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Uvod

Lenalidomid 25 mg denneé ucinneéjsi
nez 50 mg obden *

Lenalidomid 15mg 2x denne — vetsi
myelotoxicita nez 30mg **

Barlogie Sem Hematology 2003, Richardson, Blood 2006**

SKA MYELOMO
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Uvod — pro& Revlimid 25mg obden

* Pro nektereé pacienty
25mg prilis toxicke

 Renalni insuficience

 Cytopenie

 Revlimid 10mg a 15mg
docasné nedostupné

* Revlimid 25mg obden
jedina moznost

Czech Myeloma Group
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Soubor pacientu

25 mg 25 mg

denné obden
Celkovy pocet pacientu 2178 40 -
Zahrnuto pacienti (n) 140 29 |
Vylouceno pacientu (n) 138 11
Neuplna data 57 (20.5%) | 5 (12.5%)
Zmeéna lécby 8 (2.9%) 1 (2.5%)
Lécba v prvni linii 10 (3.6%) 0 (0.0%)
Zv1astni terapie 16 (5.8%) 1 (2.5%)
Revlimid opakované 7 (2.5%) 0 (0.0%)
Jina davka nez 25 mg 40 (14.4%) | 0 (0.0%)
Vice nez 4 cykly jiné davkovani
nez 25 mg 0 (0.0%)

OMU ° Czech Myeloma Group
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Soubor pacientu

Pohlavi N 169
mean (SD) 64.3 (9.6)
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Soubor pacientu
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Soubor pacientu - predlééenost

Pocet Efedchozich linii Iéébx
25 mg 25 mg

299, Total denné obden

349 mean (SD) 3.0 (1.4) 3.1 (1.5) 2.8 (1.2)
median 3.0 3.0 3.0

min-max 1.0-8.0 1.0-8.0 1.0-6.0

0
25% 12%

[ 11 1inie 1M 2 1inie L3 1inie I >4 linie

Pocet predchozich 25 mg 25 mg

linii denné obden

1 line 20 (11.8%) 16 (11.4%) 4 (13.8%)
2lines 42 (24.9%) 33(23.6%) 9 (31.0%)
3lines 58 (34.3%) 50 (35.7%) 8 (27.6%)
4lines 25(14.8%) 18(12.9%) 7 (24.1%)
5 lines 13 (7.7%) 13 (9.3%) 0 (0.0%)
6 lines 6 (3.6%) 5 (3.6%) 1(3.4%)
7 lines 4 (2.4%) 4 (2.9%) 0 (0.0%)
8 lines 1 (0.6%) 1 (0.7%) 0 (0.0%)
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Hematologicka toxicita

Trombocytopenie 25mg denné
(N=129)

Trombocytopenie 25mg obden
(N=29)

Neutropenie 25mg denné (N=129)
Neutropenie 25mg obden (N=29)

Anemie 25mg denné (N=129)
Anemie 25mg obden (N=29)

Infekce 25mg denné (N=129)

Infekce 25mg obden (N=29)

Gr.0 (No AE)

59 (45.7%)

8 (27.6%)
42 (32.6%)

5 (17.2%)
30 (23.4%)

1 (3.4%)
64 (50.4%)
17 (60.7%)

Gr. 1

38 (29.5%)

11 (37.9%)
20 (15.5%)

13 (44.8%)
43 (33.6%)

14 (48.3%)
14 (11.0%)
2 (7.1%)

Gr. 2

16 (12.4%)

9 (31.0%)
23 (17.8%)

3 (10.3%)
36 (28.1%)

12 (41.4%)
29 (22.8%)
8 (28.6%)

Gr. 3

8 (6.2%)

1 (3.4%)
37 (28.7%)

6 (20.7%)
16 (12.5%)

2 (6.9%)
14 (11.0%)
1(3.6%)
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Gr. 4

8 (6.2%)

0 (0.0%)
7 (5.4%)

2 (6.9%)
3 (2.3%)

0 (0.0%)
5 (3.9%)
0 (0.0%)
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Toxicita — revlimid 25 mg denne

Gr.0 (No AE) Gr. 1 Gr. 2 Gr.3 Gr. 4

Thrombocytopenie pred
Iécbou (N=129)

Neuropatie pred Ié€bou

81(62.8%) 21(16.3%) 3(2.3%)  9(7.0%) 15(11.6%)

(N=130) 47 (36.2%) 45 (34.6%) 22 (16.9%) 15(11.5%) 1 (0.8%)
Neuropatie (N=125) 78 (62.4%) 25 (20.0%) 15(12.0%) 7 (5.6%) 0 (0.0%)
Nausea, zvraceni (N=127) 111 (87.4%) 14 (11.0%) 1(0.8%)  1(0.8%) 0 (0.0%)
Anorexia (N=126) 108 (85.7%) 12(9.5%) 5(4.0%)  1(0.8%) 0 (0.0%)
Prujem (N=127) 107 (84.3%) (11 0%) 4(3.1%) 2(1.6%)  0(0.0%)
Zacpa (N=127) 105 (82.7%) 21 (16.5%) 1(0.8%)  0(0.0%) 0 (0.0%)
Unava (N=128) 44 (34.4%) 57 (44.5%) 19 (14.8%) 8(6.3%) 0 (0.0%)
Trombembolie (N=128)" 112 (375%) 3(23%) 1(0.8%) 8(6.3%) 3 (2.3%)
Infekce (N=127)* 64 (50.4%) 14 (11.0%) 29 (22.8%) 14 (11.0%) 5 (3.9%)

* 1 pacient stupen 5 = smrt
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Toxicita — revlimid 25 mg obden

Gr.0 (No AE) Gr. 1 Gr. 2 Gr.3 Gr. 4

Thrombocytopenie pred

e ) 20 (69.0%) 9(31.0%) 0(0.0%)  0(0.0%)  0(0.0%)
Neuropatie pred Ié¢bou

(N=29) 7(241%) 11 (37.9%) 9(31.0%) 2(6.9%) 0 (0.0%)
Neuropatie (N=29) 15 (51.7%) 8 (27.6%) 5(17.2%) 1(3.4%)  0(0.0%)
Nausea, zvraceni (N=29) 28(96.6%) 1(3.4%)  0(0.0%)  0(0.0%) 0 (0.0%)
Anorexia (N=29) 25(86.2%) 2(6.9%) 2(6.9%)  0(0.0%) 0 (0.0%)
Prajem(N=29) 23(79.3%) 5(17.2%) 1(3.4%)  0(0.0%) 0 (0.0%)
Zacpa (N=29) 29 (100.0%) 0(0.0%)  0(0.0%)  0(0.0%)  0(0.0%)
Unava(N=29) 17 (58.6%) 7 (24.1%) 5(17.2%) 0(0.0%) 0 (0.0%)
Trombebolie (N=29) 27(93.1%)  0(0.0%)  1(3.4%)  1(3.4%)  0(0.0%)
Infekce (N=28) 17 (60.7%)  2(7.1%) 8(28.6%) 1(3.6%)  0(0.0%)
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Lécebna odpoved’

Ukoncena lécba
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Lécebna odpoved’

Lécebna odEovéd’

- 25 mg denneé

Procento pacientt (%)

] 25 mg Obden

sCR CRVGPRPR MR SD PG

Celkem 25 mg 25 mg
denné obden
ORR 35 (35.4%)34 (38.2%) 1(10.0%) >
CBR 43(43.4%) 40 (44.9%) 3(30.0%)  ORR = overall response rate

CBR = clinical benefit response
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Analyza preziti

OS od diagnosx OS od zacatku teraEie

+ Censored + Censored
— 25 mg daily —— 25 mg daily
- —- 25mg every other day ~—- 25 mg every other day
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Cumulative Proportion

5.0 160 15..0 260 25;0 360 . 16 1.5 26 2.5 36
Time (months) Time (months)
25 mg daily |25 mg every 25 mg daily | 25 mg every
other day other day

N 140 N
Median OS ‘ 115.6 months Median OS 16.7 months | 10.3 months
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Doba do dalsi léecby

TNT

+ Censored
— 25 mg daily
——- 25 mg every other day
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Time (months)

|25 mg denné| 25 mg obden

N 111

Cumulative proportion

TFI

+ Censored
—— 25 mg daily
——- 25 mg every other day

0 2 4 6 8 10 12 14 16 18 20 22

Time (months)

25 mg denné | 25 mg obden

21

Median TNT ===

25t percentile 11.8 mésict | 8.1 m@
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Median TFI
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Zaver

V nasich podminkach pouziti u velice
predlécenych nemocnych

Odpovidajici léecebna odpoved
Davkovani 25mg denné se zda byt

ucinnejsi
Davkovani 25mg obden meéne toxicke
Zejména nizsi hematologicka toxicita

Czech Myeloma Group
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Zaver

* V podstate byla potvrzena data ze
studii

 Patrné vhodneéjsi pouziti revlimid
10mg a revilimid 15mg

« Data nezrala, nutno vyckat delsiho
sledovani

Czech Myeloma Group
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