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Rituximab Biosimilar in B-cell Lymphoma Treatment

Chavada Piyabun-yanon et al.
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B-cell lymphoma who received biosimilar rituximab-based therapy
(R-CHOP regimen) in Ramathibodi Hospital and Pranangklao Hospital
in 2018-2020

Exclude those who received

Y
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<3 cycles R-CHOP

Disease response evaluation

And record adverse reaction

Y

(n=84)

Review chart

Analytical dataset

MNH 1 MINEINNUIE (Protocol flow chart)
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stage) Suumidlsauandaninmaas natden
520U lactate dehydrogenase (LDH) &u350mMW
r}j" 1he ECOG performance score (eastern cooperative
oncology group) @zuuuwensailsa IPI score
(international prognosis index) AMUIUTAUEN
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Rituximab biosimilar

Characteristic (N =84)
Number %

Disease subtype

Diffuse large B-cell lymphoma 80 95.2

Primary mediastinal B-cell lymphoma 2 2.4

Primary CNS B-cell lymphoma 1 1.2

Intravascular B-cell lymphoma 1 1.2
Sex

Female 44 52.4

Male 40 47.6
Age, year [median (range)] 65 (25-88)
Age, year

<60 27 32.1

> 60 57 67.9
Ann Arbor stage

| 6 7.1

II 30 35.7

111 11 13.1

v 37 44
Lactate dehydrogenase (LDH)

Normal 26 31

Elevated 58 69
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#3NTUNUBIAEIINgAGEAT (6D)

Rituximab biosimilar

Characteristic (N = 84)
Number %
ECOG performance status
0 43 51.2
1 29 34.5
2 11 13.1
3 1 1.2
Bulky
Bulky 53 63.1
Non-Bulky 31 36.9
Pathology
GCB 23 27.4
Non-GCB 57 67.9
NA 4 4.7

Double expressor lymphoma; DEL
DEL 50 59.5
Non DEL 34 40.5

International prognostic index; IPI score

0 5 6

1 21 25
2 22 26.2
3 19 22.6
4 16 19
5 1 1.2

Myl 2 dayananssnmlsanziedemnumiswialwadmemindunusiiedringeasad

Rituximab biosimilar

Characteristic (N = 84)
Number %

Median OS (month) 50 (0-71)
Response

Complete remission; CR 71 84.5

Partial response; PR 3 3.6

Progressive disease; PD 10 11.9

Stable disease 0 0
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Rituximab biosimilar

Characteristic (N = 84)
Number %

Relapse

Relapse in 2 year 18 21.4

No relapse 53 63.1

NA/Missing data 13 15.5
Adverse reaction

Mild infusion-related reaction 8 9.5

No adverse reaction 76 90.5

2MIINIINAUTUDIADNIIING)
NaM3snElalsaau 1 71 e Aady
Spuay 84.5 lsAMBUAUDIUINEIU (partial
remission; PR) 911 3 58 dollusasas 3.6
wazlsaliinouauawdafluaniy (progressive
disease; PD) $1u7u 10 99 aadudasas 11.9 3
\flumsnauauasdamssniniilndideeiuenindusn

auuy®

3282118130 ATI6
seazanseadinmasnefiheuz5edoy
vndesrfintmadlulsaneuiasinnsuiiuas
Tsangnnanszianarnlasunsinwaiseiail
111Ua R-CHOP @8 52.7 LGau
lafiansanusnainazuuy IPI score
Gaud 0—4 Wuhilstaznmsaaiian 45, 56, 48,
47 uar 29 @eu museu seudaclumed s

wazdi@ p-value < 0.001 AIULFM LUMWD 2

lﬂ' a dl CAl < i %’ <~ a I <
MMINN 3 53‘(’]303138@’6’)@LQBEI“ZIENE\IIU'JEINSS\WIE]NHWLﬂaaﬁﬁuﬂULﬁaaLL‘c’lﬂﬂﬁﬁJ IPI score

Standard 95% CI lower 95% CI upper
IPI Estimate

error bound bound

0 45.400 7.449 30.800 60.000

1 56.857 2.091 52.758 60.956

2 48.500 3.820 41.013 55.987

3 47.283 6.520 34.504 60.063

4 29.063 6.039 17.227 40.898
Overall 52.653 2.969 46.833 58.473
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03
- p-value < 0.001
0.1
3 15 27 2 51 63 75 &
Month

Aﬂ' aa d‘ Al < v 90’ =l a = <
MAN 2 i%ﬂzt’)a’]iaﬂ‘ﬁ'ﬂ@lLQGEI“ZJE’NQﬂ’)ﬂ&l:ﬁlﬁ\‘ﬁﬂaNH']LWaEN“ZIUG]UL‘ZiaaLLEJﬂGnN IPI score

WaRMSaNUeNMNBUAed germinal center  WUNHSEHZNATDATIAUANANAUN 43 UL 47 LHiDU
B-cell lymphoma (GCB subtype) Wastzaazfio?t  eusIOU a9uansluans i 4 uazdien p-value < 0.047
1314 germinal center B-cell (non-GCB subtype) Aauaas lumwi 3

M0 4 szaznMsatiawasyasgihensSdaninmdawielwasusnmuriowasuzGwantnman
GCB uaz non-GCB

X Standard 95% CI 95% CI
Subtype Estimate
error lower bound upper bound
GCB 43.174 6.341 30.745 55.603
Non-GCB 47.420 2.627 42.271 52.568
Overall 52.385 3.063 46.381 58.389
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0.8 _m1 GCB

-~ Non GCB
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Cum Overall Survival

03

02 p-value < 0.047

0.1
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Month

Mwil 3 szeznmseaiinwdseeithenzdaninmassilalmaduanmuriiawaduzseaennmasy
GCB taz non-GCB

szaznaUaanlsn
sxﬂznmﬁpjﬂmﬂaaﬂIﬁﬂné’ULﬂueﬁqLaﬁgwaq WHaNSLENINATLUY IPT score MLLE

fihenzSedomnmdssiadizadildfumsinm  0-4 wuhissaznmilsauzFanduaniuni ss,
MEeAitIte R-CHOP fa 53.1 1y 52, 42, 52 WA 41 LHBDU MNAAU ALFAILUAITI

o a o o
N 5 ez p-value < 0.886 (ﬂ\iLLﬂ(ﬂ\ﬂ‘LAﬂ'l‘W‘Vl 4

MmNl 5 szeznmdasalsanavredthensiaennmisaiadiwaduenaa IPI score

Standard 95% CI 95% CI
IPI score Estimate
error lower bound upper bound
0 35.400 10.735 14.359 56.441
1 52.394 3.364 45.799 58.988
2 42.474 4.535 33.585 51.362
3 52.000 6.576 39.111 64.889
4 41.727 6.108 29.756 53.699
Overall 53.140 2.903 47.449 58.830
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WaRsaIuenaIuziaigad germinal
center B-cell lymphoma (GCB subtype) uwag
wasztionlily germinal center B-cell (non-GCB

" a < o & 3
subtype) nuNiszeznmlsanzsanavinium
RAIUANAINAUN 51 WAL 47 LADU MINSIAU
AALaEAluAI59N 6 wazliA1 p-value < 0.694
AHILFA LUMND 5

anIINISAAlsANAY
wugthenlsanaullugnmely 2 U S
a & v v, PR 1t o

18 98 Aolusagas 21.4 uazgihendsliilsanau

< ¥ PO a & v

Wulu 2 ¥ i 53 g dailusesas 63.1
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ANIINSLNAKNAY AL
wugthaniianadnadensldenivue
3 a Id 3 v = Id
MU 8 N8 Aallusaear 9.5 lasrainadeay
pmsiunuaeliien (infusion-related reaction,
IRR) naansalieneaale laswiiyszazialien
ansdaslumslien waziingnanaimsuwngy
aiasesduazenuauddamiiu leglifigihesele

a ¥ = = 3 v v
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P @ UAl < ¥ =~ a o 4 a 3 s ¥ I~
MIINN 6 i:ﬂmmﬂaaﬂkﬂﬂammQmﬂmmmaummaawumumaa LN NYUNLTIINSLNABDNUILAD DN

GCB a8z non-GCB

. 95% CI 95% CI
Subtype Estimate Standard error
lower bound upper bound
GCB 51.941 5.821 40.532 63.351
Non-GCB 47.739 2.972 41.915 53.563
Overall 53.220 2.971 47.396 59.044
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Biosimilars of Rituximab-based Therapy
for Treatment of B-cell Lymphoma:

A Retrospective Analysis

Chavada Piyabun-yanon', Pimjai Niparuck® and Noramon Teeraumpornpunt®
‘Medicine unit, Pranangklao Hospital, Nonthaburi 11000, Thailand
*Faculty of Medicine, Ramathibodi Hospital, Mahidol University, Bangkok 10400, Thailand

ABSTRACT Rituximab is a monoclonal anti-CD20 antibody used with chemotherapy to treat B-cell
lymphoma. Rituximab with cyclophosphamide, doxorubicin, vincristine and prednisolone (R-CHOP) is a
standard chemoimmunotherapy regimen for treating diffuse large B-cell lymphoma worldwide. As original
rituximab is still expensive, so biosimilar of rituximab has been developed and used widely in many
countries. Our objectives were to study the efficacy and safety of biosimilar rituximab for treatment of
B-cell lymphoma in Thailand. Retrospective descriptive study was conducted in 84 patients with B-cell
lymphoma. the patients received biosimilar rituximab plus CHOP chemotherapy in Ramathibodi and
Pranangklao hospitals from January 2018 to December 2020. A total of 84 patients with B-cell lymphoma
were evaluated and their mean age was 65 years (range, 25-88 years). Of all the patients, 59.5% had double
expressor lymphoma expression, 63% had bulky disease, and 69% had high serum lactate dehydrogenase
(LDH); and after 5 years of follow-up, 84.5% were found to have complete remission, 3.6% had partial
remission and 11.9% had progressive disease. The median survival time was 50 months and the median
progression-free survival was 53 months. Based on each IPI score 0—-4, the overall survival periods were
45, 56, 48, 47 and 29 months, respectively (p-value < 0.001). Regarding adverse events, 9.5% had only
mild infusion-related reactions and 90.5% had no adverse drug reactions. Thus, biosimilar rituximab and
standard chemotherapy together are quite efficacious for treating B-cell lymphoma, causing just minor

side effects.
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