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Kapitel 1

T-Zell Lymphome bei alteren Patient*innen
- Klinische Charakteristika und Behandlungsergebnisse
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S244: PERIPHERAL T-CELL LYMPHOMAS IN THE ELDERLY:

REPORT ON 922 PATIENTS FROM THE T-CELL PROJECT 1.0 AND 2.0.

Tetiana Skrypets*, Luana Conte, Onder Alpdogan, Nazar Shokun, Monica Civallero, Henry Miles Prince, Stewen M.
Horwitz, Maria Elena Cabrera, Felicitas Hitz, Elisa Hawkes, Won Seog Kim, Ranjana Advani, Astrid Pavlovsky,
Francine Foss, Armando Lopez-Guillermo, Ciprian Tomuleasa, Alejandro Martin Garcia-Sancho, Stefano Luminari
and Massimo Federico

*Hematology and Cell Therapy Unit, Istituto Tumori Bari “Giovanni Paolo II”, Bari, Italy
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T-Cell Project 1.0 and 2.0

Patient cohort

Flow Chart: Population > 65 yrs old from TCP 1.0 and 2.0

Europe ® ® 00 [ B ¥ XK ]
Italy 28 sites
?:Qes UL (5SS TCP 1.0 Pts TCP 2.0 Pts
> s ?ﬂiﬂ 152 ssiit!;s registered registered
Pola:: 3 sites N= 1,669 N= 1,847 = - : -
Switzerland 2 sites ecruiting sites:
Croatia 2 sites e oo oo 118
South America Estonia 1 site Total n° pts Total n° pts
Argentina 39 sites Romania  1site on study eligible on study eligible
Brazil 39 sites Ukraine 1 site for :nsa!_l,VBSiS: for fria3l¥)sis:
S B ’ ’ Recruiting
Peru 3 sites Asia Sting
Uruguay 1 site :sr:iel ziiittzs TCP 1.0 TCP 2.0 cou;?:'les.
1 sit ndia
zlr'\aegzl::?la 1 :it: Oceania South Korea 1 site Pts 295 yrs old Pts >65 yrs old
Africa Australia 17 sites Kazakhstan 1 site N= 566 N= 356
Egypt 1 site Japan 1 site " , :
gé. | Geographic area:
3 wpcult v i 5
Total
. . . . . Pts >65 yrs old
» TCP 1.0 - prospective international registry with 1,669 cases N= 922
registered with PTCLs at 77 institutions worldwide 2006-2018.
& ~34% of pts = 65 yrs old

» TCP 2.0 - prospective international registry with 1,847 cases

registered with PTCLs at >120 institutions since 2018
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T-Cell Project 1.0 and 2.0

Patient characteristics

All pts >65 n (%)

65-74 yrs n (%)

>75 yrs n (%)

922 (100.0) 571 (61.9) 351 (38.1)
922 (100.0) 571 (61.9) 351 (38.1)

Follow-up (months) Ann Arbor Stage

P I-11 222 (24.1) 136 (23.8) 86 (24.5)
range 1-139 1-139 1-135 III-IV 585 (63.4) 366 (64.1) 218 (62.1)
median 41.5 44.5 39.6 Missing 115 (12.5) 69 (12.1) 47 (13.4)
Age at diagnosis (yrs) B-symptoms
median 72.00 69.00 79.00 YES 395 (42.8) 257 (45.0) 138 (39.3)
Gend NO 485 (52.6) 285 (49.9) 200 (57.0)

ender Missing 42 (4.6) 29 (5.1) 13 (3.7)

Female 392 (42.5) 233 (40.8) 159 (45.3) Extranodal sites
Male 530 (57.5) 338 (59.2) 192 (54.7) YES 496 (53.8) 316 (55.3) 180 (51.3)
ECOG NO 414 (44.9) 249 (43.6) 165 (47.0)
0-1 604 (65.5) 388 (68.0) 216 (61.5) Lymph nodes involvment
2-4 244 (26.5) 140 (24.5) 104 (29.6) T\E)S gi’g (3644-35) fgf (3635-55) 350 (3652;37)
missing 74 (8.0) 43 (7.5) 31 (8.8) Missing 12 (f.3)' : 6 (1.(1) ) 6 (1.(7) ©)
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T-Cell Project 1.0 and 2.0

Patient characteristics

Kompetenznetz

Maligne Lymphome

All pts >65 n (%)

65-74 yrs n (%)

>75 yrs n (%)

922 (100.0) 571 (61.9) 351 (38.1)
PTCL-NOS 376 (40.8) 222 (38.9) 154 (43.9)
AITL 240 (26.0) 145 (25.4) 95 (27.1)
ALCL, ALK- 116 (12.6) 77 (13.5) 39 (11.1)
NK/TCL, nasal 60 (6.5) 37 (6.5) 23 (6.6)
EATL 31 (3.4) 24 (4.2) 7 (2.0)
ALCL, ALK+ 13 (1.4) 10 (1.8) 3 (0.9)
ATLL 12 (1.3) 10 (1.8) 2 (0.6)
T-LGL 6 (0.7) 4 (0.7) 2 (0.6)
Gamma/deltaTCL 6 (0.7) 3 (0.5) 3 (0.9)
PTCL-TFH 5 (0.5) 4 (0.7) 1 (0.3)
SPTCL 5 (0.5) 2 (0.4) 3 (0.9)
F-PTCL 4 (0.4) 3 (0.5) 1 (0.3)
HSTCL 4 (0.4) 3 (0.5) 1 (0.3)
BIA-ALCL 2 (0.2) 2 (0.4) (1]
MEITL 2 (0.2) 2(0.4) 0
ITCL, NOS 2 (0.2) 2 (0.4) (1]
ANKL 1 (0.1) 1 (0.2) (1]
CLPD-NK 1 (0.1) 0 1 (0.3)
Missing 36 (3.9) 20 (3.5) 16 (4.5)
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T-Cell Project 1.0 and 2.0

PFS and OS by HISTOLOGY for all pts >65 yrs old

2yr OS Histology

PFS 2 yr PFS Histology OS 45.0%  _IIATL
33.1% _IIAITL 53.5% I TNK/T nasal type
45.1% I INK/T nasal type ‘o 10.5% - TATLL
10| 11.7% JIATLL ' 39.2% = 'PTCL-NOS
\ 26.4% L VPTCL-NOS 56.2% - TALCL, ALK-
47% I VALCL, ALK- 64.2% =L TALCL, ALK+
1 46.2% =ITALCL, ALK+ e 39.8% EATL
08 36.3% EATL

06

04

02

p=0.006 p=0.009

00 00

0 1 2 3 4 5 0 1 2 3 4 5

Time (years) Time (years)
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T-Cell Project 1.0 and 2.0

INITIAL THERAPY for all pts >65 yrs:

Therapy regimen

Total 762 100
CHOP or CHOP-like 457 60
CHOEP/EPOCH 111/11 14.6/1.4
BV-CHP/BV-contained 42 5.5
CVP, MPV, HD-MTX, VACOP-B, MACOP-B 34 4.5
PLATINUM based chemotherapy 26 3.4
SMILE/SMILE-like/Asparaginase contained |11 1.4
Other 70 9.2
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T-Cell Project 1.0 and 2.0

RESPONSE to INITIAL THERAPY for all pts >65 yrs:

Therapy regimen (N,,; pts) N, with CR

Total (555 pts) 252 45.4
CHOP/CHOP-like (N=417) 175 41.9
CHOEP/EPOCH (N=101) 49 48.6
BV-CHP/BV-containing (N=37) 28 75.7
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T-Cell Project 1.0 and 2.0

PFS and OS by THERAPY

PROGRESSION-FREE SURVIVAL OVERALL SURVIVAL

10 10
~ICHOEP ~I"ICHOEP
~ICHOP/CHOP-like = ICHOP/CHOP-like
= 1BV-CHOP - 1BV-CHP
08
08
06 06
04 04 2yr OS - 45.0%
2yr OS - 33.2%
02 2yr 0OS -43.4%
’ 02
=0.01 p=0.04
p=0- 2yr OS - 24.4%
00 00
0 ! 2 3 4 5 0 1 2 3 4 S
Time (years) Time (years)
Patients at risk Time (year) Patients at risk Time (year)
0 1 2 3 4 5 0 1 ) 3 4 5
CHOEP/EPOCH 121 39 24 18 9 4 CHOEP/EPOCH 121 66 40 27 14 6
PFS% 99.1 38.4 24.4 23.3 17.0 13.0 0S% 99.1 65.7 45.0 38.7 29.8 20.1
CHOP/CHOP-like 456 165 114 95 63 42 CHOP/CHOP-like 456 230 147 118 83 53
PFS% 99.8 43.1 33.2 29.0 24.0 21.1 0S% 99.8 60.6 43.4 37.2 31.4 26.6
BV-CHP 41 22 9 5 2 0 BV-CHP 41 25 13 7 2 0
PFS% 97.5 69.7 49.0 35.0 35.0 / 0S% 97.5 80.4 64.6 58.7 50.3 /
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Kapitel 2

Brentuximab Vedotin + CHP in der Primartherapie der
non-sALCL mit niedriger CD30 Expression?

m PD Dr. med. Raphael Koch
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(PS1913) FRONTLINE BRENTUXIMAB VEDOTIN AND CHP IN PATIENTS WITH
PERIPHERAL T-CELL LYMPHOMA WITH <10% CD30 expression

Primary analysis results from the phase 2 SGN35-032 study

Swaminathan lyer*, Deepa Jagadeesh, Eva Domingo, Fabio Benedetti, Antonia Rodriguez Izquierdo, Kamal Bouabdallah,
Umberto Vitolo, Tim lllidge, Jingmin Liu, Eeman Shaikh, Steven Horwitz

*The University of Texas MD Anderson Cancer Center, Houston, TX, United States of America
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Brentuximab Vedotin in CD30 low non-sALCL

Study Design

Figure 1: Study design

Key inclusion criteria

Active cerebral/meningeal disease
Prior BV or doxorubicin
Grade 22 peripheral neuropathy

« Newly diagnosed PTCL Per local CD30
+ Age 218 years assessment
+ CD30 expression <10% by local assessment
* Measurable disease of 21.5 cm by CT and 6-8 cycles of A+CHP ) )

FDG-avid disease by PET (in 21-day cycles)* Primary endpoint
« ECOGPS0-2 » Brentuximab vedotin + ORR at end of treatment by

1.8 mg/kg BICR per Cheson 2007%

Feg:gl::snon criteria - %bphxphamrde Key secondary endpoints

-t mg/m* . CRrate, PFS, and DOR by
+ Primary CTCLs Doxorubicin

. : CD30 BICR
+  MF, including TMF 5 o 50 mg/m?
: : s 1% to <10% : + 0S8

+ Other primary malignancy within 3 years (n=48) Prednisone . Safety
+ History of PML 100 mg PO QD*

CT, computed tomography, CTCL, cutaneous T-cell lymphoproliferative disorders and lymphomas, ECOG PS, Eastern Cooperative Oncology Group performance status, FDG, fluorodeoxyglucose,
MF. mycosis fungoides; PET, positron emission tomography. PML, progressive multifocal leukoencephalopathy; PO, orally. QD. once daily. TMF, transformed mycosis fungoides
‘Brentuximab vedotin, cyclophosphamide, and doxorubicin were administered by intravencous infusion on day 1 of each cycle. *Prednisone was administered orally on days 1 to 5 of each cycle
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Brentuximab Vedotin in CD30 low non-sALCL

Table 2: Response by BICR by CD30 status

Kompetenznetz

Maligne Lymphome

CR rate (95% ClI), %*
ORR (95% Cl), %¢
Per central CD30?
Response at EOT, n (%)°
CR
PR
SD
PD
NE®

56 (37.9-72.8)
74 (55.6-87.1)

69 (53.7-81.3)
79 (65.0-89.5)

CD30 <1% CD30 1% to <10% Total
Per local CD30? n=34 n=48 N=82
Response at EOT, n (%)°
CR 19 (56) 33 (69) 52 (63)
PR 6 (18) 5 (10) 11 (13)
SD 0 3 (6) 3(4)
PD 4(12) 5(10) 9(11)
NE® 5(15) 2 (4) 7(9)

63 (52.0-73.8)
77 (66.2-85.4)

n=23 n=31 N=82¢
12 (52) 22 (71) 52 (63)
2 (9) 3 (10) 11 (13)
1(4) 1(3) 3 (4)

5 (22) 2 (6) 9 (11)
3(13) 3(10)

CR rate (95% ClI), %°
ORR (95% Cl), %¢

52 (30.6-73.2)
61 (38.5-80.3)

71(52.0-85.8)
81 (62.5-92.5)

7(9
63 (52.0-73.8)
77 (66.2-85.4)

or were missing ‘CD30 results

EOT, end of treatment, NE, not evaluable, PD, progressive disease, PR, partial response, SD, stable disease
‘Based on response either at end of treatment or the first assessment after the last dose of study treatment. "CR, PR, SD, and PD per Cheson

2007 per independent assessor. CR, PR, SD, PD, and NE are mutually exclusive. “NE includes patient with no postbaseline response
assessments. “Two-sided 95% exact Cl, computed using the Clopper-Pearson method. *Per central testing, 28 patients either had CD30 210%

EHA 2025 Mailand, Italien
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Kapitel 3

JAK1 Inhibition als konsolidierende Strategie nach
Primartherapie?

m PD Dr. med. Raphael Koch
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(PS1937) MAINTENANCE THERAPY OF GOLIDOCITINIB, A JAK1 SELECTIVE
INHIBITOR, IN PATIENTS WITH PERIPHERAL T CELL LYMPHOMAS AFTER FIRST-
LINE SYSTEMIC THERAPY

UPDATES OF THE PHASE 2 STUDY (JACKPOT26)

Jie Jin*, Liling Zhang, Liqun Zou, Zengjun Li, Huijing Wu, Keshu Zhou, Lihua Qiu, Liping Su, Kaiyang Ding, Hui Zhou, Li Yu,
Fei Li, Qing Xiao, Wenvyu Li, Li'e Lin, Erhua Wang, Lijia Chen, Qingqing Cai

*The First Affiliated Hospital, Zhejiang University School of Medicine, Hangzhou, China

m PD Dr. med. Raphael Koch
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JACKPOT26

Study Design

* Patients with PTCLs who 19 manths
achieved tumor response
after first-line systemic

/ \ Cohort 1 (CR1)
P Ty Golidocitinib 150 mg QD
Key Eligibility Criteria Maximum dosing duration

therapy
* Assessed by the investifator Cohort 2 (PR)
as ineligible for HSCT or no Golidocitinib 150 mg QD
plan for HSCT until PD, discontinuation
\ j criteria met

Figure 1. JACKPOT26 Study Design

m PD Dr. med. Raphael Koch
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JACKPOT26

Table 1. Patient Demographics and Baseline Characteristics 1) Efficacy
o Cohort 1 (CR1) Cohort 2 (PR) * Cohort1 _
N=30 N=18 v" 12-month and 24-month DFS rates were 82.1% and 74.2%, respectively.
Median age(range), years 56.5 (25, 70) 61.5 (31, 74) v" In AITL, NOS and ALCL subtypes, 24-month DFS rates were 50.0%, 66.7%
Age <65/265, n (%) 25 (83.3)/5 (16.7) 10 (55.6)/8 (44.4) and not reached, respectively.
Female/Male, n (%) 14 (46.7)/16 (533)  9(50.0)9 (s00) cohort2
ECOG PS 0/1, n (%) 22 (73.3)/8 (26.7)  11(61.1)/7 (38.9) ¥R 50.'0% (al! complete respOﬁse); !
o In 10 patients with measurable disease at baseline, ORR was 60.0%.

PTCL subtype based on local diagnosis, n (%) v Median DoR was 23.9 months.

AITL 8(26.7) 7(38.9) v" Median PFS was 17.4 months. The longest PFS was 35.9 months and the

NK/TCL 10 (33.3) 3(16.7) patient was still responding.

PTCL, NOS 6 (20.0) 7(38.9)

ALCL ALK- 3(10.0) 0(0.0) X == | 8. - .

SPTCL 2(6.7) 0(0.0) # N i

HSTCL 0(0.0) 1(5.6) | * j oo

MEITL 1(3.3) 0 (0.0) 12 - E .

Prior anti-cancer therapies, n (%) E o B g M . l I I I

CHOP-based 20 (66.7) 15 (83.3) T hwh Ta T e e T ol

Other* 10(33.3) 3(16.7) SHEr 2 op oy R o IRT SRR e

* Other therapies include GEMOX, VDLP and DAPT. = -
AITL, angioimmunoblastic T cell lymphoma; ALCL, anaplastic large-cell lymphoma; ALK, anaplastic lymphoma Figure 2: A. Kaplan-Meier Plot of Cohort 1 DFS/Cohort 2 PFS. B. Waterfall Plot of Best
kinase; ECOG PS, Eastern Cooperative Oncology Group Performance Status; NK/TCL, natural-killer/T cell "

:ykmq_horl?i:l; PT%L, NOS, peripheral T cell lymphoma, not otherwise specified; SPTCL, subcutaneous panniculitis Cha ngein SPD in Cohort 2

ike T cell lymphoma.

SPD, sum of products of perpendicular diameters; 5D, stable disease, PD, progressive disease
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JACKPOT26

2) Safety Table 2. Most Commonly Reported Drug-Related TEAEs

 The most common > grade 3 drug-related TEAEs included Uzl
! : . (N=48), n (%)
neutropenia, thrombocytopenia, leukopenia  and

lymphopenia, similar to TEAEs previously reported for Eiciamed Tonn Allgrades el
golidocitinib Neutropenia 40 (83.3) 23 (47.9)
* The majority of drug-related TEAEs were reversible and Le"ko"e"'a_ 36{75.0) 1hijas3)
clinically manageable. Lyeriptiapals 16433:9) FHAGS
v" 16.7% had dose reduction due to drug-related TEAEs bbbt ‘ iL1RA iR
v’ 10.4% discontinued treatment due to drug-related Tipnsacopens LG AL
TEAEs Herpes zoster 6(12.5) 3 (6.3)
v No drug-related TEAEs with fatal outcome. i et e =Hlas) i
Cytomegalovirus infection 3 (6.3) 2 (4.2)
Hypertriglyceridaemia 9(18.8) 2(4.2)

Footnote: This table summarizes the = grade 3 drug-related TEAEs in 2 2 patients by cut-off date. N includes all patients
who received at least one dose of golidocitinib at the cut-off
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Zusammenfassung | Take-Home-Messages

 T-CELL PROJECT: Die Analyse des multinationalen Registers verbessert die
klinische Einschatzung alterer Pat. mit T-NHL und unterstreicht den
Medical Need.

 SGN35-032: BV-CHP zeigt klinische Aktivitét bei Pat. mit non-sALCL und
niedriger CD30 Expression

* Verbesserung gegentliber CHOP / CHOEP?

 JACKPOT26: Phase 2 Ergebnisse zeigen einen moéglichen Benefit einer
Erhaltungstherapie mit Golidocitinib

m PD Dr. med. Raphael Koch
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Alle Kurzprasentationen sind online unter

www.lymphome.de/eha2025

FlUr den Inhalt verantwortlich:

PD Dr. med. Raphael Koch

Universitatsmedizin Gottingen
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