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Allogene HSCT
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ALL CR1 1780 patients, >CR1 1185 patients

Passweg JR, et al. Bone Marrow Transplant 2020;55:1604-1613
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Deutschland

AlloHScT mmm MMMMM

in CR1 178 200 190 195
>CR1 64 91 86 76 93 73 60 49 73
% of all allo 0 ;

HSCT approx. 7-8% of allo HSCTs in Germany

CAR-T

(adult) 5 15 19 8 26

DRST, German Registry for Stem Cell Transpl.
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Inzidenzen

GMALL-Studien

UNIVERsITATsSmedizin.

55)
Children
A
L\
5
.\ |
\ @ Young adults Middle age adults Older adults

3 =

\ <
2
1 \\\.\’_“

_.—'_'

0

0-4 5-9 10-14 15-19 20-24 25-29 30-34 35-39 40-44 45-49 50-54 p5-59 60-64 65-69 70-74 75-79 80-84 >85 yrs

Definition of age groups: M. Briner, 1999

SEER Program (www.seer.cancer.gov)
Public-Use, Nov 2003 (incidences 1992-2001)
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http://www.seer.cancer.gov/

Risiko-Stratifizierung GMALL e

B-Precursor T-ALL
High WBC >30.000/pl
Subtype pro B early T
mature T
Genetic 1(9;22)/BCR-ABL
t(4;11)/ KMT2A-AFF1
/ N4 N4

Standard Risk High Risk Very High Risk
No Risk Factor >= 1 Risk Factor Ph/BCR-ABL+

1
{ SCT in CR1* } ..
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GMALL 08/2013 Protokoll (ss =

B-Lin: NDHTX B-Lin: HDMTX
induction Cons.| HDAC/CP HDAC/CP ASP-MP
Ph- | eat | Pan rl_l-l I E E I Eb #| Maintenance up to 2.5 years
Ph+ [mstint+ Reduced cremo ] et l
HR/Ph+/MRD+ SCT (sibling or unrelated) End of therapy LBL

]

SRR RRRRR U ARBABARSREERE AR ADARR AR R R

1 4 9 11 14 16 19 24 27 29 32 35 37 41 52 wks
= BFM-based ,pediatric’' regimen Randomization |:
=» Dexa during induction/consolidation | A . . g
9 9 x PEG-asparaginase (2000 - 1000 - 500 U/m?)  CNS irradiation versus i.th. prophylaxis in B-
2 7x HDMTX (1.5 g/m?) LL/LBL
= Reinduction A /
= Risk-adapted SCT indication

Risk stratifikation: HR: >= 1 risk factor Randgmlzatlon II: ) .
- pro-B-ALL and / or KMT2A SCT versus standard therapy in HR pts with MolCR
-early / mature T + Molecular Failure : 2
- B-precursor: WBC > 30.000 after Consolidation | after induction.
- No CR after induction |
%
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Overall Survival
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OS by subtype

18-25y (N=204): 87%at3y
26-35y (N=160): 74%at3y
36-45y (N=150):  69% at 3 y»
46-55y (N=191): 73%at3y

v 1 Y Y -
0 1 2 3

Gokbuget et., ASH 2021
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B-prec Ph neg: 77% at 3 y (N=350)
B-prec Ph pos: 74% at 3y (N=128)
T-ALL: 74% at 3 y (N=160)

N=705 (GMALL 08/2013 <55)
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Response nach Kons 1 =

B-ALL T-ALL

PH+

599 326 122 151 261 217
93%  94% 95% |89% 96% 88%
4% 5% 3% 5% 3% 7%
3% 1% 2% 7% 1% 4%

N Evaluable (248 (178
Molecular CR 74% 54%

W\ T ETA TR 19%
MRD Low Pos
Molecular NE

Molecular Response 75%

Gokbuget et., ASH 2021
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Overall Survival alloTx in CR1 v

Ph-NEG

Ph-POS
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Product-Limit Survival Estimate for ph = negativ

Uberet hrscheinlichkei

10 [ Zensien
g 0.6 -
Ph-
04 Rezidive 14 %
3 TRM 14 %
0 20 - <ot monts 40 60
N =192

Survival at 1 year: 85 %
Survival at 3 years: 72 %

GMALL 08/2013
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Product-Limit Survival Estimate for ph = positiv

Ph+ \
Rezidive 8 %
TRM 15 %
0 20 o 40 60

N =130
Survival at 1 year: 85 %
Survival at 3 years: 79 %

MAINZ
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Fallbeispiel =

43 jahrige Patientin _— :33300/” :I.;LT
Diagnose: c-B-ALL, bcr-abl neg (0:22/BCRABL mature T

t(4;11)IKMT2A -AFF1

Standard Risk
No Risk Factor

= \/orphase + Induktion 1
+ keine CR (o

= |nduktion 2, zytolog. CR,
=  molek. pos (MRD level 103)

GMALL-younger Protokoll . . } H|ghR|sk ‘Veryngthsk

>= 1 Risk Factor Ph/BCR-ABL+

{ SCT in CR1*

= Konsolidierung 1, zytolog. CR
= molek. pos (MRD level 103) 2 HLA-idente Fremdspender

1 haploidenter Bruder

Onkopedia — Online Seminar on koped|0



Spenderauswahl - GMALL (x 1999-2013
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@ 2 years: 17-20%

Time after transplantation (years)
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Beelen, Arnold, Stelljes et al., TCT 2022
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Survival Probability

Cumulative Incidence
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MUD: 366
Med age: 32y
MRD: 176
Med age: 33y
®
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Leukernia-Free Survival

Cumilative Incldencea af MRM

Haplo vs matched sibling?

LFS
1o = HR=0.92; 95% ClI=0.74-1,13; p=0.41
LI
0.8 =
0.7 =
L
.3 =
LUE
13 = —
02 = rapia
0l =
o T T 1
1] 1 2z 3
Time frorm traneplant {years)
number of at-rsk patients
360 166 Jilc] 47
350 174 94 B3
NRM
10— HR=1.61; 85% CI=1.11-2.34, p=0.012
05 =
0E =
0.7 =
LG — - WSO
0y =
Py = Haplo
03 =
02 =
0l = ;_
“3 T T |
o ! 2 3
Time from fransplant {years)
numbsar of at-isk patiens
350 166 as 47
350 174 94 63

Nagler et al J Hematol Oncol 2021
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Cwyerall Survival

Cumulative incidence of relaps
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— HR:=1.11; 95% Cl=0.88-1.40; p=0.37
— — SO
] = Haplo
| I 1
[i] 1 1 3
Tirme froem transgplant (years)
number of at-risk patients
350 208 1B T
350 188 108 T2
RI
- HR=0.83; 85% Cl=0.48-0_84; p=0.002
: = Haplo
7 | I I
0 I 2 3
Time from transplant {years)
number of at-nsk patients
350 166 B a7
350 174 B4 63

GRFS
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= HR=0.96; 95% CI=0.73-1.17, p=0.69
| |
1] P4 3
Time fram transplant (years)
number of al-fsk patienls
344 L] 24
348 76 51

N=2304, retrospective
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Konditionierung?

b
P<0.01
a g
1.0 c
- P < 0.01 § 5y-PFS
_ o8t < ey TB140.0%
-{% 06 | 5y-05 g e a s LERs L o TP
{?'.' ‘ . I.F' E’ I_H-“_ H T 1+
- ' "y ey TBI 42.3% o No TBI 24.2%
“H- - ¢ #AH-HA- -H-H
g 04 \_\1‘“— g ST — 0.0
—HH i 0 3 [+] 9 12 15 18 21 24
0.2 t — i I d
No TBI 28.6% ! 14 P<0.05
0.0 E 08
=
0 3 6 9 12 15 18 21 24 z 5y-NRM
Patients at risk (n) Years from allo-SCT 8 0.6
No 61 20 12 8 3 1 1 1 0 % 0.4 No TBI 34.8%
Yes 119 51 36 28 23 14 7 1 0 = H_rr-——'—'
T [ ot SN
Greil et al, BMT 2021 o |7 TBI 20.6%
0.0 |l
0 3 6 9 12 15 18 21 24
Patients at risk (n) Years from allo-SCT

No 61 17 11 7 3 1 1 1 0
Yes 118 44 34 26 21 13 7 1 0

. ®
Onkopedia — Online Seminar Onkoped|0



.« . . & UNIVERSITATSMedizin.
Konditionierug - GMALL "

18-45 Jahre > 45 Jahre Kontraindikation TBI

AAAAAAAANANNANNADNNPNNNNINNG

(Aiter, HCT-CI....)

Familie, |VP16 /12 Gy TBI Flu /8 Gy TBI Bu / Flu

Fremd CY /12 Gy TBI Flu /8 Gy TBI Bu / Flu

GMALL-Empfehlung SZT e

o e
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T B | _frel (keine GMALL-Empfehlung)

* Flu 25mg/m2 d-6 bis d-4
« Carmustin 400mg/m2 d-6
* Thiotepa 5mg/kg 2x d-5 & d-4

A 10 -lil
08 1
0.6 L‘:-I---H----I-:

Percent suniving

|—|—|"--H-----+ ------------- B
0.4+
02
""" Cwerall survival
— Event free survival
n'n- T T T T T
i 2 24 e 48 &0 72
# Patients at risk Manths from allo—HCT
® 2 % % 1 3 :
2 g 8 4
B 1.0
| Relapse M |
ﬁ 0.8
E 0.6
ﬁ 041 A
a 024 :_.- |
oolt—_ ; : ; ; :
Q B = 18 24 30 36
#EH'B'HE Marths from allo=HCT
a nsk 22 h<l g g B8 B 4

Christopoulos et al BBMT 2012
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* Treo 12g/m2 d-7 bis d-5
» Etoposid 30mg/kg d-4
* Cyclo 60mg/kg d-3 & d-2

b

Kaplan-meier-est mate

Cumulative incidence

1.0000
0.9000
0.8000
0.7000
0.8000
1.CR >1.CR
0.5000 —
Median [m] n.a. 16
0.4000 | FengeIml 33236 24475
emrate 089 085
o0%-CL (0.81,097) (0.69,1.00)
03000 4 4o rate 078 069
S0%-CL (0.64,0.87) (0.49,090)
0.2000 1 45m rats 061 038
20%-CL 047,075 10.14,063)
0.1000 { 2amrat= 051 038
o0%-CL (0.36,0.65) (0.14,063)
0.0000 1 1 | | )
0 6 12 18 24 30
Patients at risk Time [months]
-_—37 33 28 21 1 0
—13 1n 9 5 4 0
1.0000
0.9000
0.3000
0.7000
0.6000
0.5000
0.4000
0.3000
0.2000
0.1000
0.0000 L 1 L 1 1
] 6 12 18 24 30
Patients at risk Time [manths]
35 26 19 13 7 0
— 13 8 3 2 o 0

Kroger et al BMT 2015
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Patients at risk

48

&m rate 0.08
90%-C.1 i0.01,012)
12mrata  0.08
A0%-C.1 i0.02,0.15)
18mrata  0.16
90%-C.1 0.07,0.25)
2dmrsta 016
90%-C.1 0.07,0.25)

[

35
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18 24 30

Time [months]

24

15 7 0
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Einflussfaktoren GMALL

Multivarate Analysis of Sigmificant Covanates: Overall Survival (N =84)°

aGvHD [E:rade Of1 versus 1-1V)

Covariates HR M
Overall survival (M = 84)
Age (=35 versus =35) 3471 (1486 — B.105) 0040
MED week 16 (mol CR versus maol failure) 3653 (1556 - B.4575) 0029
aGvHD (grade O/ versus H-1V) 1525
Disease-free survival (N =114)
Ape (=35 versus =35) 1750
Gender (male versus female) Bb61
» MED week 16 {mol CR versus mol failure) 3.294(1.767 - 6.139) 0002
Mon-related mortality (N = 420)
‘ Ape (=35 versus =35) 1.906 (1226 — 2.963) 0041
Trial {06/99 versus 07(03) 0.444 (0281 - 0.701) D005
» aGvHD (grade 0/ versus H-1V) 2626 (1667 — 4137) =.0001
Relapse risk (N = 84)
Gender (male versus female) 2163
» MED week 16 (mol CE versus mol failure) TH68 (2337 - 24.508) 0007
6175

HE indicates hazard ratio; mol, molecular; aGvHD, acute graft-versus-host-disease.
* Only patients with all parameters available will be considered.

V' Chi-sguared.

» Alter — starkster Pradiktor fir NRM (infektionen)
» MRD - starkster Pradiktor flir Relapse (45% mol. failure vs 6% mol CR)

Onkopedia — Online Seminar
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Einflussfaktoren Alter & MRD @waw
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m==) >45 reduzierte TBI-Dosis
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c 10 + Cansomd D e
Relapse
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08 PR 08
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i ]
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0.6 - 1 0.6
MRD Wo 16 ™ .
1
VY R e .
(R
04~ [ e —_——
g I-o—-----—————.—————-o————-p g _"r
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024 02 H
4
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DFS i
0.0+ T e
T L] T T T T T T T Y T
] 2 d 8 [] L o 7 [ ] 10
Tame after iraraplantation [years) Tima atar transplartaton {yean )
HHFH1§ — . CR ___m”.mp” mmmclfﬁ Mol CR ———Whllur]
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Prognostic factor MRD o

1.0
5y-0S P < 0.0001 | 5y-PFS P = 0.0001
CR1 MAD,, 55% ----- CR2 MRD,,, 48% _5 0.8 CR1 MR, 50% - ---- CR2 MRDq, 46%
_ -— - — Refractoryl 14% - —— CR1 MRD,,_ 44% e - — - — Refiactoryl  14% - CR1 MRD,,, 3%%
] - CRZMRD,, 40% —— - Reiractory2 5% a2 IN e CR2MRD,, 40% —— — Refrciory2 5%
E g 0
oy _—
= S 04 \
o 2 04 h L
g ﬁ |
© &
g
o
0 3 G 9 12 15 18 21 24 0 3 (5 9 12 15 18 21 24
Years from allo-SCT Years from allo-SCT
Greil et al, BMT 2021
d C
1.0/
- 1.0
F=0727 ' P < 0.0001

= { 5y-NRM %. 5y-RR

T 08 0.8

E % Refractory2  68%

3 06 5 [ CRe MR, 0%

; L : [ e 57

2 04 Refractory? 7% @

£ g % CRZMAD. 3%

: £ 00 [t '

& CR1 MRD,, 25% E E:: ::g ’iﬁ

CR2 MRD,,, 0% o ned
0 3 6 2] 12 15 18 21 24

4] 3 6 9 12 15 18 21 24
Years from allo-SCT Years from allo-SCT .s

. @
Nagler et al J HeRRkPBEdiR 0 ANline Seminar on I(O ped [o]
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Fallbeispiel

43 jahrige Patientin
c-B-ALL, bcr-abl neg, SR

GMALL-younger Protokoll
= keine zytolog. CR nach Induktion 1
= persistierend molek. pos nach Kons 1(MRD level 10-3)

2 Zyklen Blinatumomab
= MRD neg CR

allogene Stammzelltransplantation vom HLA-identen Fremdspender
Konditionierung TBI 12Gy / Cy + ATG

GvHD-Prophylaxe: MTX + CSA

Pneumonie

Mucositis I11°

o e
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GMALL-Empfehlung o

bei MRD-Positivitat:
» zielgerichtete Therapie
» moglichst niedriges MRD-Niveau vor HSZT

— Blinatumomab (B-ALL)
— TKI-Wechsel (PH+ B-ALL)
— Nelarabine (T-ALL)

on kopedic.i.
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ECOG-ACRIN E1910-Study

UNIVERSITATSmedizin.

MAINZ
Stratified by age (< or >55 yr), CD20 status, rituximab use,
HSCT intent, MRD at randomization
. Consolidation Maintenance'
. A : Blinatumomab +
] Induction Intensification ¥ -
Patients aged 30-70 yr Chemotherapy
with newly diagnosed ; HD-MTX + ) n=112
Y ciag ] BFM-type regimen* CR/CRi MRD ( )
BCR::ABlL1-negative = (N = 488) — PEG-ASP (n=224)
B-ALL (n=333) Chemotherapy?
(N =488) T (n=112)
MRD™I
0S* in MRD"8 Disease
1.00 -
Blina + CT cT
0.75 1 HR (95% CI P
£ (n=112) (n=112) (85% 1)
-]
£ 0501 mOS,* mo NR 71.4  0.42(0.24-0.75) .003
= " 3.6-yr 0S, % 83 65
° o5 — Blina+CT * Deaths, n 17° 3g*
— mRFS, mo NR 22.4 0.46 (0.27-0.78) .004
0 0 1'2 2'4 3.6 4.8 Gb 7'2 8I4 :Primar\,v endpoint. Tn = 8 secondary to ALL, n =9 NRM.
L n =20 secondary to ALL, n = 17 NRM, n = 2 unknown.
. . Mo From Randomization
Patients at Risk, n
Blina+CT 112 106 99 65 41 18 7 1
CT 112 S6 85 53 28 14 4 4]
Litzow ASH 2022, Abstr LBA1 0.'.
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UNIVERSITATSmedizin.

Fallbeispiel

43 jahrige Patientin
c-B-ALL, bcr-abl neg, SR

GMALL-younger Protokoll
Z.n. Vorphase & Induktion 1, keine CR
Induktion Il & Kons 1, persistierend molek. pos (MRD level 10-3)
2 x Blinatumomab, MRD neg

allogene Stammzelltransplantation vom HLA-identen Fremdspender
Konditionierung TBI 12Gy / Cy + ATG

= d270: MRD pos (MRD level 104)

= d300: MRD pos (MRD level 10-3)

= 2x Blinatumomab + DLI

= seitdem MRD neg

= chronische GvHD der Mundschleimhaut + Augen

o e
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Follow up nach HSCT =

— engmaschiges MRD-Monitoring
d30-60; d100, d180, d270, d360, d450, d540, d630, d720

MRD pos nach Tx:

e Reduktion Immunsuppression

* Donor Lymphozyten-Infusion

* Zielgerichtete Therapie: z.B. Blinatumomab, TKI...
 CAR T-Zell-Therapie?

on kopedic.i.
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. . . UNIVERSITATsmedizin.
Rezidiv — Tx in CR2 ' o

CTX Blinatumomab Inotuzumab CD19 CART
* MRD positivity * High leukaemia burden * Relapses after SCT
* late Relapse * Hepatic toxicity or * Neurological toxicity or * Failure of other
comorbidity comorbidity immunotherapies
/7
/ ‘
p
Blinatumomab Vg
Z

/
z
v L

Stem cell transplantation

m) GMALL-Rezidiv-Empfehlungen

L]
adapted from Dhakal P, et al. Leuk Lymphoma 2020;61:7-17. -

o e
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Remissions-Induktion

INOVATE trial: chemo vs. inotuzumab
Kantarjian HM, et al. Cancer 2019;125(14):2474-2487.

CR/CRi MRD-Negativity

(CR/CRi patients)
0 73.8% %
® 60

P<0.001

CR/CRi, %
&

30.9%

30

50/162

CR/CRi, and proportion MRD-
=}

20

10

19/50 (38.0%)

InO SoC

In0

SCT after InO vs SOC
Total 47%. vs. 20%
direct SCT 43%. vs. 11%

Onkopedia — Online Seminar
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Tower trial: chemo vs. blinatumomab
Kantarjian HM, et al. N Engl J Med 2017;376:836-47.

60% - H Blinatumomab (N=271) mSOC(N=134)

OR CR CRh CRi
(CR/CRh/CRi)

SCT after Blina vs SOC
Total 24%. vs. 14%
In CCR 14%. vs. 9%

T
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Survival probability

UNIVERSITATSmedizin.
HSCT nach Inotuzumab o

1004 — + + Censored
No. of Median OS 2-year survival
<y n events (95% Cl), mo (95% Cl), %
s +—= Follow-up HSCT 71 47  126(9.3,27.7) 39.4(28.1,50.5)
el 80 No follow-up HSCT 50 44  7.1(56,108) 13.1(5.4,24.3)
% 60 - 25 &gg?(gls% Cl, 0.32, 0.95)
Median OS, 24-Month Qo
No. mo Survival, % S 404
1004 n Events  (95% CI) (95% CI) =
m— (A) AIHSCT pts 101 58 92(5.1.NE) 41.4(31.5,51.0) % 20
—_— (B) 1% Allo-HSCT 86 46 118(59,NE) 45.7(34.7.356.0) =] =
201 e (C) Direct 1% Allo-SCT 73 35 NE(8.5,NE)  51.1 (38.9,62.1) @ 04
in CR/CRi ; ; . : ; ; : - : : :
0 5 10 15 20 25 30 35 40 45 50
601 Time (months)
A No Modian OS, mo OSat18mo, % OSat24meo, %
407 (A) 104 N events  (95%C) f85% Ci 9% C)
— 2200 2ydes 33 17 BL(TTLIE 606 (420-T4 & 576 (361-T23
08* — 200 yties 32 M 1M7{77-178 318447 3 281 (140441
g HR (»2 vy 52 cycles): 185 05% C1 0 88-300
b 8
20 8 064
o
s
0 S 04+
1 [
——— T T T T T T T T T T 302 o
0 5 10 15 20 25 30 35
Time (months) 00 * * Censored
Marks et al. Biol Blood Marrow Transplant. 2019 Sep;25(9):1720-1729. 0 4 6 12 18 20 U B N N 0 4 & =2

Time (months)
Cassaday RD et al.. Br J Haematol. 2020
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CD19 CART

Tecartus (>25)J)

D
Median overall survival

(95% CI). months

—— Patients with CR or CRi (n=39) NR (16-2-NE)
—— Patients without CRor (Ri (n=16) 24 (0-7-NE)
—— All treated patients (N=55) 182 (159-NE)

Overall survival (%)
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Median duration of remission
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Shah B et al, Lancet 2021
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Kymriah (<25))
Event-free and Overall Survival
1.0
0.9

0.8+

Overall survival

0.6
;‘.? Event-free survival
| 054 —
2
& 04 -
0.34 No.of No.of Median
Patients Events Survival Rate at 6 Mo
0.2 mo % (95% Cl)
Overall Survival 75 19 19.1 90 (81-95)
019 Event-free 75 27 not 73 (60-82)
Survival reached
0.0 T T T T T

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

Months since Tisagenlecleucel Infusion

No. at Risk

Overall survival 75 72 64 58 55 40 30 20 12 8 2 0
Event-free survival 75 64 51 37 33 19 13 8 3 3 1 0

Maude SL et al. N Engl J Med. 2018;439-48.

UNIVERSITATSmedizin.

MAINZ

hohe CR Rate (>80%)

Relapse ca 50% ohne alloTx
= (CD19-Verlust
= CAR-Persistenz

e
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alloTx nach CAR T?

Structure of CAR-T

Park et al.
(2018) n =43

Lee et al.
(2015) n = 51

Pan et al.
(2017) n =45

Pan et al.
(2019) n=23

Jacoby et al.
(2018) n=20

Shalabi et al.
(2018) n=85

CD19-28z

CD19-28z

CD19-4-1BBz

CD22-4-1BBz

CD19-28z

CD19-28z (n = 52);
CD22-4- 1BBz (n=33)

Greenbaum et al, Front Oncol, 2020
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Yes

n=17
Relapse, 6/17 (35%);
TRM, 6/17 (35%)

n=21

Relapse, 2/21 (9%);

LFS not reached (P = 0.0006)

n=27

relapse, 2/27 (7%) (P = 0.023);

TRM, 2/27 (7%); 6-mo LFS, 81.3%

n=11

relapse, 1/11 (9%); TRM, 2/11 (18%); LFS at 1
vear, 71.6%

n=14
relapse 2/14 (14%); 1-year EFS, 73%; OS, 90%

25 went to allo-HCT;
2-year relapse, 13.5%

UNIVERSITATSmedizin.

MAINZ

No

n=26
Relapse, 17/26 (65%)

n=7
Relapse, 6/7 (86%);
LFS 4.9 mo

n=18
Relapse, 9/18 (50%)

n=7
Relapse, 4/7 (51%)

n=4
Relapse, 2/4 (50%)

n/a
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PH pos ALL

OS nach alloTx in CR1 (GMALL 08/2013)

Gokbuget et., ASH 2021

104
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0.6 -

04

0.2 -

0.0

Allo SCT in CR1

Ph+ Ph+ ALL
Rezidive 8 % (Transplant-rate >80%)
TRM 14 %

0 20 1 60

Survival in months
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TKI-Erhaltungstherapie (prophylaktisch)
MRD-getriggert TKI (praemptiv)
4
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/usammenfassung

Erstlinie:

= Risikostratifizierung
" jnitiale Parameter (Subtyp / Genetik...)
= \erlauf / Ansprechen

allogene HSCT in CR1, MRD moéglichst niedrig
TBI-Konditionierung, verwandte & unverwandte Spender
MRD-Monitoring / Therapie-Steuerung nach HSCT
Optimierung innerhalb GMALL-Studienprotokoll

Rezidiv:

= Standard-Konsolidierung nach Remissionsinduktion moglichst in CR2

Symposium Klinische Forschung — Universitatsmedizin Mainz 12. Oktober 2023
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Dr. E.M. Wagner-Drouet
Leitung Stammzelltransplantation und Zelltherapie
3. Medizinische Klinik
Hamatologie & internistische Onkologie
ZZIT des UCT der Universitatsmedizin Mainz
eva.wagner@unimedizin-mainz.de
L
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Sequentielle Konditionierung
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115 Patienten, 19-66J, retrospektiv
74% relapse, 26% primary refractory
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Median overall survival
(95% CI), months

—— Patients with CR or CRi (n=39) NR (16-2-NE)
—— Patients without CRor CRi (n=16) 24 (0-7-NE)
— All treated patients (N=55) 182 (159-NE)

z
=
2

Treated patients (n=55) .5

a

Overall complete remission or complete 39 (71%)" é—,

remission with incomplete haematological

recovery

. 0
Complete remission 31(56%) 0123456 7 8 9101112131415 16 17 18 19 20 21 22 23

Complete remissionwith incomplete 8 (15%) Time since KTE-X19 infusion (months)
haematological recovery

A
. . Median duration of remission
Blast-free hypoplastic or aplastic bone marrow 4 (7%) (95% 0.
No response 9 (16%) — Patientswith (R (n=31) 146 (9-6-NE)
Unknown or not evaluablet 3(5%) —— Patients with (Ri (n=8) 87 (10-128)

— Patients with (R or CRi (n=39) 12-8 (8.7-NE)
Data are n (%). *95% Cl 57-82, p<0-0001. 1The three patients who were unknown 5-Q
or not evaluable died (at days 8, 15, and 18) before the first disease assessment.

Table 2: Rate of overall complete remission or complete remission with
incomplete haematological recovery based on central assessment

Proportion ofpa tients in remisdon (%)
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O Censored
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N ot ik Time since first (R or CRi (months)
(R 31 26 19 18 17 14 14 14 14 14 11 7 6 6 6 3 1 O
Shah B et al, Lancet 2021 R 8 5 4 4 4 4 3 3 3 2 21100000 —of}
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