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0630p nporpamMmbl Program Overview
e AKTyarnbHOCTb KOOMEPMPOBAHHbIX ¢ Relevance of Collaborative Academic
KIIMHUYECKUX UCCEe0BaHNN Clinical Research

e ®opMynMpoBKa nccnenosaTenbckoro e Coming Up to the Research Question

BOMpoCa v runoTesbl and Hypothesis
e Bbibop aunsaitHa KNMHMYECKoro e Clinical Trial Design
“ccrnenoBaHus

e Interactive Master Class on Plans

* MHTepakTnBHOE 0bCyKaeH1e of Statistical Analysis and
CTaTUCTUYECKOrO MiiaHa 1 nnaxHa

¢ Data Management
aHanu3a faHHbIX ¢ BUOCTaTUCTUKOM U

aHaNUTUKOM JaHHbIX e Development of the Study Protocol
e PaspaboTka npoTtokona KA e Funding your Research Project
e OuHaHcmpoBaHue Balero e Practical aspects of conducting

WCCIIENOBATENIbCKOTO NPOeKTa e Collaborative Academic Clinical

e [IpakTnyeckme acnekTbl Research

nposenetna K/ e Problems of Clinical Research in the

o AKTyarsbHble npobsiembl regions of the Russian Federation

nposepneHus KN B pernoHax P® « Networking Session
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ECRC-EAFO Seminar on Academic Clinical
Research in Oncology and Hematology —
3TO [BYXOHEBHOE MEpOnpUATUE, Ha KOTO-
POM poCCUICKMNe U 3apybeskHble 3KkcnepThl B
dopmaTe nekuMin U MacTep-KaccoB OCBe-
TAT OCHOBHblE aCMeKTbl MPOBEAEHMUS KIUHU-
ueckux uccnenosauin (KU).

Llerb CeMuHapa — nepenaTb YyaCTHUKaM
KOHKPEeTHble 3HaHUA HeobxoauMble LSt UHW-
LMMPOBaHUA W MPOBELEHWUSI KOOMEepUpoBaH-
HbIX KITMHUYECKUX WUCCMefoBaHUin B OHKO-
NOrMKU U remMaTonorun. AKLEHT aenaeTcs Ha
BO3MOXHOCTW MPOBEAEHUS  KIMHWYECKOro
nccrnenoBaHus Ha base Moboro KNMHMYECKo-
rO YUYpesLeHusi, B KOTOPOM paboTaeT yyacT-
HUK.

PaccMaTpuBaloTcA  HayuHble, CTaTUCTUYe-
CKvie, MpaBoBble, PerynsTopHble U (hUHaH-
COBble BOMPOCHI MPOBELEHUS KITMHUYECKUX
WCCIELOBaHW, a TaKKe BO3MOMHOCTU CO-
BPEMEeHHOro nporpamMMHoro obecreyeHus u
unchposoro conposoxneHus K/ Ha atanax
cbopa v aHaM3a AaHHbIX.

Ocoboe BHWMaHWe ByneT yaeneHo akTyarnb-
HbIM NpobieMaM MHULMMPOBaHUA U MpoBene-
Hua KW B pervioHanbHbIx LieHTpax Poccun n B
cTpaHax EA3C.

CeMuHap fBRSIETCS  YacTblo  nporpam-
Mbl  ECRC-EAFO  Clinical Research
Development Program no nonynspusauuu
MPOBeEeHUs] KauyecCTBEHHbIX KOOMEepupoBaH-
HbIX KMMHUYECKUX UCCIER0BaHUI B MUPE.

CeMvHap npenBapsieT LIKOMY MO  KIMHU-
YecKnM MCCrefoBaHUsaM ECRC-EAFO
Advanced Course on Academic Clinical
Research in Oncology and Hematology
(ACACROH).

ECRC-EAFO Seminar on Academic Clinical
Research in Oncology & Hematology (SAC-
ROH) is a two-day event where Russian and
foreign experts in the format of lectures and
master classes will highlight the main as-
pects of academic clinical research.

The purpose of the Seminar is to convey to
the participants the specific knowledge nec-
essary to initiate and conduct collaborative
academic research in oncology and hema-
tology. Emphasis is placed on the possibility
of conducting a clinical trial in any clinical
setting in which the participant works.

Scientific, statistical, legal, regulatory and
financial issues of conducting clinical trials,
as well as the possibilities of modern soft-
ware and digital support of clinical trials at
the stages of data collection and analysis
are considered.

Particular attention will be paid to local pe-
culiarities of initiating and conducting clin-
ical trials in the regional centers of Russia
and in the EAEU countries.

The seminar is part of the ECRC-EAFO Clin-
ical Research Development Program to
promote high-quality cooperative clinical
trials in the World.

The seminar precedes the ECRC-EAFO
Advanced Course on Academic Clini-
cal Research in Oncology & Hematology
(ACACROH).

www.eafo.info | www.trials.eafo.info | www.ecrc.pro




3ACRC EAFO

Uniting Continents

urasian Cancer Research Council In Fightl ng Ca nCEf
Collabsrating T Cmbat Cancen
NMPOrPAMMA PROGRAM

leHb 1
Cy660Ta, 15 Uions

PEFNCTPALILA
OTKPBITUE

08:00 — 09:30
09:30 — 09:35

Day 1

Saturday, July 15

CHECK IN AND REGISTRATION
INTRODUCTION

MpuseTtcTBue

Mattu AAMNPO, LUseiiuapus

Enena HukonaeBHa
NMAPOBUYHUKOBA, Poccus

ComacynpapamM CYBPAMAHUAH,
Poccus

CECCHA 1

[MoueMy KnnMHUYeckue

MCCNEenoBaHNA 3TO BaXHO
1 Kak chopMynunpoBaTb CBOM
nccnepoBaTenbCkMii BOMPOC

Welcome Address

Matti AAPRO, CH

Elena PAROVICHNIKOVA,
Russia

Somasundaram SUBRAMANIAN,
Russia

SESSION 1

Why Clinical Research Matters
and How to Come Up to Your Own
Research Question

Ponb KNMHUYECKNX MCCIeOoBaHMM
0J14 Bpaya, nauneHTa m obuiecTsa

ComacyHpapam CYBPAMAHUAH,
Poccus

09:35 -09:50

The Role of Clinical Research for the
Physicians, Patients and Society

Somasundaram SUBRAMANIAN,
Russia

KynbTypa nposegeHus
aKaaeMNYeCKMX KITMHUYECKMX
nccnepgosanuii B HMUL,
reMaTosnorum

EneHa HukonaeBHa
NMAPOBUYHUKOBA, Poccus

09:50 - 10:20

Sustainable Culture of Conduction
Academic Clinical Research in
National Research Center of
Hematology

Elena PAROVICHNIKOVA,
Russia

Q&A

10:20 - 10:25

Q&A
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OcobeHHOCTM NpoBefeHus
KOONEPMPOBAHHbIX KITMHUYECKMX

Challenges of Clinical Trials

“ccrnenoBaHui B pasBuBaloLLMXC  10-95 — 10:45 Conduction in Emerging Countries
cTpaHax
TBA
Bynet o6baBneHo nosxe
Q&A 10:45-10:50 Q&A
Kodpe-naysa 10:50—11:05 Coffee Pause

Kak Mbl cdhopmynmpoBsanu
BOMPOC U UCKaM OTBET.
OnbIT MccnenoBaTenbCKOM
KoMaHabl HMUL], oHkonorum

How We Developed the Question and
Looked for the Answer. Experience
of the N. N. Petrov National Cancer

11:05-11:45 Center Research Team
uM. H. H. MNeTpoBa
Anekcein Cepreesuu NETPOB, ﬁ:ﬁ::dy IlziE\TFfiooYT;
BenukobputaHus 9
Q&A 11:45-12:00 Q&A

NMPECC-KOH®EPEHLNA
C YYACTHUEM

I'IPEJ],CTABMTEJ'IE@
NMAUMEHTCKUX OPFAHU3ALINKN

PRESS CONFERENCE WITH
PARTICIPATION OF PATIENT
ORGANIZATIONS
REPRESENTATIVES

Pornb nauneHTCKMX opraHusaumn
B Pa3BUTUM MHOYCTPUM
KITMHWUYECKMX UCCRenoBaHUi

OBEQ
CECCUA 2

MPAKTUKYM no paspaboTke
OM3aliHa 1 nNnaHa paboTbl ¢
naHHbiMK ¢ BUOCTATUCTUKOM u

12:00 - 13:00

13:00 — 14:00

Role of Patient Societies

in Clinical Research Development
LUNCH

SESSION 2

WORKSHOP on developing Trial
Design and Data Management
Plan with Biostatistician and Data

AHAJIUTUKOM OAHHbBIX

PasHoobpasne om3ariHoB
KIIMHWUYECKMX UCCIEROBaHWIA

Scientist

Overview of Clinical Trial Designs

14:00 —14:50
Anekcangp I0pseemy CYBOPOB, pexander SUVOROV,
Poccus
Q8A 14:50-15:00 Q8A

www.eafo.info | www.trials.eafo.info | www.ecrc.pro
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Ha kakoM fA3bike pa3roBapuBaTth C
brnocTaTUCTUKOM?

MacTepknacc no paspaboTtke

How to Communicate with a
Biostatistician?

15:00 — 15:40 Masterclass of Statistical Plan
CTaTUCTUYECKOro NnnaHa
Development
nccnenoBaHus
TBA
Bynet ob6bsBneHo nosxe
VIHTEpaKTUBHARA CECCUA 15,40 _ 14:00  Interactive Q&A

BOMPOCOB 1 OTBETOB

Kodhe-nay3a

Kak He pacTepATb naHHbIe Mo
X0A4y nccneposaHuA

Co3spaHwve nnaHa cbopa faHHbIX

16:00-16:20 Coffee Pause

How to Collect All Relevant Data
During Your Study

¢ NOMOLLbIO COBPEMEHHBIX 16:20-17:00 Data Management for Clinical Trials
TEXHOMOMMUM HaYKN O AAHHbIX
Tumup Unbuu FATTUMOB, Timur GALIMOV, Russia
Poccus
VIHTEPaKTUBHAA CECCHA  17.00 _17:90  Interactive Q&A
BOMPOCOB M OTBETOB
[MpakTnueckas ceccus
MCCFJ)'Iae?’pOaBZOHTVIK: fg‘:g:ch Clinical Trial Synopsis Workshop
A A 17:20 - 19:00 under Guidance of Biostatistician and

YYaCTHWKOB Noj, PyKOBOACTBOM
BuocTaTUCTVKa 1 aHanUTUKa
[aHHbIX

Y3KUH

[leHb 2
BockpeceHbe, 16 Uions

CECCWKA 03

lpoTokon — aT0 Hasa

19:00 - 20:00

Data Scientist

Dinner

Day 2
Sunday, July 16t

SESSION 03

Research Protocol. Key Part of the
Clinical Trial

lMpoTokon — Kak 3anor
eavHoobpasnsa 1 kayecTsa
cobrpaeMbIxX LaHHbIX

EkatepuHa IOpbeBHa
COPOKMHA, Poccus

09:00 - 10:00

Study Protocol as a Tool for Effective
and Uniform Data Collection

Ekaterina SOROKINA, Russia

www.eafo.info | www.trials.eafo.info | www.ecrc.pro
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Q&A 10:00-10:10 Q&A

CECCHs 04 SESSION 04
470 HyskHO Mepeq 3anyckoM Some MUSTs before you START
KIMMHMYECKOro uccrenoBaHua?
YacTb | Part |
3Tuyeckas akcnepTunsa
KNMUHUYECKUX UCCrenoBaHui Ethics Review in Clinical Research
10:10-10:30
Esrenuit Cepreesuuy POIOB, Evgene ROGOV, Russia
Poccus

Q&A 10:30-10:40 Q&A

Kodbe-naysa 10:40-11:00 Coffee Pause

PerynatopHoe conpoBoskaeHue

KITMHWYECKOr0 UCCeLoBaHuUs: OT Regulatory support of a clinical
MONyYeHusi paspeLLeHns trial: from obtaining permission to
no nopaun otueta 11:10-11:40  submitting a final report
Mapus bopucosHa HACOHOBA, Maria NASSONOVA, Russia
Poccus
Q&A 11:40-11:50 Q&A
HokymenToobopoT Document Management
11:50 - 12:10
Cio3aHHa KUABUA, Poccus Syuzanna KIABIYA, Russia
Q&A 12:10-12:20 Q&A

CECCUS 05 SESSION 05

®uHaHcupoBaHue KA Funding of a Clinical Trial

[ne B3ATb AeHbrn? [paHThl
W OpYyrve BO3MOKHOCTU Clinical Trial Funding Opportunities
cbuHaHcmposaHma KM 12:20 - 12:50 TBA

bynet obbaABneHo nosxe
Q&A 12:50-13:00 Q&A

OBE[l 13:00-14:.00 LUNCH

www.eafo.info | www.trials.eafo.info | www.ecrc.pro
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CECCHA 06

UTo HysKHO Nepen 3anyckoMm

KIMMHWYECKOro nccrnenoBaHnsa?

YacTs I

SESSION 06
Some MUSTSs before you START
Part Il

KoHTponb 1 obecneyerne
KauecTBa npu nposegeHnn KU

Quality Assurance in Clinical Trial

. 14:00 - 14:20
Mapusa AHatonbeBHa SAULIEBA, Maria ZAITSEVA, Russia
Poccus
Q&A 14:20-14:30 Q&A

NHdhopMrpoBaHMe naumeHToB.
Kak npaBunbHO?

Hatanbsa CtaHucnaBoBHa
PELLIETOBA, Poccus

14:30 - 14:50

Let the Patient Know about
Your Trial. Reaching the Patient
Community

Natalia RESHETOVA, Russia

Q&A
CECCuS 07

[IT ¥ RWD/RWE uccneposaHusi

14:50 - 15:00

Q&A
SESSION 07

IIT and RWD/RWE Research

B KIMMHUYECKOM NPaKTUKe

NccnepnoBaHus, MHULUMNPOBAHHbIE
nccnenosartenemM: ocobeHHocTH
nnaHnWpoBaHUA U npoBeneHnA

TaTbsiHa AnekcaHgpoBHa
FOJIbANHA, Poccus

15:00 - 15:25

in Clinical Practice

“Know-hows” of Investigator-initiated
trials Planning and Conducting

Tatiana GOLDINA, Russia

Q&A

15:25 - 15:30

Q&A

WccneposaHue peanbHon
KIIMHUYECKOW NPaKTUKK

¥ MOMyYeHne [oKa3aTenbCTB
(RWD/RWE research)

TaTbsiHa AnekcaHgpoBHa
rOJIbAMHA, Poccus

15:30 — 15:55

RWD and RWE in Clinical Research
Tatiana GOLDINA, Russia

Q&A
Kodhe-nay3a

15:55-16:00
16:00 — 16:20

Q&A

Coffee Pause

www.eafo.info | www.trials.eafo.info | www.ecrc.pro
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CECCUA 08

AKTyanbHble npobneMbl

nposeneHns KA

SESSION 08

Problems of Conducting Clinical
Trials in the Different Federal
Subjects of Russia

B pervoHax P®

ONTMMK3aLUsA OpraHn3aLmm
KITMHUYECKUX UCCNENOBaHUN
Ha YpOBHE permoHasnbHoro

Optimization of the Clinical Trial
Organization and Management at the

nccnenosatenbckoro ueHtpa  16:20 —16:50 | evel of Federal Subjects of Russia
Axppeit Netposuy YNYEPUH, Andrey CHICHERIN, Russia
Poccus
Q&A 16:50-17:00 Q&A
MexayHapogHoe COTPYAHUYECTBO International Cooperation in the
B cdhepe KU B cTpaHax EASC Field of Clinical Research in Eurasian
17:00-17:20  Economic Union Countries
Anekcanpp COJI01IOBHUKOB,
Poccus Alexander SOLODOVNIKOV, Russia
Q&A 17:20-17:30 Q&A
. eHMguj:gfoB%ﬁO)g:j)c(T;; Assessment of the Possibilities for
v?ccngnosaHMﬂx 5 ;lermgHaanblx the Conduct of Multicenter Clinical
uerTpax (C3b0)  17:30 - 17:55 ;nalg in the Federal Subjects of
ussia
‘Opui Uropesis KOMAPOB, Yuri KOMAROV, Russia
occus
Q&A 17:55-18:00 Q&A

Kodhe-nay3a
CECCU4 09

CyacTnMBbIN KOHEL, Kaskaoro
KIMMHUYECKOr0 UCCIiefoBaHus

18:00 — 18:20

Coffee Pause

SESSION 09
Happy Ending of Every Clinical Trial

MpencTaBneHue u nybnukaums
MOMYYEHHbIX laHHbIX. Kak
choenatb Tak, utobbl 0 BaLleM

How to Present Your Research Data
Efficiently?

nccnenoBaHMM roBopunv Bce? 18:20 - 18:50
A P ' Malcolm MOORE, Thailand
ManbkonbM MYP, TaunaHp
Q&A 18:50-19:00 Q&A

3ABEPLLUEHVE CEMUHAPA

19:00

ADJOURN

www.eafo.info | www.trials.eafo.info | www.ecrc.pro
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STEERING COUNCIL PYKOBOAALLIMK COBET

AAPRO Matti, MD

Chair, Board of Directors, Eurasian
Federation of Oncology (EAFO);
Member, Board of Directors, Genolier
Cancer Center, Clinique de Genolier
Genolier, Switzerland

AAMNPO MatTtn

npencenatens, CoBeT AMPEKTOPOB,
EBpasuiickas denepaums
OHKOJTOTMW; YneH coBeTa
OVPEKTOPOB, OHKOMOMMYECKMA
LeHTp KeHosbe, KNuHUKa KeHosbe,
YeHonbe, LLBeiuapus

ALEINIKOVA Olga, MD, PhD, DSc

Corresponding Member, National
Academy of Science;

Director, Department for the
Implementation of National and
International Projects in Pediatric
Hematology/Oncology, Dmitry
Rogachev National Medical Research
Center for Pediatric Hematology,
Oncology and Immunology

Moscow, Russia

ANEMHWKOBA Onbra ButanbeeHa

0.M.H., npodheccop, YneH-
KoppecnoHpeHT, HauvoHanbHas
akapemust Hayk benapycwu; pupekrop,
ynpaBfieHve Nno peanusaLmm
HaLMOHambHbIX M MeKAYHAPOLHbIX
NPOEKTOB B AeTCKOW rematonorum/
OHKOMOrmu, HaunoHanbHbIv
MELULIMHCKUI UCCRefoBaTENbCKUI
LIEHTP IETCKOI reMaTonorum,
OHKOMOT MW Y UMMYHOMOT UK M.
Imutpus Porauesa

Mocksa, Poccus

ALESHINA (GAVRILINA) Olga,
MD, PhD,

Head, Department of Hematology
and Acute Leukemia and Lymphoma
Chemotherapy, National Medical
Research Center for Hematology;
Senior Researcher, EAFO Educational
& Research Center,

Moscow, Russia

ATNELLUWHA (FTABPUITUHA)
Onbra AnekcaHppoBHa

K.M.H., 3aBeflytoLLas, OTAeNeHve
remMaTonorun 1 XMMMoTepanum ocTpbIX
NenKo30B 1 NMMdoM, HaumoHanbHbIN
MEOULIMHCKUI NCCRefoBaTENbCKNI
LeHTp reMaTomnoruu; CTapLUMii HayYHbIn
COTPYOHWK, HayuHo-obpa3oBaTenbHbii
ueHTp «EBpaswiickas oHkomornyeckas
nporpamma «EA®O»,

Mocksa, Poccus

BARCHUK Anton, MD, PhD

Director, Research Center “Institute
for Interdisciplinary Medical Research”
(IMMI), European University

at St. Petersburg,

Saint Petersburg, Russia

BAPYYK AHTOH AneKkceeBuu

K.M.H., IMPEKTOP LIEHTPa,
HayuHbi ueHTp «MHCTUTYT
MEXONCLMMIMHAPHBIX MEAULIMHCKMX
uccnegosanuin> (HL UMMU),
EBponevickuit yHusepcutet

B CaHkT-leTepbypre,
Cankr-letepbypr, Poccus
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IONOVA Tatiana, MSc, PhD, DSc

Professor, Chair, Quality of Life
Research Department, St. Petersburg
State University Hospital, Chair,
Board of the Multinational Center

for Quality of Life Research,

Saint Petersburg, Russia

MOHOBA TaTtbaHa MBaHOBHa

0.6.H., npocheccop, pykoBoauTersb,
0TAeN MOHUTOPUHIa KayecTBa
u3HK, CaHkT-lMeTepbyprckas
YHUBEPCUTETCKAS KIMHUKA;
npeacepatesb, COBET
MeHaLmnoHaIbHOro LeHTpa
MCCNENoBaHUsS KauecTBa JKU3HW,
Cankr-leTtepbypr, Poccus

KALININ Dmitriy, MD, PhD, IFCAP

Head of Pathology Department,
A. V. Vishnevsky National Medical
Research Surgery Center,
Moscow, Russia

KANMUHWH AmuTpuin Banepbesuy

K.M.H., 3aBefyloLLMi OTAENOM
naToNorMyeckom aHaToMmu,
HaunoHanbHbIN MEAULIMHCKIIA
“ccnenoBaTenbCKUN LIEHTP XUPYPrum
uM. A. B. BuiHeBcKoro,

MockBsa, Poccus

SEMINAR CHAIR

PAROVICHNIKOVA Elena,
MD, PhD, DSc

Professor, Director, National Medical
Research Center for Hematology;
Chief Specialist Hematologist,
Ministry of Health,

Moscow, Russia

NMPEACENATEJNTb CEMUHAPA

NAPOBUYHUKOBA EneHna
HukonaeBHa

0.M.H., npodpeccop, reHepanbHbIi
OVpeKTOp, HaumoHanbHbIN
MELULIMHCKUI UCCRefoBaTENbCKMUI
LIEHTP reMaTonoruu; rnaeHbIn
BHeLLUTaTHbIN cneunanucT reMaTonor
MwuHspopasa Poccuu,

Mocksa, Poccus

POLTORATSKY, Artem, MD, PhD

Head, Department of Preclinical

and Clinical Research Organization;
Senior Researcher, Scientific
Laboratory of Oncological Statistics,
N. N. Petrov Institute of Oncology,
Saint Petersburg, Russia

MONTOPALIKUM Aptem Hukonaesuy

K.M.H., 3aBenyoLwmin, oTaen
OpraH13aLmnm BOKIIMHUYECKUX W
KIIMHUYECKUX UCCMEA0BaHUA, CTapLUniA
HaYYHbI COTPYAHMK, Hay4Has
nabopaTopvsi OHKONOrMYeCKon
CTaTUCTVKM, HaumoHanbHbI
MEOULIMHCKUI NCCRefoBaTENbCKUI
LeHTp oHkomoruu uMm. H. H. MNeTtposa,
Cankr-leTtepbypr, Poccus
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SARZHEVSKY Vladislav,
MD, PhD, DSc

Professor, Department of

Hematology and Cell Therapy,
Institute of Advanced Medical

Studies; Hematologist, Department

of Hematology and Chemotherapy
with Bone Marrow and Hematopoietic
Stem Cell Transplantation Unit;
Deputy Chief of Oncology, N. I. Pirogov
National Medical and Surgical Center,
Moscow, Russia

CAPYXEBCKWW Bnapucnas Onerosuy

0.M.H., npocheccop, kacbenpa
reMaTonoruu 1 KNeToYHoM Tepanuu,
MHCTWUTYT ycoBEpLLEHCTBOBaHNSA
Bpayeit; Bpau-remMaTosnor, oTaeneHve
remMaTonorum u XxumMmoTepanum ¢
6r10KOM TpaHCNIaHTaLMM KOCTHOIrO
MO3ra v FreMOMNO3TUYECKNX CTBOMOBbIX
KIeTOK; 3aMeCTUTeNb rMaBHOMo
Bpaya no OHKoMoruu, HauvoHanbHbIN
MEAVKO-XUPYPruYECKuit LLeHTp nM. H.
N. Muporosa

Mocksa, Poccus

SEMINAR CHAIR
SUBRAMANIAN Somasundaram, MD
Surgical Oncologist;

Board of Directors, ECRC;

Founder & CEO, EAFO,
Moscow, Russia

NPEOCENATEJIb CEMUHAPA
CYBPAMAHWAH ComMacyHpapam
XUPYPr-OHKOIOr;

npencenatesib, COBET AMPEKTOPOB
ECRC;

ocHoBaTenb 1 gupekTop EAFO,
Mocksa, Poccus

TROITSKAYA Vera, MD, PhD

Hematologist, Hematology
Department with Bone Marrow
Transplantation Unit, First Deputy
Director, National Medical Research
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