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Zakladni charakteristika souboru (zahajeni Ié€by thalidomidem)

Zakladni charakteristika
Pohlavi

muzi 146 (50.0%)
zeny 146 (50.0%)
Vék (zahajeni terapie, N=292)

prameér (SD) 65.2 (10.4)
median 65.6
min-max 29.0-87.2

Typ paraproteinu

IgG 158 (54.1%)
IgA 77 (26.4%)
igM 5(1.7%)
IgD 5(1.7%)
BJ 32 (11.0%)
nesekreéni 13 (4.5%)
IgA+BJ 1 (0.3%)
IgG+IigM+biklon 1(0.3%)
Follow-up (mésice)

pramér (SD) 15.2 (10.7)
median 12.8

min-max 0.3-55.4
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Zakladni charakteristika souboru (zahajeni lé€by thalidomidem)

Zakladni charakteristika Stadium D-S Stadium A-B

14 (4.8%)
49 (16.8%)
229 (78.4%)

259 (88.7%)
33 (11.3%)

Stadium ISS (N=285)
126 (44.2%)
96 (33.7%)
63 (22.1%)

Stadium ISS
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Stav pred zahajenim lé¢by thalidomidem — prehled Ié€ebnych linii

Pred aktuaint lechou Poéet linii pfedchozi lééby
Pocet linii predchozi Iécby
0 linii 126 (43.2%)
1 linie 115 (39.4%)
2 linie 38 (13.0%)
3 linie 7(2.4%)
4 linie 5(1.7%) 13%
5 linii 1(0.3%) "
Pocet linii predchozi 1é€by ° : 019
pramér (SD) 0.8 (0.9) 44% | . |
median 1.0 I:I 0 linii - 1 linie I:I 2 linie - 3 avice >0 linii  >1linie  >2linie  >3linie
min-max 0.0-5.0
Predchozi Iécba
Velcade 31 (10.6%)
Thalidomid 8 (2.7%)
Revlimid 3 (1.0%)
Jen Velcade 26 (8.9%) Velcade:
Jen Thalidomid 4 (1.4%) Thalidomid |
Jen Revlimid 2(0.7%) Revlimid |
Vel i Thal 4 (1.4%) Jen Velcade |
Vel i Rev 1(0.3%) Jen Thalidomid

BezV,T,R 255 (87.3%) Jen Revlimid |
Vel i Thal

Vel i Rev |
BezV, T, R

N
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Prehled pouzitych rezimu s thalidomidem

Aktualni lécba
13 (4.5%)
14 (4.8%)
212 (72.6%)
53 (18.2%)

monoterapie
dvojkombinace
trojkombinace
transplantace
Rezim lécby
T

TD

CTD junior
CTDI/CTP sen.
VTD

MPT

CTD+PBSCT

VTD/VTCD+PBSCT

CMG:
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Rezim lé¢by

3 (4.5%)
14 (4.8%)
80 (27.4%)

114 (39.0%)

10 (3.4%)
8 (2.7%)
47 (16.1%)
6 (2.1%)

“Ceska myelomova skupina spolupracuje s lékafi v CR a SR pfi zajisténi novych léka
pro lécbu nemocnych s mnohocetnym myelomem”

CESKA MYELOMOVA SKUPINA

CMG:

NADACNi FOND




Lééebné odpoveédi pri terapii thalidomidem

Aktualni lécba
Ukon¢eni lé€by
ne (pokradujici) 18 (6.2%)
ano 274 (93.8%)
Lécebna odpovéd (N=251)
sCR 11 (4.4%)
CR 25 (10.0%)
VGPR 48 (19.1%)
PR 55 (21.9%)
MR 15 (6.0%)
SD 14 (5.6%)
PG 83 (33.1%)
139 (55.4%)
154 (61.4%)

Lécebna odpovéd byla
stanovena u ukonéenych
pacientd. U 12 pacientu je

nehodnotitelna (Gmrti do 60
dnd bez PD nebo kratka
Iécba(<2 cykly), u 11 pacientu
neni dostate€né dlouha doba
pro hodnoceni (<60 dnu od
ukonéeni).

Ukonceni lécby

|:| Lééba neukoncena

- Lééba ukonéena

Podil pacientti (%)

Lécebna odpoveéd’

sCR CR VGPR PR MR SD PG

Lécebna odpovéd
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Prabéh lécby thalidomidem — délka terapie a pocet cyklu

Délka lécby
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Celkem 8¢ Lécba
neukon-
c¢ena
N 292 18
median 4.2 4.0
min-max | 0.2-13.6 2.2-9.0

N &
S S

Q@

Pocet pacienti

o 838
Podil pacientu (%)

<2 239 459 6-79 >7.9 239 459 679 >7.9

Délka lécby (mésice) Délka lécby (mésice)

Pocet cyklu

Lécba
neukon-
cena

N 18
median . . 4.0
min-max .3-12. .3-12. 2.0-7.0

-
a
g

-
(=4
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o
Q

Pocet pacienti

o
Podil pacientt (%)

<2 2-39 459 6-7.9 >7.9 <2 2-3.9 459 6-7.9 >7.9
Pocet cyklu Pocet cyklu
- Lécba ukoncena |:| Lécba neukoncena
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Pribéh lé¢

Celkem

Lécba
ukon-
¢ena

by thalidomidem - redukce, preruseni

Celkova kumulativni davka

)

N
median

min-max

265
14.2

0.6-134.0

264
14.2

0.6-134.0

Podil pacientt (%

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

Celkova davka (x103 mg ) Celkova davka (x103 mg )

I:I Lééba neukoncena

Davka je uvedena v gramech.

N - Lécéba ukoncena

Aktualni lIécba

Redukce (N=283)

ne
1x
2x

168 (59.4%)
101 (35.7%)
14 (4.9%)

Redukce Preruseni

Preruseni (N=280)

ne 178 (63.6%)
1x 75 (26.8%)
2x 24 (8.6%)
3x 3(1.1%)

1% 9%

B re [ ] 1x [ 2« [ 3

CESKA MYELOMOVA SKUPINA

CESKA MYELOMOVA SKUPINA

=9

=

“Ceska myelomova skupina spolupracuje s lékafi v CR a SR pfi zajisténi novych léka %
pro lé¢bu nemocnych s mnohoc¢etnym myelomem” NADACNI FOND




~

Nezadouci ué€inky pri lé€bé thalidomidem

Nezadouci ucinky Piehled nezadoucich ucinki

Neuropatie vstupné |
Neuropatie po lé¢bé |

|:| Ne Nausea, zvraceni |
Nechutenstvi

- Ano Prijem

o1, Zacpa |
[__1 Neuvedeno Unava, slabost |

Trombosa, embolie |
' InfekEni komplikace |
Trombocytopenie

Pacienti s NU (N=265) Neutropenie | 1]
i

Anemie
300 Jiné 51 12
250- T T T

20 40 60
200+ Podil pacientt (%)

150 . ,
100 [Inust.12 [ NUst. 34

50
0-

Pocet pacientt

Celkem bylo zaznamenano 1163 nezadoucich ucinkl u 265
1-2 34 pacientd. Nezadoucich uc€inka stupné 1-2 bylo celkem 1029,
stupné 3-4 celkem 134.

Stupen dle NCI
A
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Analyza TTP, PFS a DOR u pacientt s Ié€ebnou odpovédi (ORR)
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Cumulative Proportion

Cumulative Proportion

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

| N=139 | N=139 | N=139
median TTP 18.0 mésice Median PFS 16.5 mésice median DOR | 15.3 mésice
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Analyza celkového preziti u pacientu s thalidomidovymi rezimy

OS od terapie
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Cumulative Proportion

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

| N=292 | N=292
median preziti ‘ 89.8 mésice median preziti 31.4 mésice
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TTP, PFS a DOR u pacienttl s primoléébou thalidomidem
a dosazenim lécebné odpovedi (ORR)
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| N=57

25% kvantil
1-leté TTP
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84.1%
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Time (months)

| N=57

25% kvantil
1-leté PFS

13.3 mésice
84.1%

Cumulative Proportion
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Surviving
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Time (months)

| N=50

25% kvantil
1-leté DOR

11.3 mésice
74.3%
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Analyza preziti u pacientll s primoléébou thalidomidem

OS od terapie
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Cumulative Proportion

Time (months) Time (months)

N=126 N=126
25% kvantil - 25% kvantil 26.3 mésice
1-leté preziti 88.0% 1-leté preziti 86.0%

CESKA MYELOMOVA SKUPINA

INACG: P v =
N M‘iv i\ “Ceska myelomova skupina spolupracuje s lIékafi v CR a SR pri zajisténi novych léku N\

=9

2

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




Rezimy CTD junior a senior

Aktualni lécba
CTD junior (N=80)
primolécba
1.relaps
2.relaps
3.relaps
4.relaps
5.relaps
CTD senior (N=110)
primolécba
1.relaps
2.relaps
3.relaps
4.relaps
5.relaps

35 (43.8%)
34 (42.5%)
8 (10.0%)
1(1.3%)
1(1.3%)
1(1.3%)

- CTD junior
|:| CTD senior

Podil pacientt (%)

41 (37.3%)
47 (42.7%)
18 (16.4%)
1(0.9%)
3 (2.7%)
0 (0.0%)

0 1 2 3 4
Pocet predchozich linii Ié€by

Aktualni lIééba

Lécebna
odpovéd’

CTD junior

CTD senior

N=68

N=90

sCR
CR
VGPR
PR
MR
SD
PG

o -

4 (5.9%)
4 (5.9%)
14 (20.6%)
16 (23.5%)
3 (4.4%)
4 (5.9%)
23 (33.8%)
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2 (2.2%)
3 (3.3%)
15 (16.7%)
24 (26.7%)
9 (10.0%)
4 (4.4%)
33 (36.7%)

Podil pacienti (%)

Rezim lécby

sCR CR VGPR PR MR SD PG
Pocet predchozich linii 1é€by
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Rezimy CTD junior a senior

Prehled nezadoucich ucinku

CTD junior

St. 0

St. 1-2

St. 3-4

Neuropatie vstupné (N=73)

64 (87.7%)

9 (12.3%)

0 (0.0%)

Neuropatie po 1é¢bé (N=71)

34 (47.9%)

36 (50.7%)

1(1.4%)

Infekéni komplikace (N=73)

44 (60.3%)

22 (30.1%)

7 (9.6%)

Trombocytopenie (N=72)

66 (91.7%)

4 (5.6%)

2 (2.8%)

Neutropenie (N=72)

40 (55.6%)

25 (34.7%)

7(9.7%)

Anemie (N=72)

48 (66.7%)

19 (26.4%)

5 (6.9%)

CTD senior

St. 0

St. 1-2

St. 3-4

Neuropatie vstupné (N=102)

94 (92.2%)

7 (6.9%)

1(1.0%)

Podil pacientt (%)

=

Neuropatie po 1é¢bé (N=99)

54 (54.5%)

40 (40.4%)

5 (5.1%)

40

Infekéni komplikace (N=97)

71 (73.2%)

15 (15.5%)

11 (11.3%)

T—

Trombocytopenie (N=96)

80 (83.3%)

14 (14.6%)

2 (2.1%)

:T.z

Neutropenie (N=96)

53 (55.2%)

36 (37.5%)

7 (7.3%)

Anemie (N=96)

52 (54.2%)

40 (41.7%)

4 (4.2%)

42
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Rezimy CTD junior a senior

TTP (ORR) TTP (CBR)

— CTD junior —— CTD junior
—— CTD senior I —— CTD senior

p=0.188 p=0.077
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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
Time (months) Time (months)

| CTD junior | CTD senior | CTD junior | CTD senior
N 33 39 N 34 44
median preziti | 17.7 mésice | 12.6 mésice median preziti | 18.2mésice | 12.4 mésice
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Rezimy CTD junior a senior

OS od terapie

— CTD junior

— CTD junior
—— CTD senior

—— CTD senior

p=0.030 p=0.011
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Cumulative Proportion

50 100 150 200 250 300 0 5 10 15 20 25 30 35 40 45
Time (months) Time (months)

| CTD junior | CTD senior | CTD junior | CTD senior
N 80 110 N 80 110
median preziti [167.3 mésice| 74.8 mésice median preziti | 39.4 mésice | 20.2 mésice
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u Celkem zhodnoceno 292 pacientu s thalidomidovymi
rezimy léecenymi na IHOK FN Brno.

B Median sledovani od zahajeni terapie byl 12,8 mesice.
& Median poctu lécebnych linii byl 1 (rozpeti 0-5).
u Celkem 126 pacientu (43 %) léceno v primolécbé, 115
pacientu (39 %) v 1. relapsu, 51 pacientu (17 %)
v 2. a dalsim relapsu.
&l Pouzity rizné varianty lééebnych rezimu, nejcasteéji
CTD senior (110 pacientt, 38 %) a CTD junior
(80 pacientu, 27 %).
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Zaveéry li

m Celkova lecebna odpoved byla 55 %, bylo dosazeno
14 % CR, 19 % VGPR a 22 % PR.

B Median poctu podanych cyklu: 4

5 Preruseni lécby u 37 % pacientu, redukce Iécby u 40 %.

5 Prevazujici nezadouci ucinky: neurotoxicita,
obstipace, unava, hematologicka toxicita, infekce;
vetsinou grade 1-2.

B Median TTP od zahajeni terapie: 18,0 mesice
B Median OS od zahajeni terapie: 31,4 mésice
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Dekuji za pozornost.
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