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AMANNMNY 0. WUINMAUNISITNTIAIYA Rituximab dausld Tsavasnldensniaunesnn
(Antineutrophil Cytoplasmic Antibody (ANCA)-associated vasculitis) %58 AAV
. WUIWNIIAUMSIONT8ANe Rituximab Yol Iﬁﬂaﬂammmismmwlmauauaa

mmiiﬂmmmﬁ’m (Refractory/severe systemic lupus erythematosus)

AuviadeTsnsds @ - m nsuU@nanldmmuandninadinisdnitedrdnvimenuia
eﬁmmefmaui'af-uwmuuwiwa'mmmL‘U*umaﬂ'[.ﬂvmmm'lfu%wm 370N1381 Rituximab Usgnaume
LsntialsTeddeia sovdinm w'lmauauaamamsanmmamwumu I’iﬁaumammmnnm;muwmfﬂm
Tiﬂ Autoimmune myositis iie necrotizing autoimmune myopathy (NAM) 5 alsa Dermatomy05|t|s
wummsimm lsaiduuszamdniauisesilineuanessesnaiosass lsaTuueamidoinsia
mumaumhmauauaam sendieun uavlslaiaainaslsauslaisinsnduiluen Tnganuneuia
AR NIUNITAINY Deuuwndgvinissnun N‘U'JEJ wazdatoyanulusinaoadimvunlusyuy
Neurology immune treatment program (NITP) Lwaﬂaaummunmm Hiamaﬂaa?aﬂﬂmﬂmm
wiavanyAnslden muummqwmEmum‘lmuuawmﬂmnnwmyﬂzmm&mwu@ (eniugthe
lsnilaledduia eavfin sneduiiamadeulussuy biologic agents wagfaagsyninenissnu
B8N Rituximab mm'maqmvau"uamamﬂﬂﬁL‘Uﬂﬂ'1&1'1’Luﬁvuumﬂa'rﬂmmaiﬂ) wayliiOndemnen
IU‘Eu‘UUL‘Uﬂﬂﬂaﬁ'ﬁdﬁ?ﬁﬂﬂ’]ﬁ‘iﬂU?T‘JEJ‘]U’]ﬁ“U"IT]‘UﬂTiWﬂUU Vi) nsldesanandeudulunudayle
Fousiifmun Tgawsadndeainniesunsle

NTUUYINARITINET vaLSEUT wU'Jamﬂﬁﬂmamwauwmwmmmwumm
T4 Rituximab Tunsdigniau 1sseiu Wuldgaiuiungulsaniass UUUivﬁTﬂ'ﬂLﬂWﬂﬂﬂﬂﬂJﬂQJﬂ‘u
Aeunf fety Lwal‘wwﬂ:}EmLﬂu'Iﬁﬂwawumwmmumaﬂﬂam Rituximab ’lunmamau L39AU
1mumsiﬂmwmmammmmm;ﬂu gAY wagiiusgansnn 21y ILALl LIRS @
153094 (o) WaZI55AEDY WAINTE 'mmqwgmmeﬁmmsmmnumﬁﬂmwmma A, o&&m
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m*-.mﬂumm’lwmmm‘lmwaa T8M3EN Ritwdimab Taglisameglundninasinaidniiessnumeuna
mwsnwmammuiiﬂwawummmmummlﬂm Rituximab 'lunmannu 15997y wavudledessuu
amulauan “syuy Neurology immune treatment program (NITP)” 1Ju “sguu Rituximab”

lo. quLaaulm‘lfam“um'ﬁlmﬂﬂ'mﬂ'm'l Rituximab Tusguu Rituximab d1915un135nWn
AVeld wai)

.o lsAnasadendniauLedAT (Antineutrophil Cytoplasmic Antibody (ANCA)-
associated vasculitis) ¥58 AAV

oo lsngilafiiionisguuseitlineuauss PN15INYNNTFIU (Refractory/severe
systemic lupus erythematosus)
Wiawaﬂmuml,mwwmﬂunmunmammmnan T8a888AUSINANATRd WY o - b
lnganuneurasgdasiuiunsaamny Wauwwnddvinnissnun wﬂ'w wazdadayaniulusinnea
fiwualuszuy Rituximab maduled https://mra.or.th/index.html LWE]"U@E]H&JG]LUﬂﬂ’TEﬂ W3BUDF00TY
nsidnAnen uievenganislden m'1aJu,mmewmamwaalmuuawmamnmmm‘nﬂa'varum
u,av’lmuﬂmﬂmm‘lmuuuvunmam&mdmn1s'§nmwmmamawmﬁm’mu saanslderdanann
soaudulumudouludovsdtun Jngannsadnirearnnieswnisly

o. giidvslaanunsatluiadeiuidudien Rituximab NNFULUU JUI0 LAEAIIULSS
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wuIeMAuNsiing1eanen Rituximab Yausly Tsavaenidendniduuasan
(Antineutrophil Cytoplasmic Antibody (ANCA)-associated vasculitis) %38 AAV
(anamilsdensadeyinans 7l na 0416.2/2 604 asduil 12 Auou 2568)

1. ssuvaydianiaiindaenie
1.1’Lﬁ'amuwmmadmﬁ’aﬁau%’ama%uwwéﬁsnm waz Suiinveulunisguasiarussuy
semhenuiinsudayinarseumne Wedhssuy
1.2 Wveeyd@inisidndneasn Rituximab yadulad https://mra.or.th/index.html 1danssuu
RutummabIma’lwamuwm‘maawvma}ummammmms‘tﬂum wazdatoyanienisunndveedUay
‘Vmnmaqmmmwmﬂ‘u%s&ﬁmiﬂ's‘lmma“nmwuﬂ (Protocol RTX - AAV) naunsdudnaign
WAINNNIATINAEULAHTNTIBAIEN Rituximab Siunsusaselui
1.2.1 LLW‘wam3ﬂU'|awauamuIU‘ﬂr}maawmwum’lwﬂwmmaaulw1amauﬂmﬁ°lummmaum
madniere wudinnmsadoudusGuiinsitedlsaasadansniauuese (AAV) aviutaqgiu
vi3eayUUsz Iivdaumansidede (official report) wiesisdsioyalussuu iilelissuudsdoyadeluss
dinansaumAuINIguaw (@nd.) warzanusadnenlaviud
1.2.2 syyvasdwssilounastayaluluslaneasenusunndniadeu wasidmanisnsivaey
FUIEUU Rituximab @01unwenUIaaunsnTuURaN1INTIEaeUINITUULasANiTuenansfiuly

2. auandfvasanuneIua
24 Lf]uamuwmmaﬁ‘ﬂamauﬂ'ﬁlumﬁﬁaé’auaxaua@’ﬂwi‘m Antineutrophil Cytoplasmic
Antibody (ANCA)-associated vasculitis (AAV) Tawn
2.1.1 annsansImizedns1ad3uiven laun anti-neutrophil cytoplasmic antibody (ANCA),
anti-proteinase 3 (PR3), anti-myeloperoxidase (MPO), anti-glomerular basement membrane (GBM),
anti-nuclear antibody (ANA) tkag complement
2.1.2 @150 529NN TENTod9R 2915 TNYT 19U 1157599 high resolution computer
tormography (HRCT) n13%1 kidney biopsy n1sdesndsufiediade LLazﬁﬁﬁuLﬁaﬂaﬂﬁa‘EW‘Nm&ﬂ
Wusiu
2.2 fiuwndlavgmenmitssylilute 3
2.3 Siwwid awzynanudud wionzTmguasnulaumsnd puitomIsRnRlsALas M3 eSS nw

¢ o

3. ﬂmauumaummdmn']ssnm
LﬂuLL‘mewLﬂzfmmcumlmwmaaauﬁﬁu%mﬁﬁﬁ’m5%}1nmeaem1’Luaumma'}aimam‘hﬂﬁa
WazgaAada (rheumatology) Wiseya NI YRR sadeuasgInAay suwgumﬁu’tuamuwmma
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4. inustayiiimsilindeangn

oullAn1sidnd1eA89 Rituimab Tulsa AAV 1dun (1) granulomatosis with polyangiitis (GPA)
(2) microscopic polyangiitis (MPA) LLﬂu (3) eosinophilic granulomatosis with polyangiitis (EGPA)
fiflornsiiEy Inefiinasiasunnde waij

4.1 lidufthesezgaving (terminally i) '

4.2 i U187 73d8l5A AAV mannaisinssuunlsAgee the 2022 European League Against
Rheumatism wag American College of Rheumatol logy (EULAR/ACR) classification criteria for GPA,
MPA and EGPA U a.f. 2022 (nanuan)

4.3 oyaiinaiinTeanen Ritwdimab Tutaelsa AAV Aifidnwasdseluil

4.3.1 fthelsn AAV iaunsalden Rituximab lusyey induction of remission AB4LYLNUT
othatios 1 Josamaluil
(1) Tormsmumsadi 2 seanAunan LLauumm'awu,iwaawmmamiqzymﬂmiwmu
%aammu‘lma'smmuamamﬂﬂm (organ/life-threatening disease)
(2) flennsfGush (relapsmg disease) ‘umyﬁlm‘summmmu
(3) T91015A WA 2 T09A7ARLIN wazliinouaueInee NI (refractory
disease)
(4) duhelse ARV fifideovslunisiden Cyclophosphamide
4.3.2 E;IT‘[J?EJI‘??] AAV 71§ uen Rituximab Tuszee maintenance therapy #0919 1LnU9N
othstion 1 Jasanolui]
(1) gUelsh AAV mJ’EJ"Iﬂ’Tiﬂ'lLTU“U’] (relapsing disease) mmoﬁlmwmmmﬁ’m
(2) fitelsn AAV wmaumwaaumﬂmmmmu

5. vunearIsn1slen
5.1 M33nw1BudY (induction therapy)
wuzn13lven Rituximab Tmﬂﬁmmﬂmua:ﬁ%’nw’lﬁ’mmuﬁa’tﬂiwﬁa ail
5.1.1 Rituximab a9 375 uaanw/wwmwmswmwmaLU‘ummqmm NNNABALEDARAN
FUnviazas 7 Annanu 4 dUa
5.1.2 thUXImab W19 1,000 daansunisviasniaang 2 ﬂ'sa Iagusmsewineiu 2 duonui
5.2 Ms¥nwsiaiiios (maintenance therapy)
‘IfwL'smamviunsmmmﬂmaUﬁummamiiﬂm‘lus“avﬁuﬁuLﬁﬂﬁu
wugdnsivien Rituximab Insiivumeuazismslismudeladenindussosinaiuiy
ottioy 16 - 18 e fil
5.2.1 Rituximab wu1a 500 Sadnsu mavasaidend 2 ads Tagusmsewinety 2 dupvi
(Fudl 1 uay 15) 1n 6 oy (Foudi 0, 6, 12 way 18)

" fuanszezgaiie (terminally 1) wef guaslsavenied diannsadnuld (incurable) wazl muém" Wid3niue
(irreversibl e) 'ﬁﬂuﬂ':‘mmwamwmmﬂm NU'::H”Lﬁumﬂrf,uiumnmauﬁu " \ T
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5.2.2 Rituximab 911@ 1000 dadn3y mavaendens 2 ase TnsuSusevinaty 2 dUa
(Fufl 1 uaz 15) N 4 Wy (Weudl 0, 4, 8, 12 wax 16) lewizlunsdifiienisiisueh n3rUIe
mauaumluauum (incomplete response) Ve ldsun1ssnwnmde 5.2.1 mawﬂwwlmum
Rituximab ’Lu‘iuaut‘sumuLummnﬂuamwa 4.3.2 (1) (ensmizuen)

GV ﬂﬁmw'aamrﬂmLﬂum‘smﬂau‘i,amml,t,wammmﬁnm

ALz RLRY

1) mngUisdgssyauniendiinuazanvuinves Prednisolone lddaanimiawiiu
5 findinSusiotu ervfinnsnaninngamiedaszesnsiviomdevgaenidululy wdsnldduen
Wusvesamnuegaios 18 Wou

2) mildelunfausn WSudesasusa 50 fadnsunedalia winliiAnernmsuienans iy
snsndlumslieniusn 50 fadndusetalia n 30 Wi @nsuidlunsliengeaalaiiiu 400 fadndy
satalig)

3) #a150u1lYf premedication 1u Methylprednisolone 100 fiad@n3u wazen anti-histamine
noulyien 30 u¥i

4) §9UAWBINTVBN infusion reaction 9181 Rituximab YnasseunsTien nsdiffiang
infusion reaction 97ne1 Rituximab Tivihmsuudnanslunstemiengamslviendansinauenas
mifuen

6. MsUszRiUNDULAZIENINNITINE
6.1 nsUssiliunulseAnsravasnisine
Usziliumsnauduesiemsinwegaiesyn 3 wou Insiionsuanimieendiin nan1snsig
maesUfiinisuasidine vesfiheusdasedtundinsinm 4 - 6 ey
QU
WU emeuauesanysel (complete response) fg
1) liflexnsuanamendiniiingn vasculitis
2) waminsan1aiesdjiin1s laun inflammatory biomarker, ANCA w3ananiaailidon
fsvendsnsvhaureseeazse q [Wuund
3) Han3n5IIMNTF e LikansndinisAusu
6.2 MyUsudiuguaulasadi
6.2.1 risunsliien Fedlifinnsinideilliannsanunils
6.2.2 779 CBC wag LFT floumsivienadausn uazynassneumslsnluseudaly
6.2.3 71999 HBsAg, Antl HBc, Antl Hepatitis C, Anti-HIV, CXR for TB, stool exam for parasite
Aeumsliien ynesenumsadiemanil SuudedinstnunmsindenielioiiesiuieuEunmsnm
P8 Rituximab
6.2.4 sywiemstvig Ritudimab Tvidhse Yadeyanosdn LﬂE}{ﬁ]'1ﬂN:‘L'J’JEJU’N‘a"l&lﬂ’]ﬁ]ﬂiﬂm‘il,l.ﬁ&jlﬁ




7. NN NEAEN
Wivignen Rituximab lansaanudeladenils daseluil
7.1 ﬁﬂ'mx‘?JENQ"IJ’JEJL‘[J%EJUL%WE‘I.'J’JEﬁzﬂxﬁjﬂﬁw (terminally ill)
7.2 filhghivansernsnevanedlunsiiitunddlden 4 - 6 dou
7.3 ghoiinenstrafesviowien Rituximab aulsiawnsolden Rituximab sels
7.4 glhwufjiasnislae
7.5 ftanasdt (Wiftaengaeioneushiansmauniresaaen) sndu frmdidunnisuwmd

o & e o o " ' W a &
7.6 mapaajuus (Wihevgaewseneuiidansmaunimusseghivaenieviomennnisiade
JUWSY)

7.7 A579NUNME hypogammaglobulinemia (IsG <5 g/L)
7.8 fhwramsianunanisinwilaglifivanaduauns TWeglugasiiiavesuwnd
7.9 wwidUssdiugihsuasiuaumsiivgnen wu lsadhdnnzasuseiiiassezennnnnin 18 e
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AB5UBLLUTNBLLINIAUNMSONT18A187 Rituximab Yausld fUaslsavaeniandnidulasni
(Antineutrophil Cytoplasmic Antibody (ANCA)-associated vasculitis) #38 AAV

The 2022 European League Against Rheumatism wag American College of
Rheumatology (EULAR/ACR) classification criteria for GPA, MPA and EGPA U fa.6. 2022

AN51971 1 classification criteria for granulomatosis with polyangiitis, microscopic polyangiitis

and eosinophilic granulomatosis with polyandgiitis

2022 AMERICAN COLLEGE OF RHEUMATOLOGY / EUROPEAN ALLIANCE OF ASSOCIATIONS FOR RHEUMATOLOGY
CLASSIFICATION CRITERIA FOR GRANULOMATOSIS WITH POLYANGIITIS

CONSIDERATIONS WHEN APPLYING THESE CRITERIA

» These classification criteria should be applied to classify a patient as having granulomatosis

with polyanglitis when a diagnosis of small- or medium-vessel vasculitis has been made
+ Alternate diagnoses mimicking vasculitis should be excluded prior to applying the criteria

CLINICAL CRITERIA

Nasal involvernent: bleody discharge, ulcers, crusting, congestion,
blockage, or septal defect /perforation

+3

Cartilaginous involvement (inflarnmation of ear or nose cartilage, hoarse voice
or stridor, endobronchial involvement, or saddie nose deformity)

+2

Conductive or sensorineural hearing loss

+1

LABORATORY, IMAGING, AND BIOPSY CRITERIA

Positive test for cytoplaseic antineutrophil cytoplasmic antibodies {cANCA)
or antiproteinase 3 {anti- PR3} antibodies

+5

Pulmonary nodules, mass, or cavitation on chest imaging

+2

Granuloma, extravascular granulomatous inflammation, or giant cells on biopsy

+2

Inflarnmation, consolidation, or effusion of the nasal/paranasal sinuses,
or mastoiditis on imaging

+1

Pauci-immune glornerulonephritis on biopsy

+1

Positive test for perinuclear antineutrophil cytoplasmic antibodies (pANCA)
or antimyeloperoxidase {anti-MPO) antibodies

Blood eosinophil count = 1x10%liter

-4

Sum the scores for 10 items, if present. Ascore of 2 5 Is needed for classification of GRANULOMATOSIS WITH POLYANGIITIS.




2022 AMERICAN COLLEGE OF RHEUMATOLOGY / EUROPEAN ALLIANCE OF ASSOCIATIONS FOR RHEUMATOLOGY
CLASSIFICATION CRITERIA FOR MICROSCOPIC POLYANGIITIS

CONSIDERATIONS WHEN APPLYING THESE CRITERIA

+ These classification criteria should be applied to classify a patient as having microscopic polyangiitis
when a diagnosis of small~ or medium-vessel vasculitis has been made

+ Alternate diagnoses mimicking vasculitis should be excluded prior to applying the criteria

CLINICAL CRITERIA

Nasal involvement: bloody discharge, ulcers, crusting, congestion,
blockage or septal defect / perforation -3

LABORATORY, IMAGING, AND BIOPSY CRITERIA

Positive test for perinuclear antineutrophil cytoplasmic antibodies (pANCA)

or antimyeloperoxidase {anti-MPO) antibodies ANCA positive +6
L Fibrosis or interstitial lung disease on chest imaging +3

Pauci-immune glomerulonephritis on biopsy +3

Positive test for cytoplasmic antineutrophil cytoplasmic antibodies (CANCA)

or antiproteinase 3 (anti-PR3) antibodies -1

Blood eosinophil count 2 1 x10%/liter -4

$um the scores for § items, if present. Ascore of 2 5is needed for classification of MICROSCOPIC POLYANGIITIS.

2022 AMERICAN COLLEGE OF RHEUMATOLOGY / EUROPEAN ALLIANCE OF ASSOCIATIONS FOR RHEUMATOLOGY
CLASSIFICATION CRITERIA FOR EOSINOPHILIC GRANULOMATOSIS WITH POLYANGIITIS

CONSIDERATIONS WHEN APPLYING THESE CRITERIA

+ These classification criteria should be applied to classify a patient as having eosinophilic granulomatosis
with polyangiitis when a diagnosis of small- or medium-vessel vasculitis has been made

+ Alternate diagnoses mimicking vasculitis should be excluded prior to applying the ¢riteria

CLINICALCRITERIA
Obstructive airway disease +3
Nasal polyps +3
Mononeuritis multiptex +1

LABORATORY AND BIOPSY CRITERIA

Blood eosinophil count 2 1x10/liter +5
Extravascular eosinophilic-predominant inflammation on biopsy +2
Positive test for cytoplasmic antineutrophil cytoplasmic antibodies (CANCA)

or antiproteinase 3 {anti-PR3} antibodies -3
Hematuria -1

Sum the scores for 7 items, if present, Ascore of 2 6 Is needed for classification ﬂiOSIHOPHIHCGmULOMATOSISﬁﬁH POLYANGH'Q&
/,' - —— @
/ b
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19740 2 mmnﬂm'\maﬂiﬁﬂimmmawmmgm‘sqzy,tﬁamsmmu%ammz’lﬂmmwua
wIoldedin (organ/life-threatening disease) ’luﬁﬂ'm Antineutrophil Cytoplasmic Antibody
(ANCA) associated vasculitis (AAV)

Tspquussdsensnngmguifsmsiauveseivalnefusnilviodeitn

- nasal and paranasal disease with bony involvement (erosion) or cartilage collapse

or olfactory dysfunction or deafness
- retro-orbital disease
- severe episcleritis/scleritis
- skin involvement with ulceration
- glomerulonephritis
- meningeal involvement
- central nervous system involvement
- pulmonary hemorrhage
- cavitating pulmonary nodules
- cardiac involvement
- mesenteric involvement

- mononeuritis multiplex

- limb/digit ischemia

A151991 3 ﬂmﬂa’lmmgquﬁ wuzi Iy lun1s$nen Antineutrophil Cytoplasmic Antibody
(ANCA)-associated vasculitis (AAV)

gwmsgd | quiguuwih

Cyclophosphamide | - Sulsgnu 2 me/ke/day
-91860 U 1.5 me/ke/day
-918 70 U 1.0 mg/ke/day

anTuIAENaIeN 0.5 me/keg/day Tunsiifl GFR <30 mU/min/1.73 m?

- Bt masaidons 15 me/ke o dUAMT 0, 2, 4, 7, 10 uag 13
- 91860 U 12.5 mg/ke
-1 70 U 10 mgrke

anUUAENAIBN 2.5 me/ke Tunsdifl GFR <30 ml/min/1.73 m?

Methotrexate 15 - 25 mg/week
Azathioprine 1.5 - 2 mg/kg/day
Mycophenolate | 2 - 3 g/day

mofetil
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wwIeNIAUNIsng1eA18 Rituximab
foudld Tsngllaiifionnsyunssitlineuauasdanmsnuunasgiu
(Refractory/severe systemic lupus erythematosus)
(mamiieiiensatay¥nans A na 0416.2/2 604 asuil 12 fuseu 2568)

1. szuvayiiinisiindeaien
1.1 ’lﬁﬁﬂ"mwmmaa'wﬂ’aﬁaué’ama%auwmﬁﬁ%’nm wagd Suiiaveulunisquasianiussuy
semhenuiinauyinanseumne Wedsyuu
1.2 WveeylianisidngaeAen Rituximab madulast https:/mra.or.th/index.html 1densyuy
Rituximab '[ﬂa'lwamuwa'lmaaammauwﬂ’mwmmm‘s’(ﬁjm wagdstoyanianisunvdueadiloae
wnﬂmmmmmmmmsammiﬂﬂmmaawmwuﬂ (Protocol RTX - SLE) naun1sdddnanen
WM NNINTIReUazdNeAen Rituximab Stunaudsell
1.2 Lmew'snmawauamuiﬂi'[mﬂaawmwuaﬂ,‘wmum'mwaul«ummaunwﬁiummmaum
n1stdnaeAen LLuua’ﬂLuﬂL’J‘uswLU&JumLmLﬁuumﬂumahﬂ systemlc lupus erythematosus
flafullaqiu vivasuuseiAnsaunan1sdtiads (official report) W‘samaawa;‘ga‘imsuu iitelissuy
dedayasialudidninansaunauinisquam (@na.) uagamnsadneldviui
1.2.2 szuvezdanssilouazdeyaluluslareasonmyunnd]nvaoy uazudmanisnsivdeu
HUSEUU Rituximab @0 unenuiad@ansnsukanisasisaauaInszuukasiusiiduenalsiiuly

2. AuduiRvessnIuweIUa
Eaﬂi A =y o i
2.1 LidJUﬂﬂ'mWEﬂU'lamJF}EuﬁﬁJUﬁl1Uﬂﬁ§3UE]QEJLLaxﬂLLaN:’U'JEJI’iﬂ Systemic lupus erythematosus (SLE)
Torwn 411307 59AU58d9M 9T INYT LU anti-nuclear antibody (ANA), ANA panel, anti-dsDNA,
anti-Sm, anti-phospholipid antibodies #38 complement
= < = w
2.2 funwmdivngnuaunseylilude 3
= ' P = Y ' ar 2 = = as
2.3 flwwdlawmgynennaunwisanzsaguadnntymuvsndeuiienasinnnlsauas/vs enssnv

d Y o

3. ﬂmauuwamww HHVIINISINEN

W
oo

3.1 wndgvin1sadade WuunnddidervnitldTumisdooyiinierddasanunmeany
Tuauaﬂmma'amaﬁﬂm%ua”smﬁasﬁ"u (rheurnatology) %3 @ nmq'ﬁuwwa"l‘amﬁ'aLLaxﬁmﬁaGE’uﬁlﬁ%’u
Uss mﬁuaumsmniwwmaanumwmamLmqﬂsumﬂlm (eUaI11) U39 mumiﬂﬂammaumm
T.'aﬂsuauawsmmammnmaﬂmm wzavruqﬁaaummmwumﬁ]'|nu:wwaﬁn'z‘Luauawmu'}'ﬁme‘Iﬁﬂ
*umt,av'smmaﬁnu Way/n3o

3.2 uwwndgiamssneniau fe LwaEmL‘ummzywlm Sunlsieousifvioydidnsonunmesanluan
NUNSYANERS NT0A1V101ETANANS mﬂQUmmu‘[uamﬂuwmmamlﬂsumiauumiuma 2 Tnsuwnd
aute 3.2 oegluanuneuaiiafuvs eaauneunaduld aeldmsldsumeys Snyunvdeaude 3.1




4. nueteyiiinisingieAten
oyiiAmsiinanernen Rituxdimab hugflelsagilaiiionsanlsngilaguuss lineuauessionissnwm
wnsgu (Refractory/severe systemic lupus erythematosus) Inefiinsusiasuynde il
4.1 siosliifudUaeszuzanine (terminally il
4.2 mqé‘?&uﬁi 2 Wiy
4.3 lgisunsitadeindulsa SLe manasin1sTmunlsaglaves Systemic Lupus International
Collaborating Clinics Criteria for Systemic Lupus Erythematosus (SLICC) 2012 %38 European League
Against Rheumatism Wag American College of Rheumatology (EULAR/ACR) U A.d. 2019 (nanwan)
wiewnasinsiladeiiuiulagn
4.4 fanlsngilaiiilennsanlsagiiaguuss lnedunasiednatios 1 dedieluil
4.4.1 gueiionmsnnlingilasziuguuse Tneiiaduil The Systemic Lupus Erythematosus
Disease Activity Index 2000 (SLEDAI-2K) 11nn31%58i10U 10 %38 clinical-SLEDAI-2K 11nn731
NI0IAU 8
4.4.2 gUaelsagUadiandail SLEDAI-2K fosndn 10 w3e clinical-SLEDAI-2K osnin 8
e 4.4.1 witlonmsanlnglassiuguuss uarermiungmsgaudsnsviauvesefnglaeTevmil
0MIvseldedIn (organ-threatening or life-threatening SLE disease) mudaladioviisataioy 1 8105
il
(1) szuvinuazyszamitesunsmnInnssniau i
(1.1) lvdundsoniau (myelopathy)
(1.2) Wuuszamdularwdniau (neuropathy)
(1.3) Lﬁaﬁuaumﬁmau (aseptic meningitis)
(1.4) veendanauassniau (cerebral vasculitis)
(1.5) lsavaenUszamaniau (demyelinating syndrome)
(1.6) 1MIn19ANUszam (acute confusional state/psychosis)
(1.7) mazdnuuvseiiles (status epilepticus)
(1.8) auaedniay (cerebritis)
(2) szuuszuuladininen laun
(2.1) m’;vmﬁﬂﬁaﬂﬁwmﬂaﬂﬁ Tosiiswnandadensiinds 25 x 10%/ans
(2.2) m:}uLmLaaml,miﬂummﬂamq;mm (severe autoimmune hemolytic
anemia) @il hemoglobin UeEN31 8 NSL/ARTARS
(3) FEUUMSHBUHEY 819N
(3.1) spUszammenidu (retinitis)
(3.2) naanLa @B Y TEAIMAIYARUIINNITE LAY (vaso-occlusive disease
vasculitis)
(3.3) wfuUszamnenieEu (optic neuritis, optic neuropathy)

\
1

' fuassvezgaine (terminally il) warois dUaslsamianieddiannsasnuld (incurable) way “Lumuﬁ-swya
(irreversible) w'luﬂ'mumwmmmar-ﬁﬂm NU?U%”L?&U‘Mw'lu‘ivuwnaﬂaué'u B o
ABNE @mamnanms’lmum‘s‘mmmuﬂsuﬂumuﬂaq (palliative care) Tmamwfaa'[mammmwummu,avﬁﬂu\n\nwim

\ N



(@) szuuniuduemns lawn
< [l 2 o . .
(4.1) Loy B0IMBIBNAY (peritonitis)
(4.2) eldSniau (lupus enteritis, lupus mesenteric vasculitis)
(4.3) @ldgadu (intestinal pseudo-obstruction)
(5) szuumlavagszuumaiiuniela laun
o v § - =4 di' v ch’ ar @ n? au
(5.1) nmznlaauman (cardiac failure) duilasannanuilevladniau aumls

oniay
(5.2) iienvenluven (pulmonary hemorrhage)
(5.3) Vononiaunnlsagila (lupus pneumonitis)
(5.4) vapadoaalasniau (coronary vasculitis)
(5.5) Werihlesniausaufuiienstiusamla (cardiac tamponade)
(6) szuudu 9 flenwvzilnadonmnmiin vienisandudin dlildsunisdnw
9VIUH

4.5 faghineuaussionisinuidisennnsgu visliaansanudesnishifeUszasdveaen

sy aunasideladents wail

4.5.1 ﬁm‘a'r'i’lﬁuqmﬁmﬂu organ-threatening or life-threatening SLE disease waglinauauny
sioen Methylprednisolone Tuwunaga (30 fadnSi/Mansu/fu ludndimngatesndi 35 Alandy
w30 500 - 1,000 fiadindi/Su Tudniiningadaus 35 Alansuiuily wiedlng) Alkdunan 3 fu
Tnefinsannsnevausaiussezig 2 §Uawi wasinnylude 4.4.2

4.5.2 wglasuviderindsldsumssnudieen Cyclophosphamide 3o Mycophenolate mofetil
Tuvunmunsgiu leiun Cyclophosphamide afinduusevu 1 - 2 Sadndu/Alandu/Su vie YHANEn
Wmasadendiuung 500 - 1,000 fiadnsusemaunsiame vise Mycophenolate mofetil ¥liasuUsENINY
WA 2 - 3 nFusedu werune 600 Tadnfusenisnaunsianiesonss Tnsduusevinuiuas 2 ads
wdbiaunsamuaulsaldndinldfuenfunategratos 3 wWou

4.5.3 ligansaldvnagiilude 4.5.2 Ididesninathafowmseitermuetslnos il
wu finneulvivesduifivannndy 3 whaose upper limit of normal (ULN) %38 winidanuisinin
3,000 Lﬂaa/aﬂmﬁnuamum w3e ddlnsiatesndn 1,000 Lﬁaaa/an’)ﬂnuaaLum nIioIMITUNeN
wsaum'ﬁmmLﬂnasul,mwiaum‘amﬂLﬂuaﬁ'mluﬁ'm'ﬁm’lmmnﬁnmmﬂuu q selule

5. YUINBILALITNIT e
° 1Y I A = el £ o o
wuztnslven Rituximab Teefluwnenazsnisiien sl
5.1 n153n85UAY (induction therapy)

KUy VUMY Rituximab
Lﬂﬂ@’lﬂﬁ‘jﬂhm 2 Yauly 500 - 750 SiaAn3u/uiinavessmenthedumsaams
Alvgy 1,000 adnsu
msemavasnidonsn 2 A% Tnsusmsevinaty 2 dUans :




5.2 M3¥nwdaifies (maintenance therapy) lwwwaqvmlmu Rituximab ﬂﬁaa@ma 6 LhDu
wwzlunsditfiisnouausssentsinulussesSuduindy

k e UG Rituximab N
winegsaust 2 YAty 500 - 750 fladnfw/uiiiavessumemheidumsauns
i{lvgy 500 %139 1,000 dadn3y
Usmstmaviaasidand 2 ass Taeusmsevineiy 2 dUaw

vanewe: nsaifUedingssezasumapdiin (clinical-SLEDAI-2K winifu 0 Taglaifuinausioes anti-dsDNA
wag complement) kaz anvusvenglanesAnees (Glucocorticoid) Tununaisuwia Prednisolone
o - ) a & w o (YY) 9 a4 & da ¥ W 1 = w ol
usymmisennu 0.2 fladnsw/ilaniu/iu dwsudtheriniiidwindesnda 25 Alanfu 3o anvuna
vaanglaneiinees (Glucocorticoid) lumnaieuwin Prednisolone Yesniwisawiniu 5 fiadndu/Su
o W W | s 2 da ¥ v o ' a v d a 1w 1 1 -
dwiugtheglvy vedUaradniithimningdaust 25 Alansu iussesnarferefuuiueseies 6 oy
oinsInanuneamIsbnszeznsivewiongasmndululy

ATMUSUINURY

1) msldenlunfausnliiiudesdnsuds 50 fadnsuAalue winbifnernsureiaunsaiadns &

v X o o a w L a PR P a a a  w a

Tunsisniiudn 50 fadnSu/dnlus vin 30 wail @nsnialunsldiengeanlaii 400 Tadn3i/dalu)

2) W5 premedication 1w Methylprednisolone 1-2 iiad n'i:u/niaﬂ‘m/ﬂsaﬁ’lmmﬂwmﬂ
%30 Methylprednisolone 100 fladnsudwivgUedlvg wasen anti-histamine ﬂau’me 30 U

3) WWdounwen5ues infusion reaction 91nen Rituximab MnAsneun sl asditinng infusion
reaction 9101 Rituximab Tiihmsuiugnsuialunisiiewsenganislendansmaunenansiniuen

6. N15UTEIIUTENINISS NN
6.1 MsUsiiunuuszansnavesnisinen
Usgiliunisneuaussionsinuiegtiosnn 3 weu lasileinisuaninienain nan1insae
maviesfifinisuaziidine vesfheusasmeitundinissnu 4 - 6 iou
vanewn nsussiliuntsnevaues Whldiudeladenilsiwmolui
1) faemauauesanysal (complete response) Ao SLEDAI-2K wiritu 0 Tngluiuinausiaes
anti-dsDNA Wag complement (WU clinical--SLEDAI-2K)
2) funauausd (good response) Ao SLEDAI-2K anata81aties 4 azuuy wie clinical-
SLEDAI-2K anaseg1atos 3 Azliuu
3) natfigfiiaeil SLEDA-2K Liganurdie 4.4.2 sullumsmeuaussiiennsmnenain nansnsia
naviosUfiRnsuazsidinemussuuiiiiGy
6.2 MiUszdiuduauUaanne
6.2.1 naun1slvien ﬁaahjﬁnnzﬁ@ﬁaﬁ‘lﬁamqmmuqﬂﬁ
6.2.2 9599 CBC uaw LFT daumﬂﬁma‘?ﬂLlﬁﬂLLamqﬂﬂ'%':ariaum'ﬂﬁm’lumuﬁﬂlﬂ




6.2.3 1529 HBsAg, Anti- HBc Anti-Hepatitis C, Anti-HIV, CXR for TB, stool exam for parasite
naunslyien ‘mnm’mwmﬂmm‘uamﬁ'ruml,ﬂumaa'lvrmssnw’lmimmama’l‘wmﬂaqnunﬂumum'ﬁﬂm
A7881 Rituximab

624 szvrinmalien Rituximab Biidhseedyanadn Wesnndlneusseenaiionmsulenly

7. \nausinswEaen
v s 2 = [ [y & w0 &
’qumm Rituximab Wensiawutelaventls deeluil
7.1 anuzvesiiedsuiugiiesvezgaring (terminally il
7.2 NU'wluuammrmmauauaﬂumqwmwaﬂmmﬁma induction therapy 5821781 6 Loy
fnrsanliliendeiiios (maintenance therapy)
7.3 flheiinemsdadsavsowien Rituximab suliiaunsalden Rituimab deld
7.4 U fiasnslden
& 3 284 = ) 1 || o & ¢
7.5 saassdt (WiEfihevgaowienousidinsmouninezaaen) snduiiausuiiumenisuwme
) d‘i’ LY 1 ar QIJ' 1 ] as = J
7.6 nafindaguuse (idemyaewisenausiiasnauniniusveghivasnsovisevnennmsinite
JULSY)
7.7 A5339MUN12% hypogammaglobulinemia (IgG <5 n$i/ans)
7.8 fhevamsiianunanising Tnelifinuasuaunds Weglunasfiivveummd

.
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AMAFNUIN

AesuBuuuieuueiaiuntsingneaien Rituximab
¥ 1 qu =l . . )
Yousld Tsnglaniionnsyuuseiilineuauasdanisinuunasgu

(Refractory/severe systemic lupus erythematosus)

naugin1sIumunlsAnIL Systemic Lupus International Collaborating Clinics Criteria for Systemic
Lupus Erythematosus (SLICC) 2012

Clinical Criteria Imnumologic eriteria

1. Acute cutaneous lupus . ANA

1. Chronic cutaneous lupus 2, Anti-DNA antibodies

3. Oral or nasal ulcers 3. Anti-Sm antibodies

4. Nonscarring alopecia 4. Antiphospholipid antibody

5. Arthritis 5. Low complement (C3, C4, CH50)

0. Serositis 0. Direct Coombs’ test (do not count in the presence of
7. Renal hemolytic anemia}

8.

Neurologic

9. Hemolytic anemia

10. Leukopenia

L Thromb0;_)'[0[\05113 (<100.000/mme)

Legend: ANA=anti nuclear antibodies; Anti DNA Antibodies = Anti deoxsribonncleic acid Antibodies; Anti Sm Antibodies =Anti Smith
Auntibodies.

g 1iun1sitaduidletings > 4 4o Taedesilodnates 1 4o vea clinical uaz 1 4o
989 immunologic criteria vi‘%‘aﬁﬂ'i‘ssmﬂﬁutﬁa‘lmwuduﬂuimé’maumn@ﬁa weirA ol ANA
38 anti-dsDNA 591628

(wazBuaiiiuidiy Petri M, et al. Arthritis Rheumn 2012; 64 (8): 2677-86)




naEiNIsIuuNTsA systemic lupus erythematosus (SLE) was EULAR/ACR U a.¢. 2019

Entry criterion
Antinuclear antibodies (ANA) at a titer of 21:80 on HEp-2 cells or an equivalent positive test {ever)

¥

If absent, do not classify as SLE
If present, apply additive criteria

Additive criteria
Do not count a criterion If there Is a more likely explanation than SLE.
Occurrence of a criterion on at least one occasion Is sufficient.
SLE classification requires at least one clinical criterion and 210 points.
Criteria need not occur simultaneously.

“Constitutional " Antiphospholipld antibodles

Fever 2 Anti-cardiolipin antibodies OR
Hematologic Anti-B2GP1 antibodies OR

Leukopenia 3 Lupus anticoagulant 2

Thrombocytopenia 4 Complement proteins

Autoimmune hemolysis 4 Low C3 OR low C4 3
Neuropsychlatric Low €3 AND low C4 4

Delirium 2 SLE-specific antibodies

Psychosis 3 Anti-dsDNA antibody* OR

Selzure 5 Anti-Smith antibody 6
Mucocutaneous

Non-scarring alopecia 2

Oral ulcers 2

Subacute cutaneous OR discold lupus 4

Acute cutaneous lupus 6
Serosal

Pleural or pericardial effusion 5

Acute pericarditis 6
Musculoskeletal

Joint involvement 6
Renal

Proteinuria >0.5g/24h 4

Renal biopsy Class Il or V lupus nephritis 8

Renal blopsy Class 11l or IV lupus nephritis 10

Total score:

¥

Classify as Systemic Lupus Erythematosus with a score of 10 or more if entry criterion fulfitied.




Systemic Lupus Erythematosus Disease Activity Index 2000

{Enter weight in SLEDAT Score column if descriptor is present at the time of the visit or in the preceding 10 days.)

Weight SLEDAI  Descriptor Definition
SCORE
Seizure Recent onset, exclude metabolic, infectious of drug cavses,

8 Psychosis Altered ability to function in normal activity due to severe disturbance in the perception
of reality. Include hallucinations, incohereace, marked loosc associations,
impaverished thought content, marked illogical thinking, bizacre, disorganized, or
catatonic behavior. Exclude uremia and drug causes,

8 Otrganic brain Altered menta) function with impaired orieotation, memory, of other inteliectual

syndrome function, with rapid onset and fluctuating clinical features, inability 1o sustain atiention
to environment, plus at Jeast 2 of the following: perceptual disturbancs, incoherent
speech, insomnla or daytime drowsiness, or increased or decreased psychomotor
activity. Exclude metabolic, infectious, or drug causes.

8 Visual disturbance Retinal changes of SLE. lnclude cyloid bodies, retinal hemorrhages, serous exudale or
hemorrhages in the choroid, or optic neuritis. Exclude hypertension, infection, or drug
Causes.

8 Cranial nerve disorder ~ New onsel of seasory or motor ncuropathy involving cranial nerves,

8 Lupus headache Severe, persistent headache; may be migrainous, but must be nonresponsive to nacolic
analgesia,

8 CVA New onset of cerebrovascular accident(s). Exclude arteriosclerosis.

8 Vasculitis Ulceration, gangrene, teader finger nodules, periungual infarction, splinter
hemorrhages, or biopsy or angiogram proof of vasculitis,

4 Asthritis 2 joints with pain and signs of inflammation (i.¢., teodemess, swelling or effusion).

4 Myositis Proximal muscle aching/weakness, associated with elevated creatine
phosphokinase/aidolase or ¢lectromyogram changes or a biopsy showing myositis,

4 Urinary casts Heme-granular or red blood ecli casts,

4 Hemaruria >5 red blood celisthigh power field. Exclude stone, infection or other cause,

4 Proteinuria >0.5 gram/24 hours

4 Pyuria >5 white blood ccllshigh power field, Exclude infection.

2 Rash Inflammatory type rash.

2 Alopecia Abnormal, patchy or diffuse loss of hair.

2 Mugcosal ulcers Oral of nasal ukeerations.

2 Pleurisy Pleuritic chest pain with pleural rub or effusion, or pleural thickening.

2 Pericarditis Pericardial pain with at Jeast | of the following: rub, effusion, or elecirocardiogram or
echocardiogram confirmation,

2 Low complement Decrease in CHSD, C3, or €4 below the lower limit of normal for testing laboratory

2 Increased DNA binding  Increased DNA binding by Farr asssy above normal range for testing laboratory.

| Fever >38°C. Exclude infectious cavse.

| Thrombocylopenia <100,000 platelets / x1OL, exclude drug causes.

| & Leukopenia < 3,000 white blood cells / x10%L, exclude drug causes.

TOTAL
SLEDAI

SCORE




