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 Matsumura I. Nilo vs. Dasa v 1. linii (studie JALSG CML212)
e Briimendorf TH. Bosu v 1. linii (studie BFORE)

* Bonifacio M. Komplexni variantni translokace

e Cortes JE. Pona v dalsich liniich (studie OPTIC)
 Shanmuganathan N. Mutace dalsich gent u CML

e Saglio G. Predikce OS u CML (GIMEMA Registry)



Pfimé porovnani 2-G TKI v

o 1. linii provedeno poprvé
StUdle 'jALSG CMLZ]'Z i i ﬁcaru Matsumara, Oral Abstract #45

Nilotinib versus dasatinib v 1. linii lécby nove dg. CP CML (studie faze Ill)

Molekularni monitoring

43 M 46 M L

Pacienti v CP-CML, | | PUTEIniEls

nové dg. NILOTINIB300mg | \ ) MR4.5 do 18 mesicu

N = 454 2x d. i i
1:1 | | Kli¢ové sekundarni cile:
| ! * Bezpecnost |éCby
- DASATINIB 100 mg i ): - Igontinuita |éCby
Stratifikace ?”e 1x d. e UcCinnost Iécby (CCyR,
Sokalova skore 18 M 36 M MMR, MR4.0, MR4.5,
N =227 Konec

_ PFS, EFS, OS, TTR)
studie



StUdie JALSG CM L212 ltaru Matsumara, Oral Abstract #45

Nilotinib versus dasatinib v 1. linii lécby nove dg. CP CML (studie faze Ill)

Vysazovaci (Stop €i TFR) studie

Pacienti v CP-CML, RULTCLTPECPECIETECPECEECIEEE .
nové dg. NILOTINIB 300 mg :

N = 454 2x d.

----------------------------

DASATINIB 100 mg
1xd.

Stratifikace dle
Sokalova skore

N =227



StUdie JALSG CM L212 ltaru Matsumara, Oral Abstract #45

Nilotinib versus dasatinib v 1. linii lécby nove dg. CP CML (studie faze Ill)

36 M
A
[ \

MR4.5do18M MR4.0 MMR CCyR PFS oS

Pacientiv CP-CML,
nové dg. NILOTINIB 300 mg

N = 454 2x d.

33 % 46 % 67 % 78% 99% 100 %

1:1 Bez statisticky vyznamnych rozdili, vysledky identické

DASATINIB 100 mg

1x d 31% 44% 73% 79% 99% 99%

Stratifikace dle
Sokalova skore

N =227



StUdie JALSG CM L212 ltaru Matsumara, Oral Abstract #45

Nilotinib versus dasatinib v 1. linii lécby nove dg. CP CML (studie faze Ill)

Pokracuje v |écbé v

M 36
Pacientiv CP-CML,
nové dg. NILOTINIB 300 mg 66 %
(0]
N = 454 2x d.
DASATINIB 1200 m
Stratifikace dle g 64 %

) 1x d.
Sokalova skore

N =227

Zadné neznamé ¢&i neocekavané zavainé NU



Studie BFORE

Tim Brimmendorf, Oral Abstract #46

Bosutinib versus imatinib v 1. linii lecby nove dg. CP CML (studie faze Ill)

Schvalen do prvni linie 1écby
noveé dg. CP-CML

Primarni cil:

MMR ve 12 M
Pacientiv CP-CML,
nové dg. BOSUTINIB 400 mg o
>
N = 536 1x d. 47 A’

IMATINIB 400 mg
Stratifikace dle

>
. 37 %
Sokalova skore 1xd !

a geografické N =268
lokalizace

Cortes JE et al. J Clin Oncol. 2018;36(3):231-237.



Studie BFORE

Tim Brimmendorf, Oral Abstract #46

Bosutinib versus imatinib v 1. linii lecby nove dg. CP CML (studie faze Ill)

S5leté vysledky

Sekundarni a explorativni
Pacientiv CP-CML,

cile:
nové dg. BOSUTINIB 400 mg >+ Trvani CCyR a MMR
N =536 1x d. « EFSaO0Ss
e Kumulativni odp. do

5 let
e  Kumulativni MR dle

IMATINIB 400 mg Sokalova skore

gtrlft:ﬁkaciqle 1x d. >+ Doba do odpovédi
okalova skore . )
a geografické N =268 Setrvala DMR

! « Uéinnost dle ¢asné odp.
lokalizace



Studie BFORE

Tim Brimmendorf, Oral Abstract #46

Bosutinib versus imatinib v 1. linii lecby nove dg. CP CML (studie faze Ill)

sleté vysledky  wymulativnipodily ~ MMR MR4.0  MR4.5 EMR*  2y. MR4

Pacientiv CP-CML,
nové dg. BOSUTINIB 400 mg

N =536 1x d.

74 % 58 % 47 % 81 % 33 %

MRhhab N 65% 48% 37% 61% 27%

Stratifikace dle

Sokalova skore b
a geografické N =268
lokalizace

Pfri analyze dle Sokalova skore nejvyznamnéjsi rozdil v kategorii vysokého rizika

*EMR = Casna molekularni odpovéd, tj. BCR-ABL1 transkripty < 10 % ve 3 mésicich



Studie BFORE

Tim Brimmendorf, Oral Abstract #46

Bosutinib versus imatinib v 1. linii lecby nove dg. CP CML (studie faze Ill)

S5leté vysledky AP/BP* Events 05 Pleuralni Pe’rikard.
vypotky vypotky

Pacientiv CP-CML,
nové dg. BOSUTINIB 400 mg

N =536 1x d.

2,2 % 7% 95 % 5,2% 1,9 %

N

2,6 % 9 % 95 % 1,9 % 0,4 %

IMATINIB 400 mg

Stratifikace dle 1x d.

Sokalova skore
a geografické N =268
lokalizace

*AP/BP = progrese do akcelerované faze i blasticke faze



Potvrzena pozice bosutinibu

Stu d ie B FO RE coby standardni terapie 1. linie

mmendorf, Oral Abstract #46

atinib v 1. linii [é¢by nové dg. CP CML (studie faze Ill)
Slete vysledky Ukoncenyc.h > let NU vedouci k vysazeni
terapie

Pacientiv CP-CML,
nové dg. BOSUTINIB 400 mg

N =536 ax d.

60 % 25 %

Zejména elevace JT, nikoliv
prijem

IMATINIB 400 mg
ixd.

58 % 14 %

Stratifikace dle

Sokalova skore

a geografické N =268
lokalizace



StUdie OPTIC J. Cortes, Oral Abstract #48

NN

Studie OPTIC (Optimizing Ponatinib Treatment in CP-CML) - d«.

Pacienti v CP-CML, ' Studie PACE arni cil:
R/ > 2 TKI & R-ABL1 ve

, Studie faze Il - Ponatinib v 16¢bé pacientl rezistentnichfintolerantnich na =2 TKI N
s mutaci T315| lesicich

N =282

Kumulativni incidence arteridlnich NU u CP-CML: 31 % [SAE 26 %)

Bez vliive redukce davky na 05 SniZeni pravdépodobnosti
arterialnich NU pfi redukci davicy

> 1 0¥ V4 V4 V'
1:1: T — undarni cile:
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StUdie OPTIC J. Cortes, Oral Abstract #48

Interim analyza - vysledky dle mutacniho stavu a linie lecby

Uéinnost ponatinibu (pokles BCR-ABL1 < 1 % do 12 M) dle mutaéniho stavu

20% - Uvodni davka 45 mg
60% prinadsi nejvétsi benefit
60% - 59% 559 v pripadé pfitomnosti

mutaci, zejména pak T315I
50% - 48%

M Vsichni
40
40% - 35%3’}% 38% jco, [1Bezmutace
30% 30% M S mutaci
0o (0] 0,
P> 239> /"21% m 7315
0% ! !

20% - M Jind nez T315I

10% - 6%

Podil pacientli s BCR-ABL1 <1 % do 12 Mv %

45 mg -> 15 mg 30 mg->15mg 15 mg



Studie OPTIC

Trend k lepSimu ucinku pf¥i nizsi
predlécenosti

J. Cortes, Oral Abstract #48

Interim analyza - vysledky dle mutacniho stavu a linie lecby

Uéinnost (pokles BCR-ABL1 <1 % do 12 M) dle
nejlepsi odpovédi na posledni TKI

70%
60%
50%
40%
30%
20%
10%

0%

Podil pacientli s BCR-ABL1 <1% do12Mv %

CHR = kompletni hematologicka odpovéd

43%

45mg->15mg 30mg->15mg

57%

22%

58%

B CHR ¢i horsi

' LepSi nez CHR

36%

15 mg

Podil pacientli s BCR-ABL1<1%do12Mv %

Uéinnost (pokles BCR-ABL1 <1 % do 12 M) dle
poctu predchozich TKI

60%

50% -

40%

30%

20%

10%

0%

49% 48%

30%

B > 3 predchozi TKI

1< 2 predchozi TKI

42%

22%

45 mg ->15mg 30 mg ->15mg

26%

15 mg



StUdie OPTIC J. Cortes, Oral Abstract #48

Interim analyza - vysledky dle mutacniho stavu a linie lecby

Ucinnost a bezpeénost ponatinibu dle dvodni davky

50% 9 .. _ .
O° 47% Maximalni benefit:risk nehledé
45% na mutacni stav Ci pocet TKI
40% dosazen davkou 45 mg -> 15 mg
35% 33%
X "1 BCR-ABL1 £ 19 12
X 30% CR-A % do M
e |
= ) 239
§ 25% | 3% W Tepenné uzavery
T  20%
T 15%
o
10%
4%
5% ] 1%
O% [ |

45 mg ->15mg 30 mg->15mg 15 mg
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Late-Breaking Abstracts Session Nové TKI

 Hochhaus A. Asciminib vs. Bosutinib v dalsich liniich (studie
ASCEMBL)



StUdie CABL001A2301 (ASCEM BL) A. Hochhaus, LBA#4

Studie faze lll pro pacienty s CML v chronické fazi, u nichz selhala c¢i nebyla tolerovana lécba > 2 TKI

e
na > 2 TKI MMR ve 24 tydnech

ABLoo01 (Asciminib)

N =233 40 mg 2x d. 3’
’ Klicové sekundarni cile:
2:1 e MMR v 96 tydnech
* Bezpecnost |éCby
Bosutinib (Bosulif) s * Utinnost lécby (CCyR,
Stratifikace dle 500 mg 1x d. P¥i selhani mozny MMR, doba do
MCyR na vstupu switch na asciminib dosazeni a trvani CCyR

Ucast nelze pfi a MMR, PFS, FFS, OS)

pozitivité mutace
T35l ¢iV2gglL



Asciminib

Mechanizmus ucinku

Prvni ze tfidy STAMP inhibitora (Specifically Targeting the BCR-ABL Myristoyl Pocket)
Alostericky inhibitor, ktery mimikuje autoinhibi¢ni mechanizmus Abl kinazy, ztraceny BCR-ABL1 fuzi

Vysoka specificita + nizka off-target aktivita — predpoklad T ué¢innosti a dobré tolerance

A Autoinhibition of ABL1 by Engagement B Loss of ABL1 C Allosteric Inhibition of BCR-ABL1 ‘ \ 3
of Myristoyl-Binding Site Autoinhibition Due to Kinase Activity by Asciminib . A\ K vazby
BCR-ABL1 Translocation 29 ﬁ “ e > ABLoo1

2 X .

_
~

Myristoylated @ 1
N-terminal

Inactive Active Active Active Inactive

Wylie AA. et al. Nature 2017; 543:733-737; Schoepfer J. et al. ] Med Chem 2018;61:8120-8135; Huhges T. et al., N Engl J Med 2019;381:2315-2326



Asciminib

Mechanizmus ucinku

Prvni ze tfidy STAMP inhibitora (Specifically Targeting the BCR-ABL Myristoyl Pocket)
Alostericky inhibitor, ktery mimikuje autoinhibi¢ni mechanizmus Abl kinazy, ztraceny BCR-ABL1 fuzi

Vysoka specificita + nizka off-target aktivita — predpoklad T uéinnosti a dobré tolerance

A Autoinhibition of ABL1 by Engagement B Loss of ABL1 C Allosteric Inhibition of BCR-ABL1
of Myristoyl-Binding Site Autoinhibition Due to Kinase Activity by Asciminib
BCR-ABL1 Translocation

Myristoylated Q 1
N-terminal

Inactive Active Active Active Inactive

Wylie AA. et al. Nature 2017; 543:733-737; Schoepfer J. et al. ] Med Chem 2018;61:8120-8135; Huhges T. et al., N Engl J Med 2019;381:2315-2326



Bosutinib ve 3. a dalsich liniich

Vysledky studie s bosutinibem v dalsich liniich (BYOND)

Leukemia (2020) 34:2125-2137
https://doi.org/10.1038/541375-020-0915-9

ARTICLE

Chronic myelogenous leukemia e

Bosutinib for pretreated patients with chronic phase chronic
myeloid leukemia: primary results of the phase 4 BYOND study

Andreas Hochhaus' - Carlo Gambacorti-Passerini? - Camille Abboud? - Bjorn Tore Gjertsen* - Tim H. Briimmendorf® -
B. Douglas Smith® - Thomas Ernst' - Pilar Giraldo-Castellano’ - Ulla Olsson-Strémberg® - Susanne Saussele? -
Nathalie Bardy-Bouxin'® - Andrea Viqueira'' « Eric Leip' - T. Alexander Russell-Smith'3 + Jocelyn Leone'? -
Gianantonio Rosti' - Justin Watts'® - Francis J. Giles'® - on behalf of the BYOND Study Investigators

Hochhaus A. et al. Leukemia 2020;34:2125-2137

N = 163; R/l na predchozi Ié¢bu, dominantné CP
Kumulat. incidence CCyR ve 12M: 81 %
Kumulat. incidence MMR ve 12M: 71 %
Pacienti ve 3. linii bez vstupni CCyR: CCyR 67 %
Pacienti ve 4. linii bez vstupni CCyR: CCyR 47 %
Pacienti ve 3. linii bez vstupni MMR: MMR 64 %
Pacienti ve 4. linii bez vstupni MMR: MMR 39 %
Vysoké podily také u MR4.5: 28 % a 26 %

NU zvladatelné (priijem u 88 % pacientd, gr. %
u 16%)



StUdie CABL001A2301 (ASCEMBL) A. Hochhaus, LBA#4

Studie faze lll pro pacienty s CML v chronické fazi, u nichz selhala c¢i nebyla tolerovana lécba > 2 TKI

Median FU 15 M

Pacienti v CP-CML Lécba Nedostatecnd
. ) , . Y v Intolerance
s rezistenci/intoleranci ukonéena ucinnost
na = 2 TKiI
ABLoo1 (Asciminib) o o o

N =233 40 mg 2x d. 38 % 21% S %

2:1
Bosutinib (Bosulif
( ) 70 % 32% 21%

500 mg 1x d.



StUdie CABL001A2301 (ASCEMBL) A. Hochhaus, LBA#4

Studie faze lll pro pacienty s CML v chronické fazi, u nichz selhala c¢i nebyla tolerovana lécba > 2 TKI

Median FU 15 M

Pacienti v CP-CML Lécebna odpovéd ve . 0
s rezistenci/intoleranci 24 tydnech MMR COYR MR4.0 MR4.5 Q=1%
na =2 TKI
ABLoo01 (Asciminib)
N=233 4omgzxd. 26 % 41 % 11 % 9 % 45 %
2:1 P = 0,029 J
Bosutinib (Bosulif
(Bosulit)  SEEEEYY 24 % 5% 1% 22%

500 mg 1x d.
N =76

* Median trvani expozice asciminibu byl 43 tydn0 versus 29 tydnU u bosutinibu



StUdie CABL001A2301 (ASCEMBL) A. Hochhaus, LBA#4

Studie faze lll pro pacienty s CML v chronické fazi, u nichz selhala c¢i nebyla tolerovana lécba > 2 TKI

Median FU 15 M

Pacienti v CP-CML . Vsechny Vedouci
. 7. 7 NU v Sto 2 3
s rezistenci/intoleranci stupné k D/C
na = 2 TKI

ABLoo01 (Asciminib)

N =233 40 mg 2x d. 90 % 51 % 6 %

Bosutinib (Bosulif)
500 mg 1x d.

96 % 61 % 21 %



StUdie CABL001A2301 (ASCEMBL) A. Hochhaus, LBA#4

Studie faze lll pro pacienty s CML v chronické fazi, u nichz selhala c¢i nebyla tolerovana lécba > 2 TKI

Nejcastéjsi NU, vyskytujici se u 2 20 % pacientd v jakékoliv vétvi

80 -
70 -
X 60 -
>
3 5o B Asciminib ™ Bosutinib
S
S 40 -
™
2 30
S 22 21
& 20 -
o I I l l I
o/ MEEE NN S @ N NN =i =
Q\e -Q/ ?.
er oQ {0\ O\Q (JQI
) S e @
& ¥ ¢



StUdie CABL001A2301 (ASCEMBL) A. Hochhaus, LBA#4

Studie faze lll pro pacienty s CML v chronické fazi, u nichz selhala c¢i nebyla tolerovana lécba > 2 TKI

Median FU 15 M

Pacienti v CP-CML NU Arterialni
s rezistenci/intoleranci okluzivni NU
na = 2 TKI

ABLoo01 (Asciminib)

)
N =233 40 mg 2x d. 3,2 %

Bosutinib (Bosulif)
500 mg 1x d.

1,3 %



StUdie CABL001A2301 (ASCEM BL) A. Hochhaus, LBA#4

Prvni studie porovnavajici rizné Median FU 15 M

TKI u rezistentnich/intolerantnich

Pacienti v CP-CML pacient

s rezistenci/intoleranci
na = 2 TKI

ABLoo01 (Asciminib)

_ ASCIMINIB prokazal signifikantni
N =233 40 mg 2x d.

a klinicky vyznamnou prevahu nad
bosutinibem a uspokojivou toleranci

Bosutinib (Bosulif)
500 mg 1x d.
N = 76 Studie podporuje uziti ASCIMINIBU
u pacientt po 2 2 TKI v klinické
praxi
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Nové TKI

632. CML: Therapy — CML: New and Beyond

e Kantarjian H. Pona po selhani 2G-TKI (studie PACE+ O )
e Boccia M. Monitorovani CD26+ stem cells u CML

 Rea D. COVID-19 & CML (studie CANDID)

* Cortes JE. Asciminib u mutace T315I (studie faze I)

e Jiang Q. Olverembatinib (HQP1351) (studie faze Il)

e Cortes JE. Vodobatinib po rezistenci na predchozi TKI



Studie faze | s asciminibem J. Cortes, Abs#650

Design studie faze |

Dose Escalation: CML MTD Dose Expansion:
asciminib BID completed > roe > CML (20 mg and 40 mg BID) completed

10 to 200 mg BID

Dose Escalation: CML T3151 3 MTD 3 Dose Expansion:
asciminib BID and QD completed RDE Gwl mutation (200 mg BID) ongoing >

20 to 200 mg BID
80 to 200 mg QD

Dose Escalation: CML
asciminib QD

80 to 200 mg

—_— ':ET)E =——>  Dose Expansion: CML

Dose Escalation: Ph+ ALL/BP-CML
asciminib BID
40 to 280 mg

MTD Dose Expansion:
> e > Ph+ ALL/BP-CML

ion: MTD ion:
Combo Dose Escalation: CML > > Dose Expansion:

asciminib + NIL 300 mg BID 1= CML
20 and 40 mg BID
Combo Dose Escalation: CML 3 MM > Dose Expansion:
asciminib + IMA 400 mg QD RDE CML
40, 60, and 80 mg QD; 40 mg BID
Combo Dose Escalation: CML 3> MTD 3 Dose Expansion:
asciminib + DAS 100 mg QD RDE CML

80 mg QD; 40 mg BID
Huhges T. et al., N Engl J Med 2019;381:2315-2326



Studie faze | s asciminibem J. Cortes, Abs#650

Studie faze | pro pacienty, u nichz selhala Ci nebyla tolerovana lécba > 1 TKI

N =52, median véku: 54 let; s mutaci T315I; davka asciminibu 200 mg 2x denneé
Predlécba: = 3 TKI 35 %; = 4 TKI 17 %; ponatinib 60 %
V dobé analyzy: 67 % pacientu pokracuje v terapii
Podil pacientti s dosazenou MMR: 47 %
MMR setrvala u 87 % témér 3 roky
Podil pacientu s dosazenou MMR: ponatinib-naivni: 58 % versus predléceni ponatinibem 29 %
AE 2 gr. 3: 58 %, zejména elevace lipazy a trombocytopenie

Cévni NU: 3/52 (5,8 %)



Asciminib je slibnou lécebnou
moznosti i pro pacienty s T315I,

Studie faze | s asciminibem ukterych selhala létba 5

ponatinibem

Studie faze | pro pacienty, u nichz selhala Ci nebyla tolerovana lécba > 1 TKI

N = 52, median véku: 54 let; s mutaci T315l; davka asciminibu 200 mg 2x denne
Predlécba: = 3 TKI 35 %; = 4 TKI 17 %; ponatinib 60 %
V dobé analyzy: 67 % pacientli pokracuje v terapii
Podil pacientti s dosazenou MIMMR: 47 %
MMR setrvala u 87 % témér 3 roky
Podil pacientu s dosazenou MMR: ponatinib-naivni: 58 % versus predléceni ponatinibem 29 %
AE 2 gr. 3: 58 %, zejména elevace lipazy a trombocytopenie

Cévni NU: 3/52 (5,8 %)



Nové leky

Oral Abstracts Q. Jiang #651 & J. Cortes #652

Olverembatinib (HQP1351) Vodobatinib (Ko706)

3G-TKI, aktivni viici mutaci T315I

Ve studii faze I, N = 101, ucinny a dobre
tolerovany

40 mg 1x d.

Studie faze Il, rezistentni CP- a AP-CML:

Predchozi léCba ponatinibem vyloucena
CP (N = 41; med. vék 47 let), AP (N = 23;
41 let)

Med. follow-up 8 mésicl

Med. trvani CML od dg. cca 5 let

CP: CCyR 66 %; MMR 49 %
AP: CCyR 39 %; MMR 26 %

TKI, aktivni vaci -~ itacim vyjma T315I
Nizka off-targe  tivita

:udie faze |

Se Studie faze Il u pacientu po selhani K|
T: nebo intoleranci ponatinibu
Re¢ probiha

Maximalni tolerovana davka: 204 mg
Doporucena davka pro studie faze ll: 174 mg
CP: MCyR 68 %

U&innost srovnatelnd Pona-naive vs. Pona-Tx
Prijatelna toxicita: zejména myelosuprese
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COVID-19 & CML: Nonintervencni studie retro- i prospektivni

- CML and COVID-19 Case Collection Fol

Serology
SARS-CoV-2 Immunoassay performed? (Yes/No):
For esch CML pstient with COVID-19 plesse complete the following inf i ding to If yes what was the result?
your eurrent knowledge. We are collecting both confirmed and d cazes
Thank you foryour time Mame of SARS-CoV-2 immunoassay used:
Name and emsil of physician treating CML: Date of serology test

Name and email of person reporting the case: )
Any other comments you would like to make:

If applicable howmany CML patients do you treat?

Case Details Have you submme‘d this case to any other COVID-19 database? Y/N
If yes which one(s)?
Gender:
‘Would you like the iCMLT to submit this case to the ASH COVID-13 registry on your behalf?
Age: ¥ /N /Already done
Race:

SmokingVaping status:

Length of time with CML:

Classification of COVID-19 severity according to WHO,
CML trestment and response pathway:

CML trestment and dose at the time of COVID-19 disgnosis:

Length of free remission f app : Categories

Date of COVID-19 diagnosis:

Mathod of COVID-19 diagnosis: {ie. PCR, history/CT imaging, history/CXR imaging, Mild Symptomatic patient meeting case definition for COVID-19 but
clinically suspected) COVID-19 without evidence of viral pneumonia or hypoxia
Signifi idities: (e.g. pul / cardio | immune related/ metabolic / renal)

Mod Clinical signs of pneumonia (fever, cough, dyspnea, fast breathing) but no
TKLi ion during COVID-19 7 [Yes/No/How Long): FHizED=E signs of severe pneumonia (no hypoxia onroom air)

Severty of COVID-19: Mid/Moderate/Severe/Critical (See WHO definition below):

Clinical signs of pneumonia and at least one of the following: hypoxia

'Was the pstient hospitalized for treatment of the COVID-19 infection? on room air, respiratory distress, general danger signs or convulsions

Specific COVID-19 treatment [Y/MN/Unknown)
If Yasplease ist ARDS, acute life-threatening organ dysfunction, septic shock, others
(acute pulmonary embolism, acute coronary syndrome, acute stroke ...)

Pleaze complete as applicable:
Date of death:

Date of hospital discharge:
Date of recovery:
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Current weekly summary
Our total case number is no 8 of these cases are clinically suspected and not confirmed by PCR, or serology. 105 cases have now been confirmed with serology. 9 cases are PCR +ve and -ve for serology.

Of the 516 CML cases:

442* recovered

57 active

42 died

& unknown

*3 patients recovered from COVID-19, but subsequently died due to CML progression

45 Countries with cases:

France Q] ke
UK 54k
India 4 Frkak
Russia Fakx
Brazil 0%
m— Czech RepUbIiC 30 qCmm—
ltaly 3gHERE
USA 27
Argentina  24%%*
Canada 12
Germany 11
MNepal 10*
Mexico 9
Spain 8
Turkey 8
Armenia T*
Honduras 7*
Israel T*
Paraguay 7

China 6%
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COVID-19 & CML: Nonintervencni studie retro- i prospektivni

N = 201, median véku: 53 let; median trvani CML: 70 mésicu
IMA (56 %); 2G-TKI (40 %); ponatinib (3 %), jiné (1 %)
Zavery:

Infekce SARS CoV-2 muze byt asymptomaticka i u pacientii s CML (u 6,5 %)
Infekce SARS CoV-2 symptomaticka je u ~ 80 % pacientli s CML mirna az stredni
Polovina pacientt s tézkym/kritickym prabéhem COVID-19 zmira
Hlavnim faktorem asociovanym s tézkym pribéhem je vék spiSe nez CML
Typ a generace TKI terapie se nezdaji byt asociovany s tizi pribéhu ¢i mrtim

CML se nejevi jako predisponujici onemocnéni pro tézky prtibéh, vyjimky mohou nastat
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D. Rea, Oral Abstract #649 g z

COVID-19 & CML: Nonintervencni studie retro- i prospektivni

N = 201, median véku: 53 let; median trvani CML: 70 mésicu
IMA (56 %); 2G-TKI (40 %); ponatinib (3 %), jiné (1 %)
Zavery:

Infekce SARS CoV-2 mtiZe byt asymptomaticka i u pacientti s CML (u 6,5 %)
Infekce SARS CoV-2 symptomaticka je u ~ 80 % pacientli s CML mirna az stredni
Polovina pacientt s tézkym/kritickym prabéhem COVID-19 zmira
Hlavnim faktorem asociovanym s tézkym pribéhem je vék spiSe nez CML
Typ a generace TKI terapie se nezdaji byt asociovany s tizi pribéhu ¢i amrtim

CML se nejevi jako predisponujici onemocnéni pro tézky pribéh, vyjimky mohou nastat
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COVID-19 Vaccines for people with CML

The iCMLf is sharing a statement on COVID-19 vaccines for people with CML.

‘At this time, based on best available information, patients with chronic myeloid leukemia (CML) are considered
appropriate to receive vaccines against COVID- T, WITE TaOTe speciarl Ccumstances may exisy, Imost pauents, wnemer__

T T T T remis sion, or off therapy havina pursued ‘treatment free remission’ are
likely appropriate and should pursue vaccination when available to them. In general, neither excess risk of adverse

effects or concern over effectiveness are expected for CML patients. Different vaccine strategies, including the novel
mMRNA vaccines from Pfizer-BioNTech and Moderna, along with the Oxford/AstraZeneca vaccine, appear safe and
effective and no preference is noted at this time. Since other health conditions and individual medical histories
(including reactions to prior vaccinations) may affect advice, suitability, and timing, discussion with a patient's entire
health care team is recommended prior to vaccination. Other vaccines, including the Sputnik V, are under
development and available in some countries. There is less information available for these vaccines and thus their
safety and efficacy cannot be considered fully evaluable.

Author: Professor Michael Mauro, Memorial Sloan Kettering Cancer Center, USA in consultation with CML experts
This statement was first produced for the American Society of Hematology and is shared with permission from the
author.
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