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Pacienti léceni Velcade v Brneé

Celkovy pocet zaznamu
N = 258

ArlEyZ Vel
PECIER Pacienti s allggennl
NI=225 transplantaci N = 1

Pacienti Iéceni Velcade
opakované N = 32
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Zakladni charakteristika souboru (diagno6za)

Zakladni charakteristika
Pohlavi

muzi 119 (52.9%)
zeny 106 (47.1%)
Vék (zahajeni terapie)
pramér (SD) 64.6 (10.1)
median 65.7
min-max 34.1-84.8
Typ paraproteinu (N=220) 6 O B D B D A D O
I9G 122 (55.5%) ST o S A
IgA 56 (25.5%) Vék (roky)

IgM 4 (1.8%)
IgD 7 (3.2%)
BJ 24 (10.9%)
nesekreéni 5(2.3%)
IgG+igA+biklon. 1(0.5%)
IgG+IgM+biklon. 1 (0.5%)
Follow-up

pramér (SD) 14.0 (13.5)
median 10.2
min-max 0.1-53.3

Pohlavi

Pocet pacientt

/

Typ paraproteinu Follow-up
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Zakladni charakteristika souboru (diagno6za)

Zakladni charakteristika Stadium D-S Stadium A-B
40 (17.9%)
39 (17.5%)
144 (64.6%)
Stadium A-B (N=223)
175 (78.5%)
48 (21.5%)
Stadium ISS (N=172)
65 (37.8%)
62 (36.0%)
45 (26.2%)

Stadium ISS
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Zakladni charakteristika souboru (zahajeni aktualni Iécby)

Zakladni charakteristika Stadium D-S Stadium A-B

8 (3.6%)
38 (16.9%)
179 (79.5%)

170 (75.6%)
55 (24.4%)
Stadium ISS (N=212)
90 (42.5%)
67 (31.6%)
55 (25.9%)

Stadium ISS
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Pred zahajenim aktualni lécby

Pred aktualni lécbou
Pocet linii predchozi lécby
0 linii 34 (15.1%)
1 linie 93 (41.3%)
2 linie 76 (33.8%)
3 linie 20 (8.9%)
4 linie 2 (0.9%)
Pocet linii predchozi Iécby
prumér (SD) 1.4 (0.9)
median 1.0
min-max 0.0-4.0
Predchozi Ié¢ba
Velcade 0 (0.0%)
Thalidomid 124 (55.1%)
Revlimid 7 (3.1%
Jen Thalidomid 122 (54.2%
Jen Revlimid 5(2.2%)
Thal i Rev 2 (0.9%)
Bez V, Thal, Rev 96 (42.7%)

Pocet linii predchozi Ié€by

Podil pacienti (%)

21 linie 22linie =3 linie =24 linie

Velcade
Thalidomid
Revlimid

Jen Thal

Jen Rev

Thal i Rev

Bez Vel,Thal,Rev
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Aktualni lécba
Rezim lécby

monoterapie 16 (7.1%)
dvojkombinace 37 (16.4%)
trojkombinace 152 (67.6%)
¢tyrkombinace 1 (0.4%)
transplantace 13 (5.8%)
jiny 6 (2.7%)
Rezim lécby

Vv 16 (7.1%)
VD 30 (13.3%)
V+CNTO/placebo 6 (2.7%)
V+vorin./placebo 1(0.4%)
CVD junior 54 (24.0%)
CVD senior* 44 (19.6%)
BDD 30 (13.3%)
VMP 10 (4.4%)
VTD 8 (3.6%)
CVTD 1 (0.4%)
V+transplantace 13 (5.8%)
jiny 12 (5.3%)

*U 1 pacienta byl Ié€ebny rezim CVP.

monoterapie

- dvojkombinace

trojkombinace

- ¢tyrkombinace
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Aktualni lIécba ..
Ukon¢eni lé€by Ukonceni Iery
ne (pokradujici) 46 (20.4%)
ano 179 (79.6%)
Lécebna odpovéd (N=167)
sCR 11 (6.6%) |:| Lécba neukoncena
CR 12 (7.2%)
VGPR 21 (12.6%) I Lécba ukonéena
PR 29 (17.4%) 80%

MR 16 (9.6%)
SD 20 (12.0%)
PG 58 (34.9%)
73 (43.7%)
89 (53.3%)

Lécebna odpovéd byla
stanovena pouze u ukonéenych
pacientt. U 9 pacientt je
nehodnotitelna (Gmrti do 60
dnt bez PG,<2 cykly), u 3
pacientu neni dostatecné
dlouha doba pro hodnoceni "SCR CR VGPR PR MR SD PG

(<60 dnti od ukongeni ). Lécebna odpovéd

Lécebna odpoveéd’

Podil pacienti (%)
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Prubéh lécby

Aktualni Ié&ba Délka cyklu Pocet davek v cyklu
21 dna 17 (20.2%)
28 dnt 60 (71.4%)
42/35 dnti 7 (8.3%)

Pocet davek v cyklu
(N=84)

Pocet pacientt
8 & 8
Pocet pacientt

3 (3.6%)

15 (17.9%)

59 (70.2%)

4 (4.8%)

8a4 3 (3.6%)
Davka na zacatku (N=83)

10 (12.0%)

71 (85.5%)

1(1.2%)

(=]

21 28 3 4
Délka cyklu (dny) Pocet davek

Davka na za€atku lé€by

1.0 1.3 1.5

Davka na zaatku (mg/m?)
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Délka lécby

g

Celkem 8¢ Lécba
neukon-
c¢ena

N 225 46
primér 4.2 3.2
min-max | 0.1-10.9 0.2-8.8

o o
bt

N
e

Pocet pacienti
B
o

o
Podil pacientu (%)

<2 239 459 679 >7.9 2-3.9 459 679 >7.9

Délka lécby (mésice) Délka lécby (mésice)

Pocet cyklu

Lécba
neukon-
cena

N 46
pramér . . 3.2
min-max .3-10. .3-10. 1.0-7.5

(<2~ ]
S

N
Q@

Pocet pacienti
F =S
o

2
Podil pacientt (%)

<2 239 459 6-7.9 >79 <2 2-3.9 459 6-7.9 >7.9
Pocet cyklu Pocet cyklu
- Lécba ukoncena |:| Lécba neukoncena
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Celkova kumulativni davka

)

Celkem &¢ Lécba
neukon-
c¢ena

N 188 9
primér 40.5 . 452
min-max | 2.1-88.9 |2.1-88.9 | 21.8-74.1

Pocet pacientu
Podil pacientt (%

<20 20-39 40-59 60-79 >79 <20 20-39 40-59 60-79 >79

Celkova davka ( mg) Celkova davka ( mg)

- Lécéba ukoncena I:I Lééba neukoncena

Aktualni lIécba
Redukce (N=187) Redukce Preruseni
ne 113 (60.4%)
1x 59 (31.6%)

60%
2x 15 (8.0%)
Preruseni (N=188)
ne 83 (44.1%)
46 (24.5%)
29 (15.4%)

30 (16.0%) 8%

B re [ ] 1 [ 2
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Nezadouci ucinky

Nezadouci u€inky
L] Ne

81% - Ano

|:| Neuvedeno

4

Pacienti s NU (N=181)

200- 181

150+
100+

50

Pocet pacientt

0

1-2 3-4

Stupen dle NCI

Prehled nezadoucich ucinku

St. 0

St. 1

St. 2

St. 3

Neuropatie vstupné (N=182)

147 (80.8%)

29 (15.9%

3.3%)

0(0.0%)

Neuropatie po 1é¢bé (N=180)

52 (28.9%)

43 (23.9%

31.1%)

29 (16.1%)

Nausea, zvraceni (N=179)

115 (64.2%)

40 (22.3%

6 (3.4%)

Nechutenstvi (N=179)

114 (63.7%)

11.7%)

5 (2.8%)

Prijem (N=180)

141 (78.3%)

27 (15.0%

6 (
56 (
18 (10.1%)
21 (
7(

3.9%)

5(2.8%)

Zacpa (N=179)

144 (80.4%)

23 (12.8%

12 (6.7%)

0(0.0%)

Unava, slabost (N=180)

58 (32.2%)

)
)
)
39 (21.8%)
)
)
)

58 (32.2%

23.3%)

22 (12.2%)

0(0.0%

Trombosa, embolie (N=180)

171 (95.0%)

0(0.0%)

3.3%)

0(0.0%)

2 (1.1%

Infekéni komplikace (N=181)

83 (45.9%)

14 (7.7%)

27 (14.9%)

1 (0.6%

Trombocytopenie (N=181)

65 (35.9%

52 (28.7%

13.8%)

24 (13.3%)

15 (8.3%

Neutropenie (N=181)

61 (33.7%

42 (
6 (

56 (30.9%)

25 (

41 (

22.7%)

34 (18.8%)

11 (6.1%

Anemie (N=181)

)
34 (18.8%)
55 (30.4%)

55 (30.4%)

18 (9.9%)

5(2.8%

Jiné NU (N=181)*

)
)
48 (26.5%)
81 (44.8%)

45 (24.9%)

30 (16.6%)

24 (13.3%)

0 (0.0%
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*U 1 pacienta byl NU st. 1-2 zaznamenan bez upfesnéni stupné.

Celkem bylo zaznamenano 1131 nezadoucich ucinku u 181
pacientd. Nezadoucich ucinkt stupné 1-2 bylo celkem 902,
stupné 3-4 celkem 229.

“Ceska myelomova skupina spolupracuje s lékafi v CR a SR pfi zajisténi novych léka
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Nezadouci ucinky

Nezadouci ucinky Piehled nezadoucich ucinki

Neuropatie vstupné |
Neuropatie po Ié¢bé |
|:| Ne Nausea, zvraceni |
Nechutenstvi
81% Bl Ano Prajem |

Zacpa |
|:| Neuvedeno Unava, slabost

Trombosa, embolie |
' Infekéni komplikace | [ 15 ]
Trombocytopenie | [ 22
Pacienti s NU (N=181) Neutropenie | vy I
Anemie 61 [13 ]
o00] 181 Jiné | 73] 3]

20 40 80
1501 Podil pacientt (%)

InOst.12 [ NOst. 34

Celkem bylo zaznamenano 1131 nezadoucich ucinku u 181
12 34 pacientd. Nezadoucich ucinka stupné 1-2 bylo celkem 902,
stupné 3-4 celkem 229.

Pocet pacientt

Stupen dle NCI
A
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Analyza preziti u ORR pacientu

Surviving
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Cumulative Proportion
Surviving

10 20 30 40
Time (months)

| N=73

median

1-leté preziti bez PG

14.8 mésice
70.0%

10 20 30 40
Time (months)

| N=73

14.4 mésice
67.4%

median
1-leté preziti bez PG
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Cumulative Proportion
Surviving

10 20 30 40
Time (months)
| N=70

12.9 mésice
53.5%

median
1-leté preziti bez PG
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Analyza preziti u CBR pacientu

1,0
09|
0,8}
0,7}
0,6 |
0,5}
04}
0,3}
0,2}
01}
0,0
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Cumulative Proportion

0 5 10 15 20 25 30 35 40 45 0 5 10 15 20 25 30 35 40 45
Time (months) Time (months)

| N=87 |  N=87
median ‘ 14.1 mésice median ‘ 13.0 mésice

1-leté preziti bez PG 66.2% 1-leté preziti bez PG 62.1%
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Analyza preziti

OS od zacatku lécby

Surviving
Surviving
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Cumulative Proportion

50 100 150 200 250 300 10 20 30 40 50
Time (months) Time (months)

| N=225 | N=225
median preziti ‘ 86.5 mésice median preziti 22.7 mésice

1-leté preziti 93.4% 1-leté preziti 67.3%
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Doba do dalsi l1é¢

pacientli do

Kumulat. podil pacientl do

Kumulat. podil

20 30

10 20 30 40 50

Cas (mésice) Cas (mésice)

| N=179 | N=179
median ‘ 15.8 mésice median ‘ 9.7 mésice

1-leté TNT 63.2% 1-leté TFI 46.3%

CESKA MYELOMOVA SKUPINA

méﬁmm “Ceské myelomova skupina spolupracuje s lékafi v CR a SR pfi zajisténi novych Iék

CESKA MYELOMOVA SKUPINA pro lé¢bu nemocnych s mnohoc¢etnym myelomem” ADACNI FOND




Rezim BDD

Rezim BDD :

Lé&ebna odpovéd’ (N=23) OS od terapie
sCR 1 (4.3%)
CR 3 (13.0%)
VGPR 4 (17.4%)
PR 3 (13.0%)
MR 2 (8.7%)
SD 3 (13.0%)
PG 7 (30.4%)
11 (47.8%)

13 (56.5%)

Surviving
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Lécebna odpoveéd’

10 15 20 25 30
Time (months)
| N=30

25% percentil 7.3 mésice
1-leté preziti 71.7%

Podil pacientt (%)

sCR CR VGPR PR MR SD PG

Lécebna odpovéd
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Dekujl za pozornost
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