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Hiéu qua cua Baricitinib
trong diéu tri viem khop dang thap
Dir liéu tir cac nghién ciru 1am sang dén thé gi&i thwe
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Muc tiéu diéu tri VKDT

6.T6i wu hoa chit

|u!01ng cuoc 56n93.4 ‘1Ktém soat déu

hiéu & triéu churng?3

Thoai lui

hoac =

LDA

4 Y

5.Ngan ngtra pha
hay cu trac khop23

2.Binh thudng hoa
cac hoat dong xa
hi23

4.Giam steroids?®
3.Binh thwéng hda cac
hoat dong cong viéc?

1. Smolen JS, et al. Ann Rheum Dis. 2023.82:3-18. 2. Smolen JS, et al. Ann Rheum Dis. 2020,79{6):685-699. 3. Solomon DH, et al. Arthnilis Rheumatol.
2014,66(4).775-TB2. 4. ScottIC, et al. RMD Open. 2016;2:0000270. 5. Hua C, et al. RMD Open. 2020,6:0000536.

1. Pac diém dworc ly cua Baricitinib

1.Chét (rc ché JAK1 & JAK2 chon loc & c6 thé héi phuc? } |N|

. , i )] -.\
2. Bwdng udng & hap thu nhanh? o]
. Liéu: 4mg, 1 lAn/ngay

- Néng dé dinh trong huyét twong dat 1 gié sau ding thudc ’
. Nong dé 6n dinh dat trong 2-3 ngay
- Sinh kha dung ~80%

3. Thi gian ban hiy ngén so véi thube sinh hoc! ’
- ~12-16 gi& trén bénh nhan VKDT

Baricitinib?

S oy
1Ceq=Half Maxsmal Inhibifory Concantration; JAK=lam:s Kinsss; OAT3=0rganic Anon Transporter 3. RA=Rheurmatoid Arhntis, TYK: Tymosine Kinase
1. Chumiant LSPI Indianapolis, IN- Lilly LESA 20082 Thong tin ké loa Olumiant VI, 3. Normian P Expert Cpin favestig Orugs. 2014 23(8) 1067-1077
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Baricitinib - Dir liéu tir cac nghién ctru 1am sang dén thé gi¢i thuc

NC LAM SANG NGAU NHIEN CO POl CHUNG

DU LIEU THE GIOI THUC (RWE) 27

(RCT) &

Post-marketing
studies using
RWE

RA-BEAM' RA-BRIDGE=" Japan SCaM-RA! RABBITZ3:24 University of Ulsan

Randomized Post-marketing
clinical trials RCTs

RA-BEGIN? RA-BRANCH#=# m PMs® BSRBR-RA" BioReg Project’ College of Medicine™
RA-BUILD* g ORBIT-RA ARTIS® OPALH
RA-BEACON! RA-BE-REAL" 1 ANSWER? Spanish bio-naive
RA-BALANCE® BO23 %RCS;: registry®
RA-BEYONDS CORRONA-RA'S : ltalian regional
CORRONA-PASS™ NagasskiPrefecture  qyministrative
LTHT Y database™®
i 18 Tokyo Women's i i ]
SONSconorn  Medical Universit®t  SOersiy Hoskial
italian hospital Daegu Catholic
cohorts20:21 University Medical
i Center??
DANBIO/DERMBIO2

37 cong b xuyén suét tir 2016 - 4.2023

"Indicates an ongoing study.
F t-rnarketing

. RA id Arthritis, RCT=R. d Controlied Trial, RWE=Real-world Evidence
Soe Spesker Notes for References.
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Cac thir nghiém Iam sang pha lll

Bénh nhan VKDT

Chua diéu trj Khéng dap (ng vai

Khéng dap Ung vai

DMARDs csDMARDs bDMARDs

N=684
suite 24 tuan

.e ’ N=584

52 tuén

B4 g ¢ MTR

mm Iill
BAR 4 mg
VELDMARD )

.
S

smcviorheapy
BRI S mg
(FEADMARDS)

=DMARD=Conmniional Synthetic I: 1ag Modifying Antirheumutic Drug iAzinsdequets Reiponder;
WTX=Muthartsenate, THEs=Tumar shitior
L. Fimischmann L ot i, Arthrits 5(9):508-517. (+eSDMARDS) . .
Tayloe P, et al. M Engl ) Med. 2017 PBO : placebo, ADA : adalimumabe

M, wt 5l. Ann Rhaum Dl 201 1
bnrmltlt MC, ot 3, N Engl ) Wied. 2016:370(13)11248-1252,
. ity felinieadtriln. gov)/otd /show, NCTOLBSS0TIL

Hiéu qua cuta Baricitinib nhat quan qua cac nghién cteu
* NC RA-BEGIN, RA-BUILD & RA-BEACON: Baricitinib chirng minh hiéu qua vwot tréi Placebo/MTX
+ NC RA-BEAM: Baricitinib chtPng minh hiéu qua vwet tréi Adalimumab

4 A A

B EAM sBuUuILpe BEACON
MTX-IR DMARD- TNELIR

100 ' s l widl
0 06 v ADA
WEEK 74
EO e | iy .
70— )

— EO l
< -
= 30 -
. ) e s | .
oy
20 " bl = -
| K |
' , il | :
10— il o
| . 3
D— —_— - - .
Bl Methotrexate BN Placebo + MTX B Flacebo BB Macebo
1 Baricitinib 4 mg B acicitinits 4 mg+ MTX B Baricitinib 2mg B Baricitinib 2 mg
W paricitinib 4 mg + MTX Wl Adalimumab £ MTX Bl Baricitinib 4 mg B Baricitinib 4 mg
Poabin v plieutsa ar MTE |"‘ P=npo) | " p<nal |t PEOE Pyl vi atwllmumat |+ PSOO%

sl N Engl J e
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Ty I& bénh nhan dat
murc dd hoat ddng bénh thap & lui bénh nhat quan qua cac NC

-9 A

B EAM BUilLD BEACON
DMARD-najve MTX-IR | csDMARD-IR | TNFi-IR
LDA Lui bénh | LDA Lui bénh LDA ! Lui bénh
MTX I PBO +MTX B PBO +csDMARD |10
100 4 BARI4mgmone | B foasvmx W BARI 2 mg + csDMARD [
BARI4 mg +MTX [l BARI4mg+MTX BARI 4 mg + csDMARD [

% bénh nhan
B 8 &8 8 8 38 8 8

ws, MTX and vs, PBO. * ps.05 ** p.001 *** ps.001. vs. ADA. { ps.05 11 ps01

Lisa i MTX-nat pop 115 ol lvbal ADA | esDMARD=C: Dz By Drug, DAS26-CRP=Disease Aclivity Scone Based on 28 Jeints-C-reaciive Protein, IR=inadequite Responder,
LOA=Low Disease Actiity, M . MTX: ;. PBO=Placeba; RCT=Randomized Controlied Trial, TNFi=Tumor Necrosis Facior inbibior

1. Femchirrunn R ol sl Artheitis Feurmaiol 2 1T Bupp ary Appendic 2. Tayor PC ol o, M Emgl JMed. 2017 376.062-862 Supplomentany Apperidic

A Pougedos Mal al At Riseirn Dis 2017788 Supglemailaiy Appendix 4 . Géhovess MC ol ol N Engl J Mod 2010 374 1243-135 wiaatileiey Apfreridod

1.RA-BEAM: thiét ké nghién ctru | |

Baricitinib versus Placebo or Adalimumab
VKDT : bDMARD-naive & MTX-IR in Rheumatoid Arthritis

[ ] [ 1 r '| Q 4 Tifhu <ni chinh
Fuh e
% bénh nhin dat dép dng

ACR20 vs placebo
ST s
bl (n=488) Tidu chi phi

afaa )
Gy

3 ; M ddi
Bénh nhan VKDT R
bDMARD-naive & MTX-IR as2 ° sesssessssasenes . () onszncre
(N=1305)* @ @ @ @ @ Bap UNg ACRZ0 vs
adalimumab
Tiéu chi chinh: % bénh nhan dat Sau 24 tudn, cac bénh nhén
ahp (mg ACR20 v placetio nhém Placebo chuyén qua
st dung Baricitinib 4 mg QD
ETUDY DESICMN AMND SVERSIGHT
W, 3 P RA-BEAM was a randomized, double-blind,
ThE RA BEAM tnal was a g]{)bal‘ phase 3' placebo- and active-controlled. parallel-group trial
ki = H . that was conducted for 52 weeks at 281 centers
dou’b]'e bl] nd‘l piacebo aﬂd aalw_wnwi led t'rlal in 26 countries. Paticnts were randomly assigned
"M307 patients were randomized, however, 2 patients wede not treated and this were nat inciuded in the analys:s, "PRO measures were collectsd thiough daily slectrons: patient diaries up fo Week 12
ACRI0VS0 T 0=20%50%/T0% in A Carllages of Ry critena; COAI=Clinical Disease Actly Indaex; DASZE-CRP=Diseasa Activily Scors based on 28 joints-C-reaclive protein; DASZE-ESR=Disease Achvily Scone based on 28 joins-
Rister, HAQ-DI Ay (s, - Disability Index, mTSS=modified Tolal Sharp Score. MTX=matholrexale, PRO=palient-reported culcome. pls=patkents. QD=once daily, Q2W=twice a wesk. RA=rhoumatod arthiles_

SDAI=Simplified Disease Activity Index. W=week.
1. Taylor PC, et al N Engl J Med 2017 376(7) 652-662; 2. Tayior PC, at sl N Engf J Med 2017,376(7).652-662 (Suppl), 3. Taylor PC, et al. N Engf J Med 2017.376(7) 652-662 (Frotacot),
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Baricitinib + MTX chié'ng minh hiéu qua vuro't trdi
adalimumab + MTX
& Placebo
vé dap trng ACR20 tai tuan 12 (P<0.05)."2

o 70%

61%
§ 60%
% S0% 40% 45%"
B rlacebo s mT ﬁn 40% 350/0
: Baricitiniby 4 mg + MTX E 30% -
Adall b+ MTX a
alirryumal ; Eoﬂﬂb 1 7 /()
Peviglue vs placeho Pvalus va adalimurnab
rmom | 44 Pinon 10%
pennL ++ peamn
* peaps * pas
0%

ACR20 ACRS50
uBaricitinib 4mg+MTX  mADA + MTX =PBO + MTX

1. Taylor FC et al. N-EnglJ Med. 2017;376:652.662.
i Taylor PC et al N Engl J Med 2017,376:6562-662. Supplamentary Appendix

Ty L& lui bénh (DAS28-CRP <2.6) ctia Baricitinib + MTX cao hon adalimumab + MTX
tai tuan 12.12

DAS28-CRP
24%*

19%*

THAY B3I 50 V&N BAN DAU

. A
-
Olumiant 4mg ADA + MTX 50 ¢
+ MTX - -
- Fove
= 1 7 T il T T T T T 1
- Blacab + MTX e ol L1 8 1234 1 24 8 i 1 57
LIAN
I ricitini 4 mg + MTX
. Povalue vs placeho Poalue vs adalimumab
- Adalimumab + MTX s L 4+ ey oe)
4+ penm
*  pors

1.Taylor PC etal, N Engl J Med 2017, 376.652-662.
2. Taylor PC etal. N Engl J Mod. 2017, 376:0652-662. Supplementary Appendix.
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1. RA-BEAM: Két qua nghién ctru — Cai thién mirc do dau

« Baricitinib giam con dau nhanh hon & manh hon so véi ADALIMUMARB hoéc placebo trong vong 24 tuan.
* Baricitinib cho thay su cdi thién gidam dau nhat quéan bat k& mirc dé nghiém trong clia con dau ban dau.

= | - -
S & =
© 2 tudn** = 4 tudn**** o 12 tudn*****
k=) LS o
v ©
5 2 3
£ 2 tudn*** = 8 tuan*** E 20 tuan***
2 = PN
3 S S
E c A
@ 5 tudn & ‘ 14 tudn g > 24 tudn
= = E
et - e — -
b ‘T -
o S o
0 4 8 12 16 20 24 0 4 8 12 16 20 24 0 4 8 12 16 20 24
Tuan Tuin Tuan
B Flacebo + MTX ot ,.:;,:m“bu r:fl,u:::dmm’h
- Baricitinib 4 mg + MTx = :::: 1. :?:: - -
Tinh theo phan tram

Wl Adalimumab » MTX
1. Taylar PC et al. NEngl J Med 2017, 376:652-662
2. Taylor PC, at al J Clin Med. 2019:8(6):831

1. RA-BEAM: Két qua nghién ctru — Cai thién mirc d6 dau

Tai tuain 24, khoang 50% bénh nhan cai thién dau hoan toan khi st dung Baricitinib,
cao hon 25% so véi ADALIMUMAB

Pau, 0-100 mm VAS

Cai thién dau hoan toan % cai thién mirc dd dau
100 -
c 801
g +
e .
£ 60 -
=
&
Q-
£ 4p -
=S
20 -

=20 mm 250% 270%
! Placebe (+MTX) (N=488) I ADA(+MTX)(N=330) B BARI4 mg (+MTX) (N=487)

Mean baseline Pain VAS:
Placebo: 60 mm; ADA: 61 mm; BARI 4 mg: 62 mm *
i, PBO; **p< 001 **p= 01 *p<.05 | Pavalue va. ADA. +++p< 001 ++p<.01 +p= 05

=Al Wesk 1 only. Placebo (n=481), ADA (N=325).
AD nat, BARI= 1 Responder, mLOCF=Modified Last Observation Camed Forward, MTX=Metholrexate; VAS=isual Analog Scale.

1. Taylor PC, el al J Clin Med. 2018,8{6).831. 2. Taylor PC, st.al N Engl J Med, 2017 376(T) 652662
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1. RA-BEAM: Két qua nghién ctru — U'c ché tén thwong cau trac khép

Baricitinib bdo tén cau tric khép, (¥c ché su tién trién clia tén thurong khép tai tuéin 24 & tuén 52
qua céac chi s6 mTSS, bao gém ca khuy&t mén va hep khe khép (JSN).'2

U'c CHE TON THUONG CAU TRUC KHOP
- Placebo + MTX (Weeks 1-24)

Firea > haricitinib 4 mg + MTX

- Baricitinib 4 mg + MTX

B B Acatimumab + MTX (Weeks 1-52)
-4 -

m 2.0

=

< .

= | 180

B Pamlue vi placeho

> 15 %% o001

7. 1S s — b

w 0 * mam

‘6 | ‘m Yatal height of each Bar = SDA! 3.3 and COA 2.8
=] - =

- 10

<

T 090 !

- wae

0.5 e 061

L] s I
e ﬂ_zsl-_ ot L ..
h
2 - WEGn R .
mTss E

1SN mTss Eroson ISN
TUANSZ

mTS5=madified total Sharp scare; JSN=joint space narmewing
LTaylor PC atal N Engl) Med 2017:376:652-662.
2.Taylor PC atal N EnglJ Med. 2017:378:852-662. Supplementary Appentdii.

2. RA-BEACON: thiét ké nghién cieu i ren VT

TNFi-IR

FO— > EETTD

% bénh nhin dat dép dng
ACR20 vs placebo

{ Tidu chi phy ]

Bénh nhén VKDT

Nghu nhign
TNFi-IR 1141 o sttty i * O' DASZE-CRP
N=52 @ .
(N=s27) @) & (eomoon

Tiéu chi ghinh: * bénh nhiin dat
dap ing ACRZ0 va pincebo

STUDY PROTOCOL AND OVERSIGHT
[ — J RA-BEACON was a randomized, 24-week, double-
Baricitinib in Patients with Refractory blind, placebo-controlled study conducted at 178
e centers in 24 countries. The study was initiated

Genavese MC_ et al N Eng! J Med. 2016,374(13) 1243-1352
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2. RA-BEACON: Két qua nghién ctru - tiéu chi chinh

Trén bénh nhan khong dap (*ng day da véi TNFi, Baricitinib 4mg
chirng minh hiéu qué tét hon Placebo tai tuan 12

BEACON
TNFi-IR
100
.. DAS28-CRP
50 4 bap trng ACR20 00w
80 A =
T 05
< 704 c .
£ o 3
B
€ 50 - % 10 A
2 &
40 4 e
" 3
209 >
8 15
20 4 =
10 1 wae
0 20

0 1 2 4 8 12 14 16 20 24

Week
PBO (+csDMARD) (N=178) 1 BARI 2 mg {+csDMARD) (N=174) B BARI 4 mg (+csDMARD) (N=177)
vs, PBO. **"p£001, D“IJ‘I
=51l patients who di lnasmdyu y s were defined as mon Jars from fhe e of omvarnds.
MImprmnmumam BARI=Bancitinib, DAS28-hsCRP=Disease Activity Score in 28 Joints Based on High-sensitivity C-reactive Protein, IR=Inadeguate Responder; L5=Least Squares;

ACR20-
mﬁwrmﬁmntmmmwrm NHi=Non-responder Imputation: PRO=Placabo; TNFi=Tumor Necrosis. Factor Infubilor
Gonovirse MC, of al. V Engl J Mod, 2018, 374(13)1243-1252.

2. RA-BEACON: Két qua nghién ctru

Baricitinib cai thién mirc dé hoat déng bénh bat ké s6 lwong liéu phap bDMARDs diéu tri trirde dé

& BARI 2 mg (+csDMARTY

n/N %] B BARI 4 mg (+esDMARD)
Percentage of patients achievin PEO BARIZmg  BARI4 mg Odds Ratio with 95% Cl for Interaction
ACRZD response stwosh 12 (* CSDMARD) [ (+CsDMARD) ~ (+csDMARD} baricitinib vs. placebo p-value -TEJ,::C oy
POST-HOC
Overall Population
2mg ? ez | ssnreie) —— NA ANALYSIS
Gmy 4878 (27) 98/177 |55] —a— NA
No. of Prior bDMARDs
<3 420129 133) | 66124153 —— 0.365
»3 4/£7113) 19/50 1381 e
<3 421129133 T4i132156) —a—
#3 GIAT [13) 26/45 [53) T A —— 0.07%
No. of Prior TNFi
1 31/104 (30 54/102 (53] —— 0.766
¥ 17/69 (25) 31172 143] —r—
1 aokfEel | 58 . .
32 19128 | 3770/ s 0.684
1 1 1 1 I T L)

Hiéu qua cﬁg Baricitinib nhat quan qua % bénh nhan dat ACR20 hoac CDAI <10,
bat ké s lwong liéu phap TNFi hodc non-TNFi da duwoc diéu tri trede do

ACR20=Amencan College of 20% Cnteria; BARI: ; bDMARD==Hsologie D Moy atic Drugs; COAl=Climcal Disease Activity Index; Cl=Confidence Interval; csDMARDs=Conventonal Synihetic Disease-
Modifying Antirheumatc Drugs, IRMMWN-NWWﬁPENHBmmmWLEM = dedmnmmcm NA=Not Applicable, PRO=Placebo; TNFi=Tumor Necrosis Factor inhibdor

Genovese M, et al Rheumatology - 2018;57(5)000-908
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Tém lwore cac Div liéu tir cac nghién ctru 1am sang vé Baricitinib

i MTX-IR « Higu qua vwrot troi Adalimumab tai tudn 12 v& chi sé ACR, mirc d6 hoat déng bénh,.

nEamM &—8papivc ADA - Giam dau nhanh hon & manh hon Adalimumab trong 24 tudn
« Fc ché sw tién trién cia ton thwong khép & bao ton khép.

oo NFHR . garicitinib ching minh hiéu qua tét hon so voi Placebo vé chi s6 ACR, DAS28-CRP
BARI vs PBO * Cai thién mi¥c do hoat dong bénh bét ké sé luong bDMARDs da sir dung treée do

BEACON

1 Taylor PC el al. N Engl J Med 2017 ;376:6562-662
2 | Tm ylo PC, &t al J CHin Med. 2019 dIEJaJ

3 Genovese MC, et al Nkﬂ‘ﬂ J Med. 20163 r1!| 1243-1262
4 Genovese M, et al. Riveumatology, 2018,57(5):800-908

3. BARICITINIB-DU LIEU THE GIOI THUC
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Loi ich caa dir liéu thé gi¢i thwe 2?7?

Dir ligu thé gioi thwe c6 thé bé sung cho kién thirc thu dwgrc tir cac
nghién ciru 1dam sang ngau nhién cé déi chirng (RCTs)!

B&i canh thuc té Randomized controlled clinical trials: RCT

@ ‘ Real World Evidence - Real World Data
‘/ Béicanh lam sang ——

‘/ @ Tuén tha dung thude — - Théng tin Vé két qua aiéu
tri trong boi canh thuwc tée’

o m Dan sb bénh I&n hon, « Anh hwéng dén viéc ra
it ddng nhét hon

quyét dinh trong thwc

hanh lam sang?
i Ba"caiém hé théng anh lam sang

y té

1. Sherman RE. etal. M Engl J Med. 2016,375(23}:2293-2297. 2. Kilcher G, et al. Rheumatology (Oxford), 2018:57(2):354-380.

Baricitinib = RCTs vs RWE

Pic diém chung cta bénh nhan VKDT trong
cac NC quan sat so v&i RCTs!

0
RWE RCTs >90%
A = Bénh nhan trong NC quan sat
Lau_h_o’n 35'1 nam 8:4 khéng dap (rng tiéu chi dau vao clia
thoi gian mac bénh it RCTs trong diéu trj tsDMARD?
Lon hon
3.0 tudi Real-world RCT
— o Trung vi DAS28
Nhiéu hon 1.6 vao thei diém
— DMARD str dung trudrc do tuyén chon?

Data presented as mean.
1. Kicher G, et al. Rheumatology (Oxford). 201857(2):354-380. 2. Vashisht P, et al. Athntis Care Res (Hoboken). 2016/68(10).1478-1488.
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25

Co quan

dang kil

Nhoém?1-25

g

Baricitinib RWE trén 25 co’ quan dang ki

Tém tat cac nghién ciru da dwoc céng bd

Nghign ciru héi ciru

Nghién ciru tién clru

13,710
bénh nhan véi
dir liéu an toan

10,793
Bénh nhan véi
di¥ liéu hiéu qua

96382 Bénh nhan diéu trj voi liéu 4mg

31782 Bénh nhan diéu tri véi liéu 2mg.

39472bénh nhan khong xac dinh
duworc liu diéu tri v&i baricitinib

"These numbers do nof lotal 16,759 because some patients reeeved both 4 mg and 2 mg doses (ie. patients down-firsted from 4 ma fo 2 ma or up-titreted from 2 mg 1o 4 mg doses of banicinib).
1 Edwards C.), &t al Aheumatology. 202180 (Suppl 17 Abstiect 033 2. Fitlon J, 8l &8l Rreumalology. 2021 80040424054 3 Deprez V, st @l J Ciin Med 2020901053319 4 Mealnar Y, @ al Poster presented al tha 46t Congress of the Garman Sociaty for
Rheumatology (DGRN). Abstract A 34 5 Leab BF, ol ol Rheumatology. 2021,11°288 6 Gilbert B, 8t 8l Ann Shacrr Dis. 2021 B00Suppl 11:577-578. 7 Perene V, ot al int J Eniron Hes Public Heath mn.twuﬁaru B Guachedli GM, ol al. Cite Exp Rhaurnaiol

202113110, 10, Homdsdez BE, ot al. Rhoumatol Thir 2022.002) 580-608. 11 Ebina K, ol @l Chn Rfwumalol. 2029 A0(7) 2673-2680 12 Miyazaki Y o al. Ano Rhewn D, 2027 80(9):1130-1138 13

8- ; " Adv Musculoskotet Dis. 202113110, ot al.
Asai S, of al. Clin Rhoumaol. 2021 40(313143-3151 14, Takahashi N, ol al. Soi Rop. 2020,10(1) 21807, 15. amolo N, ot . Arthilis fes Ther, 20212301y 17. 16, Kim S ol al. Medicine. 2021, 100(30) 626739, 17. Egaborg A, ot al, Semin Arthilis Rhaom,
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Nhiéu bénh nhan dat LDA/lui bénh hon trong RWE so v6i RCT sau 6 thang

LDA: Low Disease activity
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1 Tanytor PC. of ol N Engl J Med. 2017,376(7)652-662. 2. Genovesa MC, ol sl V Engl Jf Med 2016,374 12431252 3 Hemander-Crie B_ al ol Rhedmatl Thor 2002602 588-600. 4 Takagi M, ot ol Mod Rieummaiol 20022, dol 101003 mrroac08d. 5 Gudali GM, ot al. Cin Exp
Riwumaiol. X021 30(4) 688873, 6. Alfen R, of &l The RA-BE-REAL . a §-Monih inferim Analysis. Rieumalol Ther. 2023 Feb, 101) 7283

Baricitinib gitip cai thién dau trong RWE

« Baricitinib gitp cai thién dau trén thang VAS dwoc chirng minh qua nhiéu nghién cirut
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Baricitinib giup cai thién chirc nang thé chat trong RWE

Ty 1é bénh nhan st dung Baricitinib cai thién chirc ndng thé chét cao hon so véi nhom
bénh nhan s dung TNFi 2

T - 3
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Tém lwore Baricitinib - Div liéu thé gi¢i thwe (RWE)

Nhiéu bénh nhan dat LDA/Iui bénh hon trong RWE so véi RCT sau 6 thang

& Baricitinib gitp giam dau vwot trois7s

m Baricitinib cai thién chire nang thé chit cao hon so véi nhdm bénh nhan st dung TNFi e

1. Tayior PC. of & NH\]NW AT TR T R5 662, 2. le&- alal. N Engl Mod 28374 1430252 3 Hemandes-Cnor Bl of al Rhewrmaiol They, 2002807 589608, 4. Takogi M, o al. Mod Riveumaiol
2022, dex 1)

, e al, Gl Exp 2021 FHAYBEIHTI B Aon B of . The RA-BE-REAL o 6-Manfh frlenim Anafysis. Rneurmedol Ther. 023 Feb: 1001} 7383 £ Alon R ol al
mmatmmmm B Dworkin RH, &2 al J Pafin. 2008:92) 105-121. 9. Salafi F, of al. Fur J Pain. 2004 B4} 283-281. 10 Barbuleaca A ol al. Rhenmalology. 2077 61(10).3952-3962
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4. HO so’ an toan

Ho so an toan cua Baricitinib nhat quan

@® O

9.3 nam 3,770 14,744
bénh nhan nam trai nghiém (PYE)

*Person-year of exposure

Tavlor PC, et al. Ady Ther 2023;40(4): 14567-83
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Ho6 so’ an toan cua Baricitinib lén tdi 9.3 nam

BARI (N=3770)2

Thei gian str dung trung binh (nam)

Thei gian sir dung dai nhét (ndm) 14,744
3770 nam trai nghiém

~ bénh nhan (PYE)
3,770 bénh nhan’ @ 79.1% nir *Person-year of exposure
«  Phantich goptr 9 RCT Ién tai
9.3 nam diéu tri " Tubi trung binh: 52.7
62.3% 250 tudi

+ 5NCphalll,3NC Pha Il &
1 NC pha Ib

«  Tat ca bénh nhan st 14,744
< b 1)
dung =1 liéu Z nam str dung
baricitinib E
=1 yéu t6 nguy co tim mach
54.8%:2

*Nhan kihd hoc va yda 1 nguy oo im mach ol tAE cé didd nhdm bénh nhan BARI patents (N=3251) BARI=Bancitinib
Taylor PC, of al. Anr R Drs. 202281(37335-343

Sty dung baricitinib 4 mg (80.5%)
Sir dung baricitinib 2 mg (18.1%)

Nhiém trung nghiém trong

Nguy co’ nhiém tring nghiém trong & nhirng bénh nhan VKDT dwoc diéu tri bang baricitinib
twong tw nhw ty 1€ nén ctia quan thé VKDT néi chung

] TS T

10.0
g B0 1.5-7.0
S5
&
& c 60
2 @ 4.9
g = S —
SE40 1.7-3.8 -
e 2.6 ! 24
2.0
0.0
JAKI RCT™ BARIRCT® TOFA 5mg*® TNFi# RA-population™ BARI PM5™
N=18,722 N=3770 N=1455 N=1451 N=4731

PMS=Post-marketing Surveillance; RCT=Randomizod Controlled Trial; RWE=Real-world Evidence; TNFi=Tumor Necrosis Factor Inhibitor; TOFA=Tofacitinib

1. Cohen 5B, ot al. RME Oper. 2020,6(3):e001395. 2. Genowess MC, ot al, Loncet Rbeurnatol. 2020,2:0347-457, 3. Coben 5B, ot al. Ann Riveurn Dis. 2021;80{3):304-311, 4. Gonovess MC, ot al, Presented at tha EULAR Annual Meeting; 2020, Abstract THLO202.
5. Taylor PC, et al. Ann Rhepm Dis, 2022,81:335-343, 6. BAllnescu AR, ot al, Presented at ACR 2021, Abstract 1684, 7. Thomas 2020, et al. Mediterr J Rivumneotol, 2020,31{5uppl 11:129-136. 8 Mehta B, ot al. RMD Open, 2019:5:0000935. 9, Winthrop KL, et al,
Arthritis Rbeurmotol. 2014;66:2675-2684. 10, Takagi M, et al. Mod Rheurnatol. 2022;doi:10.1093/mr/roac0B9 (Ahead of print).
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Herpes zoster

Nguy co mdc bénh herpes zoster & nhirng bénh nhan VKDT dworc diéu tri bang baricitinib
cao hon ty Ié nén ctia quan thé VKDT néi chung

] T T

10.0
8.0
S 8.0
= E
o M
= £
<@ 2!; 6.0
og €
E £ i 3.8
e =
xx 3.0
’_ —_—
20 12 1.0-1.5
0.0 -
JAKI RCT 4 BARIRCT® TOFA 5mg® TNFi® RA-population’ BARI PMS0
N=18,722 N=3770 N=1455 N=1451 N=4731
PMIS=Post: keting Swrveil ; RET: domized Controlled Trial; RWE =Real-world Evidence; TNFi=Tumor Necrosss Factor Inhibitor; TOFA=Tolacitinib

1. Cohen SB, ot al. AMD Cpen. 2020,6(3):2001395, 2. Genovess MC, et al. Lancel Rhewmatol, 2020;2:0347-457. 3, Cohen SB, et al. Ann Rheumn Dis. 2021;80(3):304-311. 4. Genovese M, et al. Presented at the EULAR Armual Meeting; 2020, Abstract THUG202,
5. Taylor PC, et al. Ann Aheum Dis. 2022;81:335-343. 6, Bilinescu AR, ot al, Presented at ACA 2021, Abstract 1684, 7, Thomas 2020, et al. Mediterr | Afveumatol. 2000,31{Suppl 1):129-136. 8. Mehta B, et al. RMD Open. 201956000935, 9, Winthrop KL, et al.
Arthritis Rheumatel. 2014;66:2675-2684_ 10, Takagi M, et al. Mod Rheumatal, 2022;doi: 10,1093 /mr/roaclis {Ahead of print).

Bién c6 tim mach nghiém trong

Nguy co bién c& tim mach nghiém trong & nhitng bénh nhan VKDT dwere diéu tri bing baricitinib
twong tw nhuw ty 1€ nén cua quéan thé VKDT néi chung

RCTs RWE
[RGB
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cE
€8 25
2E
] =i 20
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@ ﬁ- 15
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0.5 it Y . 0.4
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JAKIRCT™ BARI RCT® TOFA 5mg*® TNF® RA-population’ BARI PMS12
N=18,722 N=3770 N=1455 N=1451 N=4731

PM5=Fost-marketing Surveillance; RCT=Randomized Controlled Trial; RWE=Roal-world Evidence; TNFi=Tumor Necrosis Factor Inhibitor; TOFA=Tofacitinib

1. Cohen 5B, et al. AMD Open. 2020:6(3):e001395. 2. Genovese MC, et al. Loncet Rleurrarol, 2020,2:0347-457. 3. Coben S8, et al. Amn Afveurn Dis. 2021;80(3):304-311. 4. Genovesae MC, et al. Presented at the EULAR Annual Meeting; 2020, Abstract THUO202.
5. Taybor PC, et al. Ann Rhewrn Dis. 2022,81:335-343, 6. BAllnescu AR, et al. Presented at ACR 2021, Abstract 1684, 10, Takagi M, et al. Mod Rheumatol, 2022 :dol: 1001093/ mrfroac089 (Ahead of print). 11 Bieber T, et al, Safety Outcomes of Baricitinib in
Rheumatology. Adv Ther. 2022;33:4510-4360
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Huyét khdi tinh mach

Nguy co huyét khéi tinh mach & nhung bénh nhan VKDT dwoc diéu tri béing baricitinib twong tw
nhw ty 1& nén cua quan thé VKDT noi chung
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JAKIRCT14 BARIRCT® TOFA5mg* TNFi® RA-population'! BARIPMS™
N=18.722 N=3770 N=1455 N=1451 N=4731

PMS<Post-marketing Surveillance; RCT=Randomized Controtled Trial, RWE =Real-workd Evidence; TNFi=Tumor Necrosks Factor Inhibitor; TOFA=Tolacitinib
1. Cohen 5B, et al. RMD Open, 2020;6(3):2001395. 2. Genovesa MC, ut al. Loncet Rireurmneatol. 2020,2:0347-457. 3, Cohen SB, et al. Ann Rheum Dis. 2021;80{3):304-311. 4. Genovese MC, et al, Presented at the EULAR Annual Meeting; 2020, Abstract THUD202,

5. Taylor PC, et al, Ann Rheum Dis. 2022:81:335-343. 6. Bilinescu AR, et al. Presented at ACR 2021, Abstract 1684, 10. Takagi M, ot al, Mod Rheurnatol. 2022;dol:10.1093/mr/roac089 (Ahead of print). 11 Bieber T, ot al. Safety Outcomes of Baricitinib in
Rheumatology. Adv Ther. 2022,39:4910-4960

Bénh ac tinh

Nguy co’ méac bénh ac tinh & nhitng bénh nhan VKDT dwoc diéu tri béng baricitinib twong tw
nhw ty 1& nén ctia quan thé VKDT néi chung
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PM5=Fost-matketing Surveillance; RET=Randomized Controlled Trial; RWE=Real-world Evidence; TNF=Tumor Necrosls Factor Inhibitor; TOFA=Tofacitinity
1. Cohun 58, et al. AMD Oper. 2020;6{3):e001395, 2. Genovese M, et al. Loncer Rheumatol, 2020;2:6347-457. 3, Coben 58, et al. Amn Rfveurn Dis. 2021;80(3):304-311. 4. Genovese MC, at al. Presented at the EULAR Annual Meeting; 2020, Abstract THUO202.

5, Taylor PC, et al, Anp Rhewn Dis, 2022,81:335-34%, 6, Balinescu AR, et al, Presented at ACR 2021, Abstract 1684, 10, Takagl M, et al, Mod Bheurnatol. 2022 ;dol: 1001093 /mr froac089 (Ahead of print), 11 Bleber T, ot al, Safety Outcomes of Baricitini in
Rheumatalogy. Ady Ther. 2022,39:4910-4960
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Ho6 so’ an toan cua Baricitinib lén tdi 9.3 nam

« Phan tich di liéu gop ttr 9 thir nghiém Iam sang ngau nhién theo dai Ién t&i 9.3 nam
cho thay hé so an toan én dinh va nhat quan’

+ Ty lé cuia cac tac dung phu dwoe quan tam dac biét ( twong tw nhw cac thuéc bDMARDs
khac?6

cao hon ty |é nén clia quan thé VKDT néi chung'

« Ty lé mac phai bién cé tim mach nghiém trong, huyét khéi tinh mach & bénh Iy ac tinh nhét
quan hoac thap hon & nghién ciru doi thire so véi nghién clru lam sang & twong dong ty 1é
nén cua quan thé VKDT néi chung'

ﬁ + Nguy co mac bénh herpes zoster & nhivng bénh nhan VKDT dwegc diéu tri bang baricitinib

BOMARD=Biologic Disease-Modifying Antirhewmatic Drug
1. Taylor PC, et al, Ann Rhewm Dis. 2022;81:335 343, 2. Cohen SB, ot al. Ann fheum Dis, 2017:76:1253-1262. 3, Coben SB, ot al. RMD Open, 2020;6:0001395. 4. Cohen SB, ot al. Ann Rheum Dis. 2021,80304-311.
5. Wollenhaugpt 1, et al. | Rheumatol, 2014;41:837-852. 6. Burmester GR, ot al. Ann Rheum Dis; 30137251754

KET LUAN

Baricitinib

Dang dwong udng

Hép thu nhanh & thoi gian ban hiy
ngan so voi bDMARDs

Di¥ liéu thé gidi thwe

Di¥ liéu nghién ctru |am sang

2 : - Nhiéu bénh nhan dat LDA/Iui bénh hon
Giam dau nhanh & manh : e &
. Dat LDA/lui bénh tror!gll?\fffE so v&i RCT sau 6 than.g!
e ché sw tién trién caa tén th gkt e - Baricitinib giup giam dau vwot troi

bao tén khop

Antoan - Hb6soantoan lén téi9.3 nam
Hé so an toan nhat quan hoac thap
hon & RWE so v&i RCT & tirong
déng ty I& nén cda quén thé VKDT
noéi chung

Xin Chan thanh cam on hi nghj !!!

1. Thing tin kié toa Oblumiant VN, 2. Taylor PC et al. N Engl ) Med. 2017,376:652-662. 3. Taylor PC, et al. Ann Rheum Dis. 2022;81:335-343. 4. Genovese MC, ot al. N Engl ) Med 2016;374:1243-1252. 5. Hermdnde:-Cruz B, et al. Rheumatol Ther.
2022,9(2):589-608. 6. Takagi M, et al. Mod Rheurnatol, 2022; doi:10.1093/mr/roachBS, 7 Guidelli GM, et al. Clin Exp Rheamatol, 2021;39({4):868-873, 8. Alten K, et al. The RA-BE-REAL; a 6-Month Interim Analysis. Rheumatol Ther. 2023 Feb;10(1): 73-93
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