)

3linie 1 (2.0%)
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N 50
mean (SD) 0.3 (0.6)
median 0.0
min-max 0-3
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Rezim lécb L
Podil pacientt (%)

TD

CTD junior 20,0%
CTD senior
MPT senior
13% ost. Th.

2%
CTD + PBSCT
[ ] dvojkombinace ost.Th. + PBSCT
L] trojkombinace Prehled rezimu Iééby

= transplantace TD 1(2.0%)
CTD junior 10 (20.0%)

CTD senior 25 (50.0%)
MPT senior 6 (12.0%)
ostatni Thalidomid 2 (4.0%)
CTD + PBSCT 5 (10.0%)
ostatni Thalidomid +

0]
PBSCT 1(2.0%)

85%
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PocCet davek v cxklu Davka na zacatku Iéébx

N=39
80- N=32

60+

40+

20+

O_
28 30 100

Pocet davek v cyklu Davka (mgQ)

Podil pacienta (%)
Podil pacienta (%)

Planovany pocet Davka na zac¢atku lééby (N=49)
davek v cyklu (N=49) 50 mg 4 (8.2%)
14 1 (2.0%) 100 mg 32 (65.3%)

28 39 (79.6%) 200 mg 13 (26.5%)
30 9 (18.4%)

Délka cyklu byla u 40 (81,6%) pacientd 28 dnu, u 9 (18,4%) pacienta
byla 30 dnu.
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Lécebna odEovéd’

Podil pacienta (%)

|:| neukoncena |:| ukoncena
CR VGPR

Lécebna odpovéed ORR 19 (82.6%)
(N=23) CBR 19 (82.6%)

CR 2 (8.7%)
VGPR 6 (26.1%) ORR = |é¢ebna odpovéd PR a lepsSi
PR 11 (47.8%)
PG 4 (17.4%)

CBR = lé¢ebna odpovéd MR a lepsSi
Lécebna odpovéd’ je zahrnuta pouze u pacientt , ktefri
nepodstoupili ve sledované linii Ié€bu s transplantaci
a ktefi ukongili Ié€bu.
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Prubéh IéEby — lécba ukonéena

Délka lécby

N 35
mean (SD) 5.5 (2.7) mésice
median 6.1 mésice
min-max 0.5-9.3 mésice

Celkova kumulativni davka

N 34

mean (SD) 16 464.7 (8 246.1) mg

-q, o q > 5 5,0 0 o median 17 700.0 mg

L q;q, ‘b b(b‘ (ofo 6(0 /\/\ q)cb min-max 400.0-39 200.0 mg
Délka lécby (mésice)

Primérna denni davka

Poéet cyklu N 34
N 34 mean (SD) 124.6 (49.7) mg

mean (SD) 5.4 (2.5) mgdian 100.0 mg
median 50 min-max 50.0-246.2 mg

min-max 0.3-8.0
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Nezadouci prihody

|:| ne - ano |:| neuvedeno

Podil pacientd (%)

100,
801
601
40+
20+

0-

N=40

st. 1-2

st3-4

82%

Prehled

St.0

St. 1

St. 2

St. 3

St. 4

Trombocytop. pred Iéébou
(N=49)

45 (91.8%)

4 (8.2%)

0 (0.0%)

0 (0.0%)

0 (0.0%)

Neuropatie vstupné (N=49)

43 (87.8%)

5 (10.2%)

1 (2.0%)

0 (0.0%)

0 (0.0%)

Neuropatie po Ié€bé (N=48)

27 (56.3%)

14 (29.2%)

7 (14.6%)

0 (0.0%)

0 (0.0%)

Nausea, zvraceni (N=48)

42 (87.5%)

5 (10.4%)

0 (0.0%)

1(2.1%)

0 (0.0%)

Nechutenstvi (N=48)

39 (81.3%)

8 (16.7%)

1(2.1%)

0 (0.0%)

0 (0.0%)

Prijem (N=48)

46 (95.8%)

2 (4.2%)

0 (0.0%)

0 (0.0%)

0 (0.0%)

Zacpa (N=48)

30 (62.5%)

14 (29.2%)

2 (4.2%)

2 (4.2%)

0 (0.0%)

Unava, slabost (N=48)

22 (45.8%)

23 (47.9%)

3 (6.3%)

0 (0.0%)

0 (0.0%)

Trombocytopenie (N=48)

41 (85.4%)

3 (6.3%)

4 (8.3%)

0 (0.0%)

Trombosa, embolie (N=48) 46i95.8%i 1i2.1%i Oi0.0%i 1i2.1%i Oi0.0%i

0 (0.0%)

Neutropenie (N=48)

33 (68.8%)

5 (10.4%)

4 (8.3%)

6 (12.5%)

0 (0.0%)

Anemie (N=46)

27 (58.7%)

9 (19.6%)

8 (17.4%)

2 (4.3%)

0 (0.0%)
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Nezadouci prihody

Vx’ S kxt Prehled

4% 142 Trombobocytopenie vstupné

Neuropatie vstupné
Neuropatie po Ié¢bé
Nausea, zvraceni |
Nechutenstvi |

82% Prijem
Inhe I ano [ Jneuvedeno Zacpa |
Unava, slabost |
N=40 Trombosa, embolie
Infekéni komplikace
Trombocytopenie
60+ Neutropenie
40+ Anemie
20+
O_

100,
801

Podil pacientd (%)

st.1-2  st3-4 [CJNUst.1-2 [lNUst. 3-4 [lINUst. 5
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Analyza preziti
OS od diagnézx OS od zahéieni aktualni Iéébx
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Cas (mésice) Cas (mésice)

| N=50
Median preziti 77.3 mésice Median preziti
pétileté preziti 71.6 % jednoleté preziti
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Thalidomid - zaver

e Celkem 50 pacientu

« \ySSi median veku v dobe diagnozy (68,4 vs 60-65 let)

* Vice nez 30% pacientu do 65 let, ale transplantace zatim
jen u 13%

U 80% pacientu thalidomid v primolécbé

o VetSinou trojkombinace

« Pomeérne nizky pocCet dosazenych CR (8,7%), adekvatne
ORR (82,6%)

* Obvykla toxicita
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Velcade

Statisticka analyza 52 pacientu
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Pacienti Iéceni Velcadem k 30.6.2010

Celkovy pocCet zaznamu
N=72
Pacienti s

nekompletnimi udaji
N =14

Pacienti leceni
pred rokem 2009
N =3
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Pacienti v regionalnich centrech

Celkovy pocCet zaznamu
N =52

Havirov

Pelhrimov

Novy Jiéin Th Mlzidel Bo)
N=8 : N =4
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Zahajeni léCby Velcadem

Rok zahjeni
2009 36 (69.2%)

2010 16 (30.8%)

31%
B 2009 [ 2010
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Zakladni charakteristika souboru

Pohlavi

N 52
mean (SD) 68.4 (11.3)
median 70.8

min-max 39.3-83.9

= NNW

-
ounouowvno

Podil pacientd (%)

52%
B oy B8 zen MW P D P D AR AD A
y WSS

. Vék (roky)
Typ paraproteinu Follow-u

SOOI N 52
60, N=26
50 40, mean (SD) 8.2 (5.6)
40 1 30 4 median 71
30 - 20 - min-max 0.5-21.8

20 -
10 -
0-

Podil pacienta (%)
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Zakladni charakteristika souboru (diagndza)

Stadium D-S Stadium A-B Stadium ISS
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Zakladni charakteristika souboru (zahajeni aktualni Iécby)

Stadium D-S Stadium A-B Stadium ISS
73%

32%
23% 4% 1%

26Y
B L1 B
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Pred zahajenim aktualni lécby

Pocet Efedchozich linii
37%

N A O O
o O O O
! 1 1 )

Podil pacientt (%)

2% 139
Z3

[ 1o WM 1iinie L 21inie I 31inie
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>2 >3
Pocet predchozich linii

A"
-

Pocet predchozich N 52
linii mean (SD) 0.9 (0.9
O linii 22 (42.3%) median 1.0
1 linie 19 (36.5%) min-max 0.0-3.0
2 linie 7 (13.5%)
3linie 4 (7.7%)
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Rezim Iéébx

76% v
VD
CVD junior
CVD senior
4% VMP senior
BDD

2%
18% ° atni Velcade

CVD + PBSCT
[ ] monoterapie BDD + PBSCT V

Podil pacienta (%)
1,9%

Piehled rezimt 1éCby
1 (1.9%)
[ ] dvojkombinace VD 9 (17.3%)
CVD junior 10 (19.2%)
[ Itrojkombinace CVD senior 20 (38.5%)
VMP senior 5 (9.6%)
BDD 2 (3.8%)
ostatni Velcade 3 (5.8%)
CVD + PBSCT 1 (1.9%)
BDD + PBSCT 1 (1.9%)

-transplantace
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Pocet davek v cxklu Délka cxklu

— N=37
- N=22
50 - N=21

40 -
30 -
20 -
10 1
0-

Podil pacienta (%)
Podil pacienta (%)

o

3
Pocet davek v cyklu Délka cyklu

Planovany pocet Délka cyklu (N=47)
davek v cyklu (N=47) 9 (19.1%)

3 (6.4%) 37 (78.7%)
21 (44.7%) 1 (2.1%)
22 (46.8%)

1(2.1%)

Davka na zac¢atku lécby byla u 5 (10,6%) pacientd 1mg/m? a u 42 (89,4%)
pacientd 1,3 mg/m?
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Lécebna odEovéd’

33%

|:| neukoncena |:| ukoncena

Podil pacienta (%)

CR VGPR PR MR PG

LéEéebna odpovéd
(N=24) ORR g

VGPR 12 (50.0%) CBR  19(79.2%)

PR 4 (16.7%) ORR = lééebna odpovéd PR a lepsi

MR 1 (4.2%) . . < -

PG 5 (20.8%) N ’ CBR —vlec.:ebna odpovéed’ MR a Iep.S| o _
Lécebna odpovéd’ je zahrnuta pouze u pacientu , ktefri
nepodstoupili ve sledované linii Ié€bu s transplantaci
a ktefi ukongili Ié€bu.
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Prubéh IéEby — lécba ukonéena

Prubéh lécby

25 . Délka lécby

N 35
20 - mean (SD) 5.0 (2.3) mésice
median 4.7 mésice
15+ min-max 0.4-8.8 mésice

10+ Celkova kumulativni davka
5- N 31
mean (SD) 42.8 (21.3) mg
0'{\’ 5 6 o o o o o median 40.0 mg
¢ q;pq 'b:bﬁ wbn ‘D'Gy. Q'st /\:\a q;bﬂ min-max 6.3-77.0 mg

Delka lecby (mesice)
Priamérna denni davka

Pocet cyklu N 31
N 31 mean (SD) 2.3 (0.5) mg
mean (SD) 5.3(2.3) median 2.2 mg
mgdlan 5.0 min-max 1.3-4.6 mg
min-max 1.0-8.0
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Nezadouci prihody

Prehled

St.0

St. 1

St. 2

St. 3

St. 4

Trombocytop. pred Iéébou
(N=46)

41 (89.1%)

4 (8.7%)

1 (2.2%)

0 (0.0%)

0 (0.0%)

Neuropatie vstupné (N=47)

32 (68.1%)

9 (19.1%)

5 (10.6%)

0 (0.0%)

1(2.1%)

Neuropatie po 1é€bé (N=47)

20 (42.6%)

14 (29.8%)

11 (23.4%)

2 (4.3%)

0 (0.0%)

Nausea, zvraceni (N=47)

42 (89.4%)

4 (8.5%)

1(2.1%)

0 (0.0%)

0 (0.0%)

84%

Nechutenstvi (N=47)

35 (74.5%)

10 (21.3%)

2 (4.3%)

0 (0.0%)

0 (0.0%)

Prajem (N=47)

36 (76.6%)

9 (19.1%)

2 (4.3%)

0 (0.0%)

0 (0.0%)

Zacpa (N=47)

45 (95.7%)

2 (4.3%)

0 (0.0%)

0 (0.0%)

0 (0.0%)

|:| ne - ano |:| neuvedeno

Podil pacientd (%)

Unava, slabost (N=47)

23 (48.9%)

16 (34.0%)

6 (12.8%)

1(2.1%)

1(2.1%)

=42

Trombocytopenie (N=47)

27 (57.4%)

8 (17.0%)

7 (14.9%)

4 (8.5%)

Trombosa, embolie (N=47) 46i97.9%i 1i2.1%i Oi0.0%i Oi0.0%i Oi0.0%i

1(2.1%)

Neutropenie (N=47)

31 (66.0%)

6 (12.8%)

4 (8.5%)

5 (10.6%)

1(2.1%)

Anemie (N=47)

15 (31.9%)

19 (40.4%)

7 (14.9%)

6 (12.8%)

0 (0.0%)

*U 1 pacienta byl NU st. 5.

st. 1-2 st 3-4

CESKA MYELOMOVA SKUPINA

) , . . . o é Y, [AE:
“Ceska myelomova skupina spolupracuje s lékari v CR a SR pfi zaji§téni novych lékd N M -

CESKA MYELOMOVA SKUPIN

pro 1éébu nemocnych s mnohodetnym myelomem” NADACNI FOND




Nezadouci prihody

Vx’ S kxt Prehled

0
6% mbobocytopenie vstupné |

Neuropatie vstupné |

Neuropatie po 1é¢ébé |

Nausea, zvraceni |

84% Nechutenstvi |

Prijem |

" Ine MM ano L_Ineuvedeno Zacpa |
Unava, slabost |

N=42 Trombosa, embolie |
100 Infekéni komplikace |
80 - Trombocytopenie |
60 Neutropenie |

40 - Anemie

Podil pacientd (%)

20 -
0-

st. 12 st3-4 [CINUst.1-2 [EENUst.3-4 [lINUst. 5

- T3
m % “Ceska myelomova skupina spolupracuje s lékafi v CR a SR pfi zaji§téni novych Iéku
A
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Analyza preziti

OS od diagnézx OS od zahéieni aktualni Iéébx

+ Cenzorované

h
h

4+ Cenzorované

v 7
v

rezivajicic

rezivajicic

v

Kumulat. podil p

S
%
o
o
-
8
S
£
S
X

20 40 60 80 o

Gas (mésice) Cas (mésice)
|  N=52

Median preziti 77.3 mésicu Median preziti

pétileté preziti 67.1% jednoleté preziti

CESKA MYELOMOVA SKUPINA
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Bortezomib - zaver

e Celkem 52 pacientu
e VetSina nad 65 let (nejméné 5% nad 79 let)
e U 42,3% pacientu bortezomib v primoléébé

« VétSinou trojkombinace, ale vSech 8 cyklu jen u asi 30%
pacientu

« Pomeérne nizky pocet dosazenych CR (8,3%), adekvatne
VGPR (50,0%) a ORR (75,0%)

o Toxicita — infekCni toxicita 5. stupne???

CESKA MYELOMOVA SKUPINA

ﬁ o
W%S “Ceska : ' o lakari v (S s éx/\M - %
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narodni workshop Mnohocetny myelom
a ro¢ni setkani
® Ceské myelomové skupiny

Informace budou
prubézné zvefejiiovany na
www.nucleus.cz/mm
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