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*Level of evidence (Oxford Centre for Evidence-based Medicines) #Grade of recommendations (Oxford Centre for Evidence-based Medicines)

Level 1 Systematic review of randomized trials or n-of-1 trials Grade A consistent level 1 studies

Level 2 Randomized trial or observational study with dramatic effect
Level 3 Non-randomized controlled cohort/follow-up study

Level 4 Case-series, case-control studies, or historically controlled studies
Level 5 Mechanism-based reasoning

*Agreement

Grade B consistent level 2 or 3 studies or extrapolations from level 1 studies
Grade C consistent level 4 studies or extrapolations from level 2 or 3 studies
Grade D consistent level 5 evidence or troublingly inconsistent or inconclusive
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Analytical Non- Clinical
clinical
Drug Structure  Function In vivo PK/P  Efficacy  Safety Immuno Switching RWD
D genicity
Rituximab
Truxima A A A A A A A A A
Rixathon A A A A A A A A A
Redditux A A B A A* A* A* NA A
Infliximab
Remsima A A A A A A A A A
Ixifi A A A A A A A A NA
Etanercept
Erelzi A A A A A A A A A
Nepexto A A A A A A A A NA
Adalimumab
Amgevita A A A A A A A A A
Hyrimoz A A A A A A A A A
Hulio A A A A A A A A NA
Abrilada A A A A A A A A A
Exemptia A A B B A* A* A* NA A

e 1A o ' =2 W v o &
naneng Riixima  Lifidwisludsanalnodalilanomunangiunnisunng
@28 PK; Pharmacokinetics, PD; Pharmacodynamics, RWD; Real world data
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ﬂ‘sﬁngslugﬂuﬁagam 84 Medline (PubMed®), United State Food and Drug Administration %ia European Medicines Agency
B = finangwBadszantnnuidnguae
NA = lidnanguiBedszanyd (Not available)
# fanuuandivadlassaiiaenludin charge heterogeneity patterns iilaifisuniundrianduuuy

* Clinical trial 14'laidu equivalence %30 non-inferiority trial
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iy . . A =
UIenNaumuAmMeNITNNNIAANT (steering committee) GaiduarunuanlsaSouunng lssneua
FPUNAUAZLANTY $1UIU 11 ¥ITu uazamzring1n (working group) Usenaualudiuniuaiansdann
T3aSonuwng 6 &010W §193% 9 viu MntNuTIInaNgIUNIINISLANdLNeUszna U
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1. LRNHITONRIMIAILARIRWNING

AmzYNuY dnTUszguaTiusniiie 11 WOAINIEU 2563 LNBTLANAUAAUAZLALD
o A o o A A A ai o & A o o KR A o
dnafiazyidunasy & Mlszguiindirdunasy & azateuaguiamzindriagasoafanls
° o o a a Qo dlg a =S =3 ot
fniuinmliagnndnuazealaduyunnaindunzafouludzmalnowisdeusuinau 2563

Ao \ XA @ . A o A A A o o
wazlidmiholudssnalng uenanfindszguldisuadronauialdaandng ieniwein luwaiwn
FUDaIY NINUA 20 FMaNN MIaINAaaLaand1aulE3 s Delphi process NaNafa FONNNIRNA
anadlddiengsunndliadaniduanifnauiauundstunisdizinalnonisaanane
alannIafing thalfandronuiisundng Ransanusritfinnudmaguazdanunannaisluwns
Ufia lesdunsasazunuwiioafanuuuay inasinminaiian Aasziiandnundifanating
hasianas 80 MWAWIAILNAIY §ANTNY 67 viududldandrorunvnainidiay 18 d1ow
& k% o { { Qs o a J a a =
FytveznavalrsdinunineIny dienn nmunzideusn Usz@niune anulasanuuaznis
v a Y Qo v v ] v lé v ] v §

nyzgundquniu (immunogenicity) n1saua uniTldoIndedsldnislddosaldan
(extrapolation) MIFLLUABHEN (switching) NMINALNULDA UG (automatic substitution) ATE
o1 naguanazidnizisniulaeadbd1uen (pharmacovigilance) n1snansunIlEengiiag

VAEWLUL LRZATUIHITANNLRES (risk management) adda bf

Issues to address Clinical question

Definition 1. How to define biosimilar?

2. How to define biocopy, biomimic, and intended copy?

Regulation/Approval 3. What is the appropriate approval process for biosimilar?
process

Efficacy, safety, and 4. Are biosimilars as effective as their reference products?
immunogenicity 5. Are biosimilars as safe as their reference products?

AuaassumuRa atufl 4 (27 fia. 66) I—l_
10




Extrapolation of

indications

Switching

Interchangeability
(Automatic substitution)
Naming when
prescribing biosimilars

Patient care/safety

Biocopy/Biomimic,
intended copy

Risk management

10.

11.

12.

13.

14.

15.

16.

17.

18.

Is immunogenicity related to biosimilars comparable to that related to their
reference products?

Should biosimilars be prescribed as the first biologics?

Can the data related to a biosimilar approved for an indication be
extrapolated to other indications, in which the reference products have
been approved?

Can one switch from originators to biosimilars? e.g. Mabthera - Truxima
Can one switch from a biosimilar to another biosimilar within the same
reference product? e.g. Remsima (Infliximab) - Ixifi (Infliximab)

Can one switch from biosimilars to originators? e.g. Truxima (Rituximab)
— Mabthera (Rituximab)

Should original products and biosimilars be interchangeable with each
other in ‘pharmacies’ (automatic substitution)?

How to appropriately prescribe a specific biosimilar, Generic vs. Brand
name?

Should patients be informed when switching from an originator to a
biosimilar?

How to monitor when use a biosimilar?

How to monitor when switching from an originator to a biosimilar?

Are the use of biocopy acceptable?

Should post-marketing pharmacovigilance study be developed and

implemented for the use of biosimilars in Thailand?

2, S'J]JTJNﬁgﬂgﬁultagﬂﬂﬂluﬁi‘imﬂ‘iiﬂ
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fududayaangudeyazasdinnuamenIIuNIaRILezEN wuendriagadpaisdmiulie

a ‘[ a AVL v X ~ o o A o VLaz Vqu ' . ®
Elﬂ@]ﬂLLazaa @]awau'ﬂ @§Uﬂ']5°l|u'ﬂzlﬂ.lﬂu@qjl|En"D”]']@]q 7 13 318N1TY1 Lakkn Truxima,

Rixathon®, Redditux®, Rilixima®, Remsima®, Ixifi®, Erelzi® Nepexto®, Amgevita®, Hyrimoz®,

. . . { ! a v . o o & a o
Hulio®, Abrilada®, ua Exemptla® (mﬂi’mﬁ 1) LEINNNITIRAUDINUIBN Exeltis 37n@ FaLduuSen

NTAMYT Mg Rilixima® 139989 b TuNwNIIIAI MUY Rilixima® ludsznealneg anevinan

F9duG9 lununwITIRNITNE NI BN
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meaningful differences in safety or effectiveness as compared to the reference product?

EMA 1#én#lanu31 A biotherapeutic product that is similar in terms of quality, safety and
efficacy to an already licensed reference biotherapeutic product3

asan1sauNplanlidiunndn A biologic medicinal product highly similar to another
biological medicine already marketed in the EU (the so-called ‘reference medicine’) *
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