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NEPINAHWH

To DLBCL eivat o 1o kowvog Tumog uPnAng kakonBelag tou Aepdwpatog un-Hodgkin
(NHL) kot aviutpoowreUel €wg kot to 40% Twv KPOUOUATWY AeUPWHATOC
naykoopiwg. Eival e€alpetikd etepoyeveg, e petapAntn maboyéveon kal KUTTAPO
TipoéAeuong.

Askaetieg emutpnong avadopkd Pe tnv cofapodtnta tou DLBCL ot Hvwuéveg
MoAtteieg, Tnv Eupwnn Kat o AAAeC meplox€g uPnAol elcodnpatog €xouv Bonbriost
otnv anoocadnvion tou Bapoug Tng acbévelag.

Ol aoBeveic katataooovtal o€ T€éooepa otadla Baputntag tng vooou ( | €éwg IV) pall
UE To mpocBepa A ) B. H otadlomoinon adopd ta YeVIKA CUUMTWHATA, TV Bapltnta
NG Madnong Kat TNV mpoyvwaon yla tTnv omnola amnatteitat n Aqn mARpoug LotopLkou,
N TMPOOEKTIKN GUOIKN e€€taon, n €KTiUNONn tou acBevoug pe Bdaon TNV KALLOKO
duaokng kataotaong ECOG (Performance Status)olL epyaotnpLOKEG EEETACELG, OTWG N
YEVIKN QLMIOTOC, N NITaTkn Kot vedplkr Asttoupyla.

To MPoyvwoTIkO cuotnua ou opodwva edpapudletal amo 1o 1993 yia ta emBeTIKA
Aepdwpata eival o Siebvng mpoyvwoTtikog Seiktng (International Prognostic Index-
IPI)(IP1, 1993). OucLaoTIKA TIPOKELTAL YL EVA TPOTIO TIPOKELEVOU va amodaclotel
molo¢ acBevng €xel peyoAUTeEPO Kivbuvo gpdavion¢ tou AepPwWUATOC UETA TNV
Bepameia.

H ¢€pesuva pag otoxevelt va ovadeifel TNV AMOTEAECUATIKOTNTA  TWV
XNHUELOPAPUAKEUTIKWY CUVOSUACHWY TIOU Xopnyouvtat o acBeveic pe DLBCL. Xtox0og
elvaln avadelén ¢ onpaciog Twy MPoyvwoTIKWY OPAUETPWY OToU n Bepareia mou
Bewpeite wg Gold Standard (RCHOP) 6ev odnyel og petaBolikr) Udpeon tN¢ vVOOOU UE
PET/CT (CMR) 1 av to emttuxel n CMR 8gv €xeL LoXU PN POYVWOTLKN agia wg mpog tov
Klvbuvo umoTpomm¢ TnN¢ vOoou.

Me autd tov Tpomo Ba mpoteivoupe oe umoopadeg acBevwv pe DLBCL pe Baon
LOTOAOYLKA, KALVIKQ, BLOXNULKA, KOWWVLKA Kol LETABOAKA KpLTrpla TV Bepameia pe
Slapopetika Bepameutika oxnuata n Stadopetikn oTpatnykn Beparmneiog He xpron

TWV UTIAPXOVTWV OXNHUATWV.



M ouykekpLuéva Ba ekTiunBel avadpoutkd og MANBUCUO Tou €xel AdBeL TNV WbLa
Bepameia n anoteAeopatikotnta tou RCHOP pe:

i.  Emiteuén mAnpoug Udeong pe PET/CT peta to téAog Tng Beparmeiag

ii. To dldotnua eAevBepo umoTpOoMI G TNG vooou PFS

iii. HoAwn emupiwon
Oa yivel anonelpa TaflVOUNGCNG TWV CNUOVTLKOTEPWY TIOPAYOVIWV TIOU EMNPEAlOUV
TO 3 AVWTEPW KATAANKTIKA onpeia oe acBeveic pe DLBCL mou éAafav RCHOP péow
NG MOPAYOVTIKAG avaAluong kabwg kat n dnuoupyia cluster, 6cov adopd ToOUG
napayovteg: lotohoyikn tagvopnon (GC vs non-GC, Asiktng moAAamAaocioopou Ki67),
NAKia, €BVIKOTNTA, KOWWVIKOOLKOVOULKO oTAToUC Ka IPI.
MNapdA\nAa Ba mpayuatonownBet Meta-avaluon Sedopévwv BiBAloypadiag pe
OKOTIO TNV CUYKPLON TWV BEPATIEUTIKWY OXNUATWY TTOU XPNOLUOTIOLONKaV 0 KALVIKEG
HeAETEG yLa TNV Bepamneia tou DLBCL.
H mapandvw PeAETn elval TPWTOTUTN, UE OMOTEAECHA VA NV UTIAPXOUV Slabéaipa
Sebopéva yla TV ektipnon tou peyéBoug delypatog mou Ba emutp€P el TNV aviyveuon
pwog mbavng dwadopag, epdoov uMApXeEL, UE TNV amapaitntn Loxv. Oa opLoTel,
oupBatikd, wg apxkd peyebog delypatog (n=250).
To Seiypa Ba e€etaotel otnv Mavemotnuiakn AwpatoAoyiky KAwikny Tou M.I.N.
Ale€avdpoumoAng — Anuokpitelo Mavemotulo Opdkng yla va umoPAnbBesl oe
OTATLOTIK avaAuon kot eéoywyn XPNOWWV CUUTEPACUATWY, O00ov adopd TNV
Bepameia tou DLBCL.
Ma tnv otatiotiky avaiuon Ba xpnotpomnolnBel to otatiotiko makéto S.P.S.S 24.0.To
eninedo onuavtkotntag opiletal oto a= 0.05. Oa xpnowwonotnbei o deiktng Kaplan
kal Meier yla va ektipnBel n cuvaptnon emBiwong otnv opada Twv mapotnprioswv
poc. MNa tov €éAeyyo tn¢ dtadopdc avapeoa os U0 KOUMUAEC emiBlwong, urtapyxouv 3
otatlotikd Kpitnpla. Kpitiplo Mantel-Cox, to kputriplo Breslow kol to Kpltrplo
Tarone-Ware. Emiong, ovpnepaocpata Ba Sie€oxbolv kal amd tnv MNoapayovrtikn
AvaAuon, 6oov adopd Toug mapdyovteg ou ennpedlouv tnv nabnon. Quoika Ba
e€eTaoTOUV OAEC OL SUVATEC TIEPUTTWOELG EMISPACNG TOPAYOVIWV O€ Uit HeTaBANTA

OoAAQ KoL OAeG oL SuvaTtotnTeg €YWY G OTATLOTIKWY CUUTIEPACHATWV.



Real-world data on Diffuse Large B-Cell Lymphoma (DLBCL):
comparison of the effectiveness of chemotherapeutic combinations
and the effect of clinical histological, prognostic and economic
parameters on achieving and maintaining disease remission and
prolonging survival



SUMMARY

DLBCL is the most common type of high-grade non-Hodgkin's lymphoma (NHL) and
accounts up to 40% of lymphoma cases worldwide. It is highly heterogeneous, with
variable pathogenesis and cell of origin.

Decades of monitoring of DLBCL in the United States, Europe, and other high-income
areas have helped to clarify the severity of the disease.

Patients are classified into four stages of severity of the disease (I to IV) together with
the appendix A or B. The staging concerns the general symptoms, the severity of the
disease and the prognosis for which a complete history is required, careful physical
examination, assessment of the patient condition based on the ECOG (Performance
Status) scale, laboratory tests, such as general blood, liver and kidney function.

The prognostic system that has been unanimously applied since 1993 for aggressive
lymphomas is the International Prognostic Index (IP1) (IPI, 1993).

The purpose of our research is to highlight the effectiveness of chemotherapeutic
drugs administered to patients with DLBCL. Moreover we will show over that the
importance of prognostic parameters where the treatment considered as Gold
Standard (RCHOP) does not lead to metabolic remission of the disease with PET / CT
(CMR) or if CMR is succeeded does not have a strong prognostic value in terms of
recurrence risk. disease.

As a result we will propose to groups of patients with DLBCL based on histological,
clinical, biochemical, social and metabolic criteria a treatment with different
treatment regimens or different treatment strategy using the existing regimens.

The effectiveness of RCHOP will be assessed retrospectively in a population that has
received the same treatment with:

i. Achieve complete remission with PET / CT after the end of treatment

ii. The free recurrence period of PFS disease

iii. Overal survival

An attempt will be made to classify the most important factors affecting the three
endpoints in DLBCL patients who received RCHOP through factor analysis and create
cluster analysis. The factors which will be examined are Histological classification (GC

vs non-GC, Ki67 Multiplication Index), age, nationality, socioeconomic status and IPI.



At the same time, a systematic review and a meta-analysis of literature data will be
performed in order to compare the treatment regimens used in clinical trials for the
treatment of DLBCL.

The study is original as a result there are no available data to estimate the sample size
and it will be conventionally defined as the initial sample size (n = 250).

The sample will be examined at the Medical School of Democritus University of Thrace
where a statistical analysis will be performed and draw useful conclusions for the
treatment of DLBCL.

The statistical package S.P.S.S 24.0 will be used for the statistical analysis. The
significance level is set at a = 0.05. The Kaplan and Meier index will be used to estimate
the survival function in our observation group. To control the difference between two
survival curves, there are 3 statistical criteria. Mantel-Cox criterion, Breslow criterion
and Tarone-Ware criterion. Conclusions will also be drawn from the Factor Analysis,
regarding the factors that affect the disease. All possible cases of influence of factors
on a variable will be examined, as well as all the possibilities of drawing statistical

conclusions.



