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viavor  The 4 pillars of the Cell Therapy Program
Director Prof. A. Spyridonidis
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Establ. 1997 auto/ Center Therapy Therapies

2006 allo
Jacie, ISO for clinical Establ. 2010
UETS WMDA Cert

Establ. 2021 Establ. 2022
GMP certified International Students




History

1988
1997
1997-2005
2006
2008
2010
2015
2021
2022
2022
06/22
07/22
2023

2024

University Hospital of Patras

BMT Unit (provisional legislation for autologous) (Head Prof Zoumbos)
77 autologous, 20 sibling allo

first VUD allo-HCT, first SOPs (Head Prof. Spyridonidis)

BMT license for auto and allo- HCT

Donor Center (CBMDP) [2024: 100.000 donors, approx. 280 grafts]
BMT Unit renovation

Institute of Cell Therapy, GMP Lab “Dimitris Lois” (Choose Life)
MSc “Cell and Gene Therapy: from benchside to clinical practice
first CART therapy, Guesthouse for BMT recipients

first JACIE inspection (clinical 07-08 Sep 2022 remote inspection)

Movement of Processing Facility to ICT

GMP license for production of small volume cell and gene therapies, ISO
9001:2015 design, development and conduct of clinical trials,

401 allo-HCT, 240 auto-HCT, 26 ATMPs, 322 DLIs,



Catchment Area

6t" Health Region
2 Million (2011)
29 Hospitals

2 Univ Hospitals and
Hematology Depts
4 Hosp. with hematologists (&)

Patras

* 3rd biggest city in Greece
* Approx. 350.000

* 2 General Hospitals
University Hospital Patras

* Build 1988

e 700 beds

* All specialities

loannina

Alexandrou

poli

(Crete)

Greece

« 10.7 Mio (2020)

* 4VUD /1sib BMT Units @
e 1 paediatric BMT

* Approx 200 allo/ y

AUBOBA
referrals Hostel| = ezewers
2019-2021
referals referals
autologous allogeneic

83




Structure

University Hospital of Patras

Hematology (Head Prof. A Spyridonidis)

Hematology Unit (20-25 inpatients, outpatient and day clinic ca 50 pts / day)
Thalassemia Unit (320 pts total)

Specific Hematological laboratories (Hematology, FACS, etc)

BMT Unit (5 beds, outpatient and day clinic)

Processing Labs (ICT)

Collection Units (BMT and Blood Transfusion)



U of Patras

University Center
for Research and
Innovation

GG 4957/2012

University Hospital Patras
(National Health System,
6th Regional Health Authority)

Supporting Dpts/ Labs
Surgery/ Orthopedics / Gynecology

ICU / Anesthesia / OP/ Radiology/
Labs / Neurology/ Psychiatry/ others

A

Administration
Executive Director/ Board
Medical Director

A 4

Nursing Director
Technicians Director
Ethic Committee

Support
Pharmacy

Technical Dpt
Infectious Committee
Waste/ Cleaning Dept
Social affairs

\ 4

A 4

Dept Internal Medicine

all Specialties / Divsions

A 4

Hematology Div.
Dir. Prof. A. Spyridonidis
On duty hematologists
Inpatient clinic

BMT Unit
Dir. Prof. A. Spyridonidis

GG 4957/2012, #59

Institute of Cell Therapy
Dir. Prof. A. Spyridonidis

(Christopoulou N, Nurse)

TRANSPLANT COORDINATOR 4—————]

Local QM/ Data Manager
(Sagiadinou E, Biologist, QP)

———»

————» Secretary (Tzirou G, Tsekoura A., Peeva R.)

External QM
(Gounopoulos S)

CBMDP
(donor center)

Registry Manager (Smaili,
Biologist, QP)
Recruitment (Aggelaki, QP)

Msc Cell and
Gene Therapy

ATMP-P: Advanced Therapy Medicinal
Product-Production

QA: Quality assurance

QP: Qualified person

Secretary
(Tsima M.)

\ 4

Blood Center

Blood Donation/ Processing,

Stem Cell Lab
Dir. Dr. E. Triantafyllou

N

Collection

Unit BB

Processing Facility
Up to 9/2022

4

GMP Lab
Dir. Prof. Alexandros Spyridonidis

v

. ualified Person for ATMP-P
(EtSikeupévo Npdowrno, QP)
Alexandros Spyridonidis, MD, PhD

v

*  Quality Assurance for ATMP-P
(YnevBuvoc Awaoddiiong Nowdtntag, QA)

Alexandros Spyridonidis, MD, PhD

*  Triantafyllou E (physician)

*  Papageorgiou (Head Nurse)
*  Maniati S (Nurse, QP)

*  Tzourtzou A (Nurse, QP)

A 4
BMT Nurses FACS/ Lab Collection
ward BMT BMT Unit BMT
*  Lekka V (Head . ’
Spyridonidis A, Meaniusi(Aea ) Botsakis K (Technologist) » Liga M (physician)
Liga M «  lantavou V Kalogianni F (Technologist, QP) . cpristopoulou N (nurse)
Tsokanas D *  Dimitropoulos A *  Birkou N. (nurse)
Resident *  PianouE
*  Vlachou S
*  Paraskevopoulou A [
. Maratou M ]
«  SklifaM [ ATMP Production (ATMP-P) )
*  Markou I. |
* ﬁg;sodr:i EK. GMP Supervisor/Local QM (YreBuvog
. ia K. -
N Napaywyng
*  Nikolakopoulou N. Zacharioudaki V (Biologist)
*  Filipopoulou E.
*  Sarantopoulou P. [
. Kravaritis C.

QC: Quality Control

QM: Quality Management
ICT: Institute of Cell Therapy
UoP: University of Patras

v

Source: Master File 1.A. Organogram BMT-ICT Updated 01/2024

UHP: University Hospital Patras

Production Scientists
. Zacharioudaki V (Head) (Biologist)
Kefala D (Biochemist-Biotechnologist)
Savvopoulos N (Biologist)
Balaska M (Biologist)
Giannopoulos P (Biochemist-Biotechnologist)

]

' Qc I

Microbiology Lab
(UHP)

Sterility assa;

Laboratory of
Public Health (UoP)

(Endotoxin assay)

ICT (in situ)
(Cell number/Viability/

Mycoplasma
assay/Immunophenotype)

f
L

Processing Facility ]4 ------------- -==

Processing Director

Processing Supervisor

Triantafyllou E (Physician)

Zacharioudaki V (Biologist)

Processing Scientists

Zacharioudaki V (Head) (Biologist)
Botsakis K (Technologist)
Parastatidou S (Biologist)

A

'~ e e

\,



Key Personnel in BMT Program

Ewu' F
: . PN
Liga Maria MD, PhD Sagia.dinOL_J Eleftheria Lekka Vassiliki Tsokanas Dimitri;,-MD Christopoulou N Dina Mpirkou Doria‘n Glosi
Transplant Physician B|olog|_st, Ms.c Head Nurse Transplant Physician Nurse o Collection Nurse resident
Collection QM, Clinical Trials Transplant Coordination

: Zacharioudaki Vassiliki : : i ; _
Trlan'Fafylloy E, l\/ll?, ac Sirc;?ougijt 'P;‘;S' Parastrzj\tldOl-J Sophia Kalogianni thelnl B?ZSC?II:ZIIZO?::S Tsirou Gogo Tsima Maria
Collection / Processing Processing, ATMPs, Biologist Technologist 8 Patient issues Administration

Director QM and GMP operations Processing QC Processing, Q



Standards Inter/national Connection
m

Greek Ministry of Health
EU TE Code

EBMT

CIBMTR

Hellenic Transplant Organization

Hellenic Society Haematology

Eurocode IBLS e.V.
CART

WMDA

FDA
HSH external QA scheme
SO 9001:2015

GMP Manufacturing License

JACIE (first inspection 2022)

Gov. Gaz. 5841/B/05-10-2023
GR009782

CiC 281

11075

BMT

BMT

217/5.2.2020

BMT (Gilead, Novartis, BMS)

WO 1041

FEI 3011414496
PGNP-BMT
1-030-02-100-01601

2024

ID1098

BMT
BMT
BMT
BMT
BMT
Processing/ GMP
BMT

CBMDP

Collection
FACS Lab (QC)
BMT

ICT

BMT Program

Operating license of BMT Unit

Registered through HTO/ Ministry of Health
Annual reporting since 2006, External Audit 2008
Data transmission since 2008

Annual reporting

Annual reporting

Labeling system

Accredited since 2021, 2002, 2023, Kymriah/Tecartus/
Yescarta/ Abecma)

Initial as independent registry, since 2018 as associate
member and operation through HTO

Registered
Annual QA

QM implementation in design, development and conduct
of clinical trials

GMP license for production of small volume cell and
gene therapies

Clinical Program, QM, Apheresis, Processing

Source: Master File 0.RM1 Updated 06/23



The Facilities
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Marpag-Patras Medical

University Hospital and Medical School

General Hospital University of Patras

UNIVERSITY HOSPITAL

BMT Unit,
5t floor

0

Clinical Flow

Vm Cytometry Lab

B41-B39,2nd floor

BMT Research Lab,

0

Con
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Pre-ClinicalBuilding
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GMP Facility

HOSPITAL
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Clinical Building

MEDICAL SCHOOL

4

PARKING

Emergency Dept
Ground Floor

n A

s

Blood Center
(Collection facility)
15t Floor

PARKING

BMT Outpatient
1%t Floor

Hematology
4t Floor

ICU

3rd Floor

BMT UNIT
5t Floor

¥
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Hematology Inpatient Unit : - }
__4th Floor_ 21 beds
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Blood Center
(Collection)
_ 2" Floor_
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INSTITUTE OF
CELL THERAPY

UNIVERSITY RESEARCH CENTER
UNIVERSITY OF PATRAS

GMP_Lab_

47 m2 + Cryostorage room
Grade D, C, B, A (Glove box)
Electronic Environment MS
Particle counters
Cryostorage room

= -
'/,//// / // / // g
/; ';/
LabB MNépra 0,9x2,0m (interlock)
Savisl Particle | |
13.7 m* / H=2.40m counter

RT. [ RH. | Pres.
("C) | (%) | (Pa)

23 <60 | +40

,0m (interlock)

RT. | RH. | Pres.
(°C) [ (%) [ (Pa)

23 <60 +15

n
Pass Box
1 1 1]
Electric / NapdBupo 60x80cm 77 /S
Automation / // & ///
board f m M/
Kédog | | Nepoxdr
. H LabC
Grade C
Népra 0.9x2,1m 18.5 m?/ H=2.40m
— RT. | RH. | Pres.
] (°C) (%) (Pa)
23 | <60 | +25
rlT:! // / /// //// //
/_/./ /// , / ’_/"’ / 9 W M
/ //' // / / / ,
Eppépio amodrikevong / Lockers // L //./ / 7
Alrlock D Pass Box
Grade D
7.8 m*/ H=2.40m

Cryostorage




The QM



QMS team

Clinical
 Eleftheria Sagiadinou QM/QA (internal/local)

e Savvas Gounopoulos QM (external)

Apheresis/Processing

* Dr Evi Triantafyllou (head & quality, internal/local)
V. Zacharioudaki (local QM/QA)

e Savvas Gounopoulos QM (external)



Overview of QM Plan

Reporting J
4 I
* v—

Local QM/ DM Monitoring, Issues
CIinic < SAEs audits, etc BMT

A manual

A 4

QM Activities
Referrals Quarterly QM Reports
Regular Internal audits
Quarterly QM Meetings
Annually QM reports
Annual external Audits

3z . = Y E. Sagiadinou I

= = =1 ..' Slack

External ; PAPY ROS
cument Management
sys_tem (M°df"‘°’) f Cell Processmg/ 1

GM
5

Sunee|y 1uedsues)

[ — - S manuals

YOLVNIAQYOO0D LINVIdSNVYL

Server UHP, |RAE

vuD

A it slack—— Collectio

A4 manual

[ A
v g
» Local O‘M/O‘A Lab P ’_LMonitoring, Issues,
(new) - SAEs, audits, etc
n

Reporting J




E-Tools/ Issue Management/ Interaction

" ereconts | description

Papyros (Modus) DMS
Medilabi LIMS Clinical
G-Blood LIMS cell products

BMT server archive
Notion / Ragic Calendar
Slack (channels, direct Internal
messages) communication

MMMO PGNP v

# Qivhissues

# ImplemeritationofiHospital rules
& pxternal” lab results

" Ciffieateriars Check when

L Mnkrpodoyriote £50) yia avadrmor|

(9 Search MMMO PGNP o! ® F -

& cl-ho-sop-12-npoypappuatiopdg-poETOIHaoia- LETAUOTYEUOTS ¥ ﬁ\ 10

+ Add a bookmark

€

Saturday, 26 March v

Friday, 8 April ¥

gaemni
TRANSPLANT COORDINATOR (NX) 23621

EMouvarnTopeva o mpoypappatiopos HETapooKEVTEWY YIa TIC EOMEVES EBBOABEG.

Tryotumo oBowng (49).png
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Interaction /TX Plan (circulation through slack)

WEEKLY JOB PLAN

TRASNSPLANT PLAN

TRANSPLANT PLAN 2013 Physician - Microsoft Excel
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Skills and Competencies Matrix

1

)
R T

134 CMN. T oo [l
|

] |
WA W EENNGED - 6620223110202 | 3.1.2022-30.5.2022 - 2.82021-27, .

Job Responsible back-up 1 back-up 2
Patient secretary Patient Secretary Administrative Secr Coordinator
Blood work Lab Technician Transplant Coordinator Physisian
Coordination Transplant Coordinator Lead Physisian

BMT clinical unit Attending Physisian Lead Physisian Physisian

Donors

Collection / Processing

Lead Physisian

Leukapheresis

Collection / Processing

Lead Physisian

Coordinator

BM collection

Lead Physisian

Attending Physisian

Physisian

BM Processing

Processing Biologist

Processing/Lab Techn

GMP Processing

GMP Lab Manager

Processing/ Lab Techn

Research Techn

Cell Processing

Collection / Processing

Processing Biologist

Processing/ Lab

Chimerism

Processing/ Lab Tech

BMT Lab Technician

CD34+ FACS

FACS Lab Technician

BMT Lab Technician

Processing/ Lab

Clinical trials

DM/QM/CR

Transplant Coordinator
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Administration
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QMS documentation structure

CO (Collection): Donor management, product LIST of SOPs =] —
collection (apheresis) — -------------- =
PR  (Processing):  Product  processing / o[BS i wl“
cryopreservation / recall & disposal R e i - =
CL (Clinical): Patient evaluation, donor selection / =SEF
evaluation, bm collection, conditioning, infusion,
hospitalization, nursing, adverse reactions, follow-up
CF (Cross-Functional): Labeling, transportation and
shipping, validation, contingency plans

RM (Resource Management): Personnel Training,
cleaning, environmental monitoring, infrastructure
management, supplies, third party services

QM (Quality Management): Document management,
internal audits, issue & deviation management,
management reviews

GM (GMP Lab): Cell therapy production, Quality | ’ l, || === =
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Labelling, Distribution

SEC using Eurocode Validated transfer boxes Dry shipper

University General Hospital of PATRAS, RIO 26500, GREECE
Blood Center - Collection and Processing Department
1el.+302613603667, fax +302613603902 email trianted@ penp.gr

Label for graft distribution-EN VERS.2.0

RECIPIENTSs ID DOMORSs 1D

GR P{by donor's registry)

0 GRD

Trans. Center: [CBMDP-00)

Hospital ID UGHPs: -

BIRTH DATE: BIRTH DATE: )

Gender: Male/Female Gender - Male/Female 2

ABO/Rh: ABO/Rh: &

PRODUCT PBSCs / BM / DLI 5 Datalloggef forguy
Date of harvest: 0/0,2020 g temperature monitoring
time finished: - (GMT=2) r during cell product transfer ‘,. :
Expiration date: 0/0/2020 R /
Time: : (GMT+2)

Volume: mil Storage temperature: 2-6° C =

ACD: ml Ht%: Heparine: iu

SEC:

HEAgs (-} WARNING!!!

e For use by INTENDED recipient ONLY

HIV 1700 (- Leukoreduction filters

s SHOULD NOT BE USED

DO NOT IRRADIATE
Clearance:

Date|dd/mm/yy) /Name /Signature
00/00/2020 Dr. Triantafyllou Evi




Educational Program

MSc
2x week

Integration and Internal Retreat
continuous education (1x week) (1 x year)
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Source: DMS MODUS
Updated 06/23

http://www.bmtpatra.gr/?section=19
97&language=el_GR
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976&language=el_GR&itemid1541=2
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Syllabus

The syllabus is formulated per semester as follows:

SEMESTER CODE TITLE

ECTS POINTS

CGT10 B

st CGT102 8

ICT Educational Seminars

and Lab Meetings

EMpopewTIKG ZepIvapia

— n
%_EJ
e

Tpitn 28 Mapriov 2023, kaw wpa 15:00 - 15:45p.p.

This website uses cookies to improve your web experience.

Leg. 2572/16.06.2021 Enrolling
since 2022
Lectures by renowned national &
international speakers
https://mastercgt.com/

https://ictpatras.gr/en/pages/educa
tional-seminars/

Regularly
Participation in

EBMT
Hellenic Soc Hem
EHA,

ASH,

TCT,

ISCT
EU-CART
Seminars
SITC
Others (Biotech)



Microbial surveillance

Local bacterial resistance reports to inform empirical antibiotics

Infectious Surveillance, Reporting to National Reference Center for Surveillance of
nosocomial infections

Regular sampling in Cell Therapy Units

Participating in Programs for surveillance of practices to prevent nosocomial

infections



Clinical studies

Pharma sponsored, phase I-1ll, mainly ph II-IlI

© APPROVAL

e About 25% of BMT pts are within clinical trials SWISS

° NIZTOMNOIHTIKO
Completed >25 Swiss Approval International

* Currently open for recruitment 14, Mtonoaan 6

2 CART

MONAAA METAMOZXEYZHE MYEAOY TQON OXTON
MAGOAOTIKH KAINIKH
MANEMIZTHMIAKO FENIKO NOZOKOMEIO NATPQN

265 04, PIO

Prospective, interventional, institutional e
 Completed 12 E

* Penta- Virus Specific T-cells, Phase Il (Co-PI)

Eudract 2020-004725-23 (completed)
* iG-Tregs for GvHD, Phase I-1l (PI)
Eudract 2021-006367-26 (open)

1SO 9001:2015

ue nedlo ebappoyrc:

EIXEAIAZMOZ KAI ANAMNTYZH KAINIKQN
NPQTOKOAAQN

AIEZATQrH KAINIKON MEAETON

Hyepojinvia éx5oong: 2023-06-01

KwBik6¢ muotonountxos: 1-030-02-100-01601
lox0q and 2023-06-01 £ 2026-05-31
Hpepopnvia apyurig motonolnang: 2023-06-01

ficato - 7ertifikat - Certificat -

i1

Participation in multiple academic studies
* National

*  multicenter

 EBMT

http://www.bmtpatra.gr/?section=2485




Translational Research

. iG-Treg, a firstin human T-cell immunotherapy (ATMP)
° PATRAS against GvHD (from bench to bedside)

RESEARCH - PRE-CLINICAL IND File CLINICAL
(Drug discovery) G '([IVESLTL%SA%E (Drug Development, (e (Phase I/11 study)
b ey o aimag New Drug)
2020 2022

EU Clinical Trials Register

EudraCT Number: 2021-006367-26 Sponsor Protocol Number: IGTRegs ot pate : 2023-0#03

Sponsor Name: Mavemotipo Natpwv

Full Title: Phase | /1l study of HLA-G + induced T-regulatory cells (iG-Tregs) in patients after allogeneic

4 pt S e n ro I I e d hematopoietic stem cell transplantation from HLA compatible sibling / donor.

Medical condition: Adopt immunotherapy in adult patients undergoing hematopoietic stem cell (HSCT)
transplantation from a fully compatible donor sibling for the prevention and treatment of GvHD.

Trial protocol: GR (Ongoeing)

Population Age: Adults, Elderly Gender: Male, Female




The PhD/ MSc Students

Dionysia Kefala,

Biochemist-

Biotechnologist,

MSc, Cand PhD

Memnon Lysandrou,

MD, Cand PhD

Nikos Savvopoulos, Panagiota Christofi

Giannopoulos Panos

Balaska Maria

Biologist, Biologist, Biochemist- Biologist,
MSc, Cand PhD MSc, Cand PhD Biotechnologist, Cand MSc
MSc
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The Patras “core” Program



The Patras “core” Program
low dose alemtuzumab + prophylactic DLI

Prospective, single center, Phase Il, De-escalation alemtuzumab dose finding study (EC/ IRB : 344/04.08.2006 and 525/07.09.2006)

A
MUD transplantations 100 =+ REL with pDLI
. . L. . 353 100 — o = REL no pDLI
Pharmacokinetics and clinical activity of very low-dose alemtuzumab = S PR 0 ool
in transplantation for acute leukemia Q 80+ T E—— . 3
@
© 60 —— 08 2 601
A Spyridonidis, M Liga, E Triantafyllou, M Themeli, M Marangos, M Karakantza and N Zoumbos - --- EFS 9
C 40 - = A0
Department of Internal Medicine, Hematology Division, BMT Unit, University Hospital of Patras, RiolPatras, Greece E E 40 P=0.004
@ = =0.
} -
z 20 ~ REL E 2
5 Ll Ll L 1l 1 1 11 ] U
m 0 T T T T T T 1 - N TTRTN] L L 1 Il 1
0 180 360 540 720 900 10801260 CU 365 750 10-95 14I60 18I25
High Alloreactivity of Low-Dose Prophylactic Donor Days d fter HCT
Lymphocyte Infusion in Patients with Acute Leukemia /i\_is %M_I ays after
Undergoing Allogeneic Hematopoietic Cell Transplantation SRR
with an Alemtuzumab-Containing Conditioning Regimen o P drel . vl
U -Tree and relapse-iree surviva
Maria Liga, Evangelia Triantafyllou, Maria Tiniakou, Polyxeni Lambropoulou, °
Marina Karakantza, Nicholas C. Zoumbos, Alexandros Spyridonidis™®
Hemat tology Division, BMT Unit, University Hospital of Patras, Rio, Greece
0.8 -
> 064 ]
Low-dose alemtuzumab for GvHD prevention followed 2 M o
o t H
. . . . . . & 0.4
by prophylactic donor lymphocyte infusions in high-risk
leukemia 024
P Tsirigotis"i, M Ligazr K Gkirkas', M Stamouli', E Triantafyllouz, M Marangosz, | Pessach', A Sarantopoulosz, N Spyridis2
and A Spyridonidis®? 0.0 -
0 20 40 60 80 100

Time - Months

Figure 2. Probability of GRFS in all 158 patients.



Acknowledgment of Patras Strategy

How | Treat

How I treat measurable (minimal) residual disease in acute
leukemia after allogeneic hematopoietic
cell transplantation

Alexandros Spyridonidis
Department of Internal Medicine, Bone Marrow Transplantation Unit, University Hospital of Patras, Patras, Greece

Board Member and Advisor in Hellenic
Transplant Organization

Leader RIC Committee Acute Leukemia WP
EBMT,

Hellenic Representative European Union,
"Tissues and Cells”



Big changes

 Introduction of Treosulfan 2022
* No supply of alemtuzumab - Change to ATG Neovii since 2023

« PTCY in MMUD since 2023



Activity



Collection and Processing to 2021

2000-2018 2019-2021 Total to 2021
Procedures /bags | Procedures /bags | Procedures /bags
Collection 727 108 835
autologous PBSC 461 40 501
autologous BM 1 0 1
related PBSC 163 32 195
related BM 30 13 43
related DLI 24 0 24
HELLENIC-VUD PBSC 40 22 62
HELLLENIC-VUD BM 5 1 6
HELLLENIC-VUD DLI 3 0 3
Import from other centers 148 64 212
PBSC 137 62 199
BM 8 0 8
DLI 3 1 4
Processing |: cryopreservation 2873 825 3698
autologous PBSC 818 132 950
autologous BM 5 0 5
related PBSC 28 0 28
related DLI 808 184 992
VUD PBSC 22 87 109
VUD DLI 1192 422 1614
Processing ll: others
Plasma / red cell depletion 12 4 16




Procedures/bags Procedures/bags

Collections
Autologous PBSC
Autologous DLI
Allo-related PBSC
Allo-related BM

HELLENIC VUD
PBSC

Collection 2022-2023

in Blood Center and BMT Unit

59 56
33 23
7
O *
10 13

* No CE bags available

Poor mobilization
/ collection 2019-2023

Allogeneic PBSC 0/43 pts

Allogeneic BM 0/13 pts

8/27 pts

Autologous PBSC LAY
chemo-free

mobilization)

* Restart DHAP
chemo mobilization



Processing 2022-2023
All Processing activity since 08/2022 is performed in ICT

Cell Processing (Tissues RECEPTION
and Cells Act Standards) - OF FROZEN
Cryopreservation PRODUCTS
Autologous PBSCs 68 22 90 KYMRIAH 1 0 1
Allo PBSCs 23 18 41 YESCARTA 3 5 8
Allo DLIs 52 57 109 TECARTUS 0 3 3
Auto for CAR-T 4 0 4 PENTA-STs 3 4 7
TOTAL 244 TRI-VIRUS 2 0 2
NUMBER OF PATIENTS 18 12 30 |IG-TREGs 0 4 4

Processing of leukapheresis product (as Grade C) https://www.youtube.com/watch?v=52r9ze000cE



HCT and TC infusions to 2023

Allogeneic

NUMBER OF ALLO-SCT GRAFT

mist m2nd Ebm  Epbsc

2006-2023 (*) N % _
HCT 538 V
allogeneic 380 70,6%
Autologous 158 29,4%
TC INFUSION 359
DLIs 322 93% DIAGNOSIS STATUS OF HSCT
CD34 boost 7 2%
MSC 4 1%
VST 6 1%
CAR-T 11 3% p—
iG-Tregs 2

* 1 year off due to renovation, sabbatical leave

= high/very high = intermediate

TYPE OF DONOR

@

DRI

r

= low

= WMUD
= MMUD

= haplo

missing



Autologous HCT 2019-2023

Autologous 2019-2023 N=39

med (min-

Age (y) max) 57 (27-71)
Auto- HCT 1°%/2" 39/0
Graft PBSCT/ BM 39/0
Sex M/F 25/ 14
Diagnosis Myeloma 21
NHL 15
Hodgkin 3
EE?RAFTM WBC>1Tsd 12 (9-34)

PLT>20 Tsd 21 (7-59)
GF 1*

* CD34+ 4.59 x 106 /kg bw,
Probably HHV-6 infection related

Allogeneic _
2019-2023 N=146
Med 52
Age (v) (min-max) (18-72)
Sex M 91
HCT 2nd 23
Engraftment
WBC>1 Tsd d15 (10-24)
d18 (8-146)
PLT>20 /50 TS d18 (12-134)
no PLT d 100 2
Primary GF 2
Secondary GF 1

%

62,3%
16%

%
99%
98%

2%

1%
1%

Causes of TRM

Infection/ MOF
GVHD related
haemorhage

PGF

Non HCT related

aGVHD N=17 11%

[l
I
IV
lethal

8
7
2
2

6%
4%
1%
1%

d+100 Late Total
N=20 N=9 N=29

16 9 25
2 0 2
0 0 0
1 0 1
1 0 1

cGVHD N=20 13%

mild 5 3%
moderate 10 7%
Severe 5 3%

lethal inf. 3 3%

database locked 31/12/2023



EBMT benchmarking 2022

Observed / Expected

Day 100 mortality / Allogeneic transplants

Your Centre

Precision*

Performance
® Clearly worse than average
Worse than average
®  Within range
Better than average

® Clearly better than average

100 =

.y 75—

=x

S 504

-

S5

w o5 — EBMT

— —  Your Centre
0 T T T 1 |
0 20 Da‘;rg since HSSOCT 80 100

EBMT: 61212 58950 57657 56298 54896 5241

Your Centre: 135 116 112 111 107 99

Day-100 Survival

EBMT 90% (89-90%)
Your Centre 90% (84-95%)




EBMT benchmarking

Observed / Expected

(3% ]

—_

Day 100 mortality / Allogeneic transplants

Your Centre

Precision*

Performance
¢ (Clearly worse than average
* Worse than average
*  Within range
Better than average

®  Clearly better than average

100 A —
754
3
S 504
c
=)
0] — EBMI
95 — = Your Centre
0 T T T T |
0 20 40 60 80 100
Days since HSCT
EBMT: 61609 59603 58407 57100 55796 5337
Your Centre: 150 130 126 124 119 111




Thanks

The People DONORS

FUNDING / SUPPORTERS

OPERATIONAL PROGRAMME
E)lJCATlONANDLIFH.ONGLEAMG X 5
m{r‘m g 4 QN
MANAGING AUTHOR!TV
Co- financed by Greece and the European Union

s 00 U covogess tdpupa
= m

TENIKH TPAMMATEIA [wavvn E. Adton
EPEYNAL KAl TEXNOAOTIAL

EAIAEK. Choose Life

EAANvG 18pupa Epeuvag & Kavotopiag

1T N IAPYMA ETAYPOZ NIAPXOL AU BO BA
STAVROS MIARCHOS FOUNMDATION MAZI ENANTIA

ITA AIMATOAOTIKA NOTHMATA
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