Comprehensive Cancer Center
Tubingen-Stuttgart

% il
R 4

Post EBMT 2026

Post allo-SZT Immunrekonstitution / Infektionen

Benedikt Obermaier, Adrian Fehn

EBERFIARD KARLS GV ﬁ Comprehensive

UNIVERSITAT ' %@ Cancer Center ~ Universitatsklinikum

TUBINGEN

Tlbingen - Stuttgart Tﬁbingen



Immunrekonstitution (IR) post allo-SZT, eine unterschatzte Ergebnisvariable

A harmonization procedure to achieve a more balanced immune reconstitution might have a
more profound impact on patient survival than any other novel maintenance therapy."

- J. Kuball, EBMT Handbook-

* Diffizile Balance zwischen Infektionsrisiko, GvHD und GvL
 Haufig black box in der klinischen Routine

* Transplantstrategien haben auch immer Einfluss auf die IR
* Konditionierungsintensitat -> Thymopoese [2]
* Konditionierung und GvHD Prophylaxe mit individueller Pharmakokinetik [3]
* Konstitution des Grafts/Graft Engineering (CD34+ Selektion, aB/CD19 Depletion)

- Immunrekonstitution mehr als nur Outcome

- Friher Indikator mit Steuerungsfunktion und Chance fiir personalisiertere Strategien

[1] Kuball J et al. The EBMT Handbook: Hematopoietic Cell Transplantation and Cellular Therapies, 8. Aufl., 2024, Kap. 10

[2] Douek DC et al. Assessment of thymic output in adults after haematopoietic stem-cell transplantation and prediction of T-cell reconstitution. Lancet. 2000 May 27;355(9218):1875-81.

[3] Admiraal R et al. Association between anti-thymocyte globulin exposure and CD4+ immune reconstitution in paediatric haemopoietic cell transplantation: a multicentre, retrospective pharmacodynamic
cohort analysis. Lancet Haematol 2015;2(5):e194—e203




INFECTION RATES ACROSS THE FIRST-YEAR POST-TRANSPLANT IN
PTCY AND NON-PTCY-BASED GVHD PROPHYLAXIS: A POST-HOC
ANALYSIS OF A RANDOMIZED PHASE 1l STUDY - 0519-03

Jennifer I. Jensenl, Yehseo Jungl, Xinyi Fan2 , Ted A. Gooley2 , Michael Boeckh1,2, Marco Mielcarek2,1, Brenda M.
Sandmaier2,1, Masumi Ueda Oshimal,2




Infektionen im ersten Jahr post PTCy
— 0S519-03

PTCy: Decreased risk of cGVHD but increased early infection

Ph Il RCT: HLA-MUD/mMUD PBSC; Reduced intensity; Median age: 67 yrs
PTCy/SIR/CSP (n=72) vs. MMF/SIR/CSP (n=73)
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Sirolimus and Cyclosporine With Post-Transplant
Cyclophosphamide or Mycophenolate Mofetil as Graft-
Versus-Host Disease Prophylaxis in Unrelated Donor
Hematopoietic Cell Transplantation

Authors: Masumi Ueda Oshima, MD 0 = , Phuong T. Vo, MD (o} , Michael Boeckh, MD, Michelle E. Bouvier, RN, Paul A. Carpenter, MD e , Marco

k, MD Lo} , Effie W. Petersdorf, MD ® , Rainer Storb, MD, Ted Gooley, PhD, and Brenda M. Sandmaier, MD 0o AUTHORS INFO &
AEEILIATIONS.

J Clin Oncol 43, 3600-3609(2025) * Volume 43, Number 33 * DOI: 10.1200/JC0O-25-01238
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CSP/SIR/IMMF 73 57 46 31 21 15 7 CSPISIR/IMMF 73 g2 49 33 21 15 7
CSP/SIR/PTCy 72 52 39 25 17 13 6 CSP/SIR/PTCy 72 60 43 30 20 16 6

Fred Hutch Cancer Center

Ueda Oshima et al. JCO 2025

--> Hypothese: Geringerer Infectious Disease Burden durch weniger GvHD-Therapie im ersten Jahr
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Sirolimus and Cyclosporine With Post-Transplant
Cyclophosphamide or Mycophenolate Mofetil as Graft-

I nfe kt I O n e n I m e rste n .l a h r po St PTcy Versus-Host Disease Prophylaxis in Unrelated Donor
Hematopoietic Cell Transplantation
Authors: Masumi Ueda 0shimaMD @ & | phuong T. VoMb @ |, Michael Boeckh, MD, Michelle E. Bouvier, RN, Paul A. Carpenter, MD @ , Marco
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Post Hoc Analyse: Auswertung aller Infektereignisse im ersten Jahr post SZT
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- Frihe Infektionen haufiger (verzogertes Neutrophilenengraftment)

- Mehr Infektionen auch zwischen 180-360 Tagen (trotz deutlich niedrigerer cGvHD Inzidenz)

n

- Wo liegt der Sweet Spot fiir PTCy? g&




EARLY IMMUNE RECOVERY IN MISMATCHED UNRELATED DONOR
PERIPHERAL BLOOD STEM CELL TRANSPLANTATION USING
REDUCEDDOSE POST-TRANSPLANTATION CYCLOPHOSPHAMIDE AS
GRAFTVERSUS-HOST DISEASE PROPHYLAXIS: RESULTS FROM THE
OPTIMIZE TRIAL O0S05-02 + BO74

Jeffery J. Aulettal, Dillon Corriganl, Caitrin Buppl, Ray Sajuglal , Brandan Butlerl, Alec Rosel , Masumi Ueda Oshima2,
Monzr M. Al Malki3, Rachel Cook4 , Mahasweta Gooptu5 , Karen Ballen6 , Shannon R. McCurdy7 , Betul Oran8 , Antonio
Jimenez Jimenez9 , Dipenkumar Modil0 , Sameem Abedinll, Brian Shaffer12, Mark Juckett13, Heather E. Stefanskil ,
Bronwen E. Shaw1ll, Stephen R. Spellmanl, Steven M. Devinel




Immune Recovery & Infection burden in MMUD SZT mit Dosisreduktion

PTCy ° O PTl M | Z E T R I A L — O SO 5 _0 2 + B 0 74 Post-Transplant Cyclophosphamide-Based Graft-Versus-
: Host Disease Prophylaxis After Mismatched Unrelated
. ) Donor Peripheral Blood Stem Cell Transplantation
® P h a Se I I ACC ESS Trl a I : lVI IVI U D SZT m It PT-Cy 2X50 mg/kg Authors: Monzr M. Al Malki, MD @ , Stephanie Bo-Subait, MPH, Brent Logan, PhD @ , Janelle Olson, PhD, Jianqun Kou, MS, Sarah Smith, BSN, Erin
Leckrone, MBA, .. SHOW AL ..., and Antonio Martin Jimenez Jimenez MD ©  AUTHORS INFO & AFFILIATIONS
P 1 J a h res OS : 8 1% J Clin Oncol 43, 2772-2781(2025) * Volume 43, Number 25 ¢ DOI: 10.1200/JC0-25-00856

* Jedoch hohe Rate an Infektionen:

» N=268 Adults: 183 (68%) experienced 465 CTCAE Grade 2-5 infections3
» By D100, 155 (58%) experienced 296 (64%) CTCAE Grade 2-5 infections
» Similar infection burden by conditioning intensity and level of donor HLA MM3

- Dosisreduktion auf 2x 25mg/kg (2x 37,5mg/kg fur <7/8) im Phase Il OPTIMIZE Trial mit dem Ziel besserer
Immunrekonstitution

« 157 Patienten (75 MAC, 82 RIC/NMA)
*  Endpunkte: Immunrekonstitution & Infektereignisse bis Tag 100, GvHD, NRM, OS

* Stratifiziert nach Konditionierungsintensitat




Immune Recovery & Infection burden in MMUD SZT mit Dosisreduktion
PTCy: OPTIMIZE TRIAL — 0S05-02 + B074
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Immune Recovery & Infection burden in MMUD SZT mit Dosisreduktion
PTCy: OPTIMIZE TRIAL — 0S05-02 + B074
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RIC/NMA 43 (0) 38 (56) 36 (7) 35 (8) 32 (1) oo o - T
Table $10. Grade 2 or higher infections
MAC (N=75) RIC/NMA (N=70)
. . . |_# Recipients affected —n (% of N) | # Recipients affected — n (% of N)
e  ACCESS Trial: Infektionen bei 56 bzw. 64% - First 100 | 100 days First 100 | 100 days
nfection Overall days to 1 year Overall daxs to 1 year
o . . Overall
der Pat|enten m |t 2X50mg / kg PTcy blS Tag infections | overall 49(65.3) | 42(6) | 17(22.7) | 57(81.4) | 45(64.3) | 25(35.7)
By Bacterial 34(45.3) |=32042.2) 3(4) 36(51.4) hd2idbzid 9(12.9)
1 O O pathogen [ Fungal 4(5.3) 2(2.7) 2(2.7) 8(11.4) 5(7.1) 3(4.3)
type No particular pathogen group identified 1(1.3) 0(0) 1(1.3) 11(15.7) 8(11.4) 3(4.3)
Viral 29(38.7) 18(24) 15(20) | 27(38.6) | 17(24.3) | 16(22.9)




Immune Recovery & Infection burden in MMUD SZT mit Dosisreduktion
PTCy: OPTIMIZE TRIAL — 0S05-02 + B074

JA Density of BMT CTN Grade 2-3 infections within 100 days by conditioning intensity

65
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POST-TRANSPLANT CYCLOPHOSPHAMIDE DOSE REDUCTION ENABLES
FASTER GRANULOCYTE ENGRAFTMENT WHILE MAINTAINING
EFFICACY IN PREVENTING GVHD - A073

Vaclav Hefman1,2, Veronika Valkoval,2, Barbora Cemusoval , Ludmila Novakoval , Jan Vydral,2




PTCy Dosisreduktion, Echtweltdaten - A073

 Retrospektive Auswertung einer real-world Kohorte von 367 Erwachsenen, transplantiert zwischen 2018
und 2025

* Seit 06/2024 Reduktion von PTCy von 2x50mg/kg auf 2x35mg/kg an Tag +3 +4
* N =60 (70mg/kg) vs 307 (100mg/kg)

* Baseline Unterschiede:
* 70-mg/kg-Gruppe alter (Median 53 vs. 48 J.; p=0,005)
* HCT-CI > 2 in 38 % vs. 24 % (p=0,04)
* weniger Haplo-SZT (18 % vs. 32 %; p<0,001)

* Endpunkte: Engraftment, GvHD und NRM




PTCy Dosisreduktion, Echtweltdaten - A073

Schnelleres Neutrophilen Engraftment (18,5 vs 21 Tage; p <0.001)

Kumulative Inzidenz akuter GvHD bis Tag 120 gleich (48,3% vs 44,6%; p = 0.426)

Kumulative Inzidenz chronischer GvHD nach 1 Jahr ohne signifikanten Unterschied (34,5% vs 28%;
p=0,61)

Kein Unterschied fir NRM, 1-Jahres OS und DFS

- Reduktion von PT-Cy basierend auf Echtweltdaten mit historischer Vergleichsgruppe nicht unterlegen mit
schnellerem Neutrophilenengraftment




THE EFFICACY OF MEMORY T CELL DONOR LYMPHOCYTE INFUSION IN
AUGMENTING IMMUNE FUNCTION FOLLOWING ALLOGENEIC
HEMATOPOIETIC CELL TRANSPLANTATION - A113

Jiayu Huangl , Chuanhe Jiangl , Chengwei Jin2 , Luxiang Wang1l , Zilu Zhangl , Haiyang Lul , Su Li2, Xiaoxia Hul




Self-Renewal Potency

Memory T-cell Infusion post Allo SZT - A113

Tn Tscm Tecm Ttm Tem Temra TrTe

CD45RA: + . - - - - +
CD45RO: - - + + + + -
cD27: + + + + - -
COé2L: + e + - - -
CcD95: - + + + + + +

e Memory T Zellen besitzen in der Regel keine CD45RA Isoform
* ->Depletion nativer, putativ eher alloreaktiver T-Zellen durch CD45RA Depletion
* Retrospektive Auswertung von 20 Patienten, behandelt mit CD45RA DLIs
* Indikation: Virusinfektionen (90%), Pilzinfektionen (15%)
* 48 Applikationen, im Median 2/Patient mit durchschnittlich 23 Mio Zellen/kg
*  75% aus SZ-Spender, 25% aus fremdem Spender, 50% innerhalb der ersten 100 Tage
*  70% der Empfanger weiterhin unter Immunsuppression bei Infusion
*  Followup (Median 52 Tage): 90% am Leben, 60% mit CR der Infektion

* In 13/18 Patienten mit Virusinfektionen negative PCR nach erster Infusion
* Mediane Latenz teilweise unterschiedlich: CMV 5 Tage, ADV 10 Tage, HSV 35 Tage (nicht bei allen
Ansprechen), HHV6 33 Tage, ParvoB19 38 Tage
* aGvHD in einem Patienten (5%) , cGvHD in drei Patienten (15%), Rezidiv in einem Patienten (5@)
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MAATO013 FOR RUXOLITINIB-REFRACTORY ACUTE GRAFT-VERSUSHOST
DISEASE WITH GASTROINTESTINAL INVOLVEMENT: FINAL RESULTS
FROM THE ARES PHASE Ill TRIAL—- GS2-8

Florent Malardl,2, Jaime Sanz3,4, Clemence Mediavilla5, Lucia Lopez-Corral6 , Alexander Schauwvlieghe7 , Marc Bernard8
, Michael Loschi9 , Chama Mokeddem10, Francesca Bonifazill , Daniela Heidenreich12, Verena Wais13, Elisa Salal3,
Stefan Koeck14, Johannes Clausen15 , Mélanie Tiltel6, Marion Bruelle1l6, Behzad Kharabi Masouleh16, Emilie
Plantamural6, Ernst Hollerl7, Mohamad Mohty1,2




Fakaler Mikrobiomtransfer in Ruxolitinib refraktarer Gl-aGvHD: ARES Trial
— GS2-8

Median Overall Survival: 86 days




Fakaler Mikrobiomtransfer in Ruxolitinib refraktarer Gl-aGvHD: ARES Trial

v Rectal suspension ( 150 mL enema) Unpaired t-test with Welch's correction
Administration 800 <0.0001

v 3 doses within 10 days

2 600- '
S
Characteristics: v A high-richness, high-diversity, full ecosystem, containing @ 400-
™ 1 vi <
Pooled allogeneic Butycore™ and not less than 1.35 x 10" viable bacteria. g o
fecal microbiota v 36 months stability at -80°C

o

Single Pools

donors MaaT013 batches

v HERACLES (Phase 2) Trial, n=24

Available clinical v ARES (Phase 3) Trial, n= 66

data v" Ongoing Early Access Program (Europe — US (> 240 patients
treated as of November 2025)

Efficacy v Gl- and all-organ response rate (ORR) at Day 28

Evaluation

v" Complete response, Very Good Partial Response, Partial
Rasaonse
2d

Vancomycin

Treatment Period D1, 5, 10 Long-term follow-up
Screening 8 L
(D-14 to D-1) MaaT013 administration At dobe T raihoas alar iy 35 TSROATES
D-1 D28 D56 M3 M6 M9 M12

Butycore: a group of 15 butyrate producing bacterial genera

n




Fakaler Mikrobiomtransfer in Ruxolitinib refraktarer Gl-aGvHD: ARES Trial
— GS2-8
| TypeofaGvHD | N(%)  J Organinvolvement  [N(@®%) |

i BT I S
Post-DLI 4(6) Gl + liver 2(3%)
Gibar 12) Gl + liver + skin 2 (3%)
Gastrointestinal Overall Response All-organ Overall Response
80— 100 - ‘ Day 28 Gl-Responders
a0 ~— Day 28 Gl non-respondery
70— 704 A . 6%
62.1 63.6 3 ” 68%
£ 60- @ 60- a
é E 3 B0+
S 50+ 5 50+ a
5 40- % 40l 5 404
g 5 0 3 28% 28%
g 30+ § 30 o 20
9 ]
o 20- a 20
a 1 L I T 1
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- 0-
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Bl Completeresponse mm Verygood partialresponse mm Partial response
—> Historische Vergleichsgruppe mit 22% ORR in 3. Therapielinie g@ =——




Fakaler Mikrobiomtransfer in Ruxolitinib refraktarer Gl-aGvHD: ARES Trial
— GS2-8

Serious Adverse Events
SAEs reported in 80% of patients (n=53)

+ 8 SAEs (in 7 patients) considered related to MaaT013 by investigators
* Among 17 infectious AEs (11 patients) deemed treatment-related,
2 events confirmed the same strain present in MaaT013 (infection monitoring process)

Deaths

29 patients (44%) died during the study- Causes of death:
« Severe infections: 13

*  GvHD progression: 5
. . < Any Grade Worst Grade >=3 Worst Grade 3 Worst Grade 4 Worst Grade 5
» General health deterioration: 4 e w—
. Recta| hemon‘hage: 2 o;curlrintgh:p :%:431 days 59 (89%) 47 (T1%) 30 (45%) 10 (15%) 7 (1%)
er las aa

* Underlying malignancy relapse: 2 dministration, n (%)

« Cerebral hemorrhage: 2Cardio-respiratory arrest: 1 EcSet il Bocapirastn 34 (51%) 18 (27%) 9 (14%) 3 (4%) 5 %)
inrection
Gastrointestinal disorder 25 (38%) 8 (12%) 7 (11%) 0 1(1%)
Other bacterial infection 17 (26%) 9 (14%) 9 (14%) 0 0
Viral infection 16 (24%) 3 (4%) 3 (4%) 0 0
Non-documented & 4 a .
efestion 13 (20%) 10 (15%) 9 (14%) 1(1%) 0
Fungal infection 6 (9%) 3 (4%) 2 (3%) 1(1%) 0
Other events 49 (74%) 31 (47%) 22 (33%) 9 (14%) 0




Refraktare HSV Infektion: Phase 3 Studie Pritelivir

Pritelivir Demonstrated Superior Efficacy Compared to Investigator’s Choice for
Refractory HSV Infections in Immunocompromise Patients:

PRIOH-1, Phase 3 Safety and Efficacy

(0S09-04)




Refraktare HSV Infektion: Phase 3 Studie Pritelivir (0509-04)

“‘. °L PN PRITELIVIR

Las
m
[

Phase 3 PRIOH-1 Study Design o W‘W

Randomised, Open-label, Multicentre Trial 2 w

* Study Aim: To evaluate the efficacy and safety of pritelivir compared with investigator's choice treatment (ICT) %
* Primary endpoint: % of patients with complete lesion healing (cure rate) up to 28 days of treatment /*
* Secondary endpoints: Include safety and tolerability ool o i
+ Key inclusion criteria: Immunocompromised adults with ACV refractory + resistant mucocutaneous HSV infection s

based on:

;Hﬁﬁramowiﬂlinital Failure: No clinical improvement of HSV lesion(s) after 27 days with therapeutic doses of a nucleoside analogue’

* Resistance; Local laboratory-confirmed genotypic/phenotypic ACV resistance testing for current lesion

Prolongation
T Treatment up to 28 days up to 42 days Follow-up of 28 days

Lesion healing was
investigator-assessed

N=101 as complete
epithelialisation of all
lesions

Pritelivir 100 mg QD, following 400 mg loading dose

Experimental |
Arm n=51

RANDOMISATION

HSVACVR £ R -

Comparator
Arm n=50

Foscarnet IV, cidofovir IV or topical, imiguimeod topical




Refraktare HSV Infektion: Phase 3 Studie Pritelivir (0S09-04)

Pritelivir (N=51) ICT (N=50) Total (N=101)

Reason for Treatment start il n (%) n (%)
Refractory HSV (clinical failure) 39 (76.5) 33 (66.0) 72(71.3)
Lab confirmed ACV resistant 12 (23.5) 17 (34.0) 25 (28.7)

Underlying disease: overall population (FAS)"
(N=101) n (%)

Mumber of patients (%)
0 20 40 &0

Haematological
D -7 (46.5%)

malignancy/disorder

Stem cell transplant [N 20(39.6%)
HIVinfection [N 28 (37.60)
Autoimmune/inflammatory
I o (28.7%)

disease

Non-haematologic malignancy [ :: 25.70)

Solid organ transplant | 4 2.0%)




Refraktare HSV Infektion: Phase 3 Studie Pritelivir (0S09-04)

PRIOH-1: Pritelivir Demonstrated a Favourable Safety and Tolerability Profile

Lower rates of drug-related TEAE discontinuations on pritelivir (2%) vs ICT(20%)

Satety bop ey od Pritelivir (N:g:]: ICT {N:;:;z;
Patients with any TEAE 41 (80.4) 45 (90.0)
Exposure-Adjusted Event Rate per patient year 42.8 102.0
Drug-Related TEAEs 11(21.6) 27 (54.0)
Treatment-Emergent Serious Adverse Events 10(19.6) 15 (30.0)
Treatment Discontinuation due to any TEAE 2(3.9) 11 (22.0)
IrEe:;:'lent Discontinuation due to Drug-Related 1(2.0) 10 (20.0)
Patients with any TEAEs of Special Interest 13 (25.5) 27 (54.0)
Skin Disorders 5(9.8) 8(16.0)
Haematological AE 5(9.8) 14 (28.0)
Renal/Urinary Disorders 3(5.9) 13 (26.0)
Electrolyte Abnormalities 1(2.0) 8(16.0)



Refraktare HSV Infektion: Phase 3 Studie Pritelivir (0S09-04)

Figure 1 Summary of lesion healing rate: primary efficacy endpoint (28 days)
100%

80%
p=0.0047*

60%

40%

20%

Percentage of subjects with lesion healing (%)

n=32/51
0%

Up to Day 28

M Pritelivir m Investigator's Choice




Refraktare HSV Infektion: Phase 3 Studie Pritelivir (0S09-04)

Fazit:
- Pritelivir als oraler Primase/Helikase-Inhibitor mit neuem Wirkmechanismus

- Effektivere Lasionsheilung als mit aktuell verfiigbaren Medikamente in R/R HSV
Infektion

- Relativ gute Vertraglichkeit, kaum AE-bedingte Therapieabbriiche




Virus-spezifische T-Zellen fiir CMV/ADV/EBV nach
Allo-HCT: Interimsreport Phase 3 Studie TRACE

Adoptive Transfer of Multivirus-Specific T cells against refractory CMV, ADV and

EBV Infections after HCT — Interim results from the TRACE Phase-lll Trial

(0518-08)




Virus-spezifische T-Zellen fiir CMV/ADV/EBV nach Allo-HCT:
Interimsreport Phase 3 Studie TRACE (0S18-08)

ClinicalTrials.gov ID NCT04832607 &
Study Design Double-blind
Placebo controlled
Randomized
Phase I
Randomization T-cell/Placebo 2:1
Clinical Sites 35 sites
Participating countries 6
Endpoint Viral clearance
Vi . 8 weeks
iral progression
Inclusion Criteria: - adult/pediatric post-allo HCT with refractory CMV/ADV/EBV (2 weeks)

- available HCT donor with respective T cell immunity

AdV/CMV/EBV-
specific
T cells B
T

02; ) )
o) o)
_ Refractory

Donor Cytokine Patient Hest
Capture Protection

System

n
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Safety Interim Analyses: aGvHD (Grade I1I/1V)

Sub- Patients per Total number

Eahait Sk cohnrt of patients Critical value Actual value
1 15 15 6 0
2 14 29 9 0
3 15 44 13 1
4 15 58 14 thd

v GvHD (AESI) cccurrence far below the critical values

v Stopping rules have not been met

v DSMB reviewed all cases
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Efficacy Interim Analysis - Viral clearance

Viral clearance

Viral progression

Viral Load

- 4

]

e =

5|

B Primary

- IMP endpoint
infusion (week 8)

>
Time

Primary

endpoint
1 (week 8)
IMP
infusion
Time

Viral Clearance - Group A

Progression - Group A

v No statistical significance — Trial continues with both, verum and placebo

v DSMB recommended to continue the trial

Viral Clearance - Group B

Progression - Group B

n




Maribavir bei CMV nach Allo-HCT:
Real-World Daten aus EBMT Register Studie

Maribavir for Clinically Significant Cytomegalovirus Infection in Allogeneic HSCT:

A Retrospective International Real-World Study of the IDWP of EBMT

(0S09-08)




Maribavir bei CMV nach Allo-HCT: EBMT Register Studie (0S09-08)

37 EBMT

centers

Patients were transplanted from March 2021 to October 2024
MBYV treatment was given between December 2022 and January 2025
+ Study: retrospective EBMT registry

« Population: Children and adults who received MBV post-HCT after EMA

approval

+ Inclusion criteria: Minimum 12 weeks of follow-up

« MBYV indication: Treatment of clinically significant CMV infection
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Characteristics of the

126 MBV courses

First line pre-emptive therapy (PET) 24 (19%)

Second line PET 61 (48%)

oy Third line PET 24 (19%)
Incication for MEY use First line treatment of CMV disease 1 (1%)
Second line treatment of CMV disease 6 (5%)

Third line treatment of CMV disease 10 (8%)

Refractory CMV infection 46 (37%)

Neutropenia 31 (25%)

Renal impairment 15 (12%)

Other toxicities to previous antiviral agent 12 (10%)

IRSASCINIO USE IMeV Refractory CMV disease 10 (8%)
Resistant CMV infection 6 (5%)
Resistant CMV disease 2 (2%)

Other toxicity not related to previous antiviral agent 4 (3%) ==
\?@W —
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RESPONSE FOR PET COURSES (n=109)

NOT EVALUABLE
(DUE TO DEATH OR LOST TO FOLLOW-UP)
2; 2%

FAILURE OF MBV

NO RESPONSE
1; 1%

8; 7% RESPONSE TO MBV

PROGRESSION ‘

88; 81%
ON MBV RESPONSE

+
REBOUND
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NOT EVALUABLE
(DEATH / LOST
TO FOLLOW-UP)
3: 18% RESPONSE TO MBV

12; 70%

PROGRESSION
ON MBV
2; 12%
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REASONS FOR DISCONTINUATION

13, 11% |

m END OF PLANNED THERAPY
m RESPONSE + REBOUND

m SUPPLY PROBLEM

~ OTHER

mDEATH

4]
90, 76% = SIDE EFFECTS
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