KUINNISAAUAITITEN Tocilizumab
Reouly dwsudiaslsndasniaulinsuaime sliadaauin
(Systemic Juvenile Idiopathic Arthritis: SJIA)

1. szuuaydAnislden
1.1 9opuglinIslgen tocilizumab anniieauansusslevineunissne (pre-authorization)
Tneinsamsidouwnng aaumeuia wagkiienaurinissnwiuniisaudnsuseley
12 menuuuresaiifunslionad o) Tunfusn eusiRElbunm 180 $u) uavedwislinn 1 180 Ju
2. AMANUAYDEAIUNEIUNA
Huanunerunaiiiinisldendeaduanuneruiadifianunienlunsitdedouazinuilse Tnedl
uwngianiznanudiseylilude 3 waziunndiamemeindenazquasnudymunsndeud
9199 ANANLIALAL/MTONTINY
3. AauUAvaWndginn1sTnen
3.1 unmgginisidede 1unusunmelsatouazguidadud lasuludszniadetngan
FINFENUITHYAMERTLiIUTEmAlNY (eYa1v) 3e HunsHneusuayaInilsadauay
sunAadineUsEmA Lay/vio
3.2 WGEIATInwTn Ao wddidnmgilsiumidesysiivieraivnsanumeanily
AUNITYAERS Y3e 1gsmanslsadenargindady dsUfURmiluaniuneuiaildi
nseusiAlute 2
Tnounmdnude 3.2 orvegluanuneunaderiuneanunetuiaduls
4. \neuataydlifnaslden
HUredealdsun1sTdaduainunndmiude 3.1 waslasunisadvauuliinwinven
tocilizumab Inefinawieusiinislden tocilizumab Tulsadesniaulinsvameludnaiadawiuin
(Systemic Juvenile Idiopathic Arthritis: SJIA) ﬂsuwﬂ%'aﬁ'\i‘ﬁl
4.1 ”Lmﬂuwmﬂiv zgaviny (terminally i)’
4.2 919 2 Yy
4.3 1@iumﬁamasmmuiiﬂ%’aé’ﬂLauhimwmmqiulﬁﬂ silad@adiudin (Systernic Juvenile Idiopathic
Arthritis: SJIA) aaLnaust Interational League of Associations for Rheurnatology classification 2004
(F9n1ANLIN)
4.4 Tsnaglunnisii3u (active disease) muinusideladouds fuleluil
4.4.1  SJA without systemic features nn8fis fuieiinsdniauvesde (arthritis) lnge1a
i1 elevated erythrocyte sedimentation rate (ESR) > 20 mm/h e linle
30
442 SIIA with systemic features vinedia fUaefinmanudeladevilaiuieluil 1g vie
evanescent rash (salmon rash) %5 ® serositis 15 @ hepatosplenomegaly %359
lymphadenopathy Wil enafindeldfinmssniauvede (arthritis) SAuA 287 Lo
Tsennsviamsnidedllfiinanangdu

P HUagszargaring (terminally i) vunedis fUslsanianied dldaiunsashwle (incurable)uwazliianuisadelvidind ey
(ireversible) Faluanadiuvaunmesnm mhmyLaamoﬂusymnmauau
WNYLIAG gmamﬂanmﬂmumﬁﬂmLLUUUizﬂmJﬁxﬂm (palliative care) Inesjavitliananuduiinuasauyndnsinududfiy
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4.5 lUneauausIrian13sN¥IAI88IUIATEIU 130 UAIN1TaNUAINTINIUSTAaIA8I81
UMY ANUTIATUNNYD AeralUll

451

452

=

limeuauewonIsnvdsedunssnauiilildaiiososs (NSADs) auauiud

Tnglisdailesiudunat »1 eu vie ldannsanuieeinislifisUszasdiguuss

uliianunsaldenlungu NSAIDs sals wu

® Ly

® 59nonlunIuAueIIS

® {191N15UINV1090E19TULTS e ﬁlé’%’uaﬂuﬂfjm proton pump inhibitor

® fAinn17y acute interstitial nephritis ¥39 acute kidney injury AHLNMTIYOS
Kidney Disease Improving Global Outcomes (KDIGO) annmslasuenlungu
NSAIDs tJudiu

uaz

luaavaussmon1ssnuidsee1lung u disease-modifying antirheumatic drugs

(DMARDs) Tuauraunasgiueeg19ties 1 ¥ia Tuﬂizﬁﬁ'ﬁﬂamﬂu SJIA with systemic

features 1139 hinauauswanIs5n¥R2e DMARDs luaunnunasgtues1sies 2 vl

Tunsalfl AUaeidu SIA without systemic features (§9971919% DMARDs fiazaiinnse

Tinsauiu) 1Wusseziiatagnaae 6 ey wse lanuisanueinislaisusyasa

'
=

izunss aliannsaldenlungy DMARDs Turwnunssguls wu

We
pauldeRsunllanunsaussmaieeanaINsrauldeR ey Wy ondansetron

A1 ALT %138 AST sgauaunfiuinnin 1-3 wirvesArunfuavdensiseauga
searaiiemionduifiusinendians1 DMARDs

1AnN1IE acute kidney injury munaeived KDIGO 91nn1stasuentungs DMARDs
AN maculopathy

1AnN12% leukopenia (white blood cell count < 3,000/mm?)

AN neutropenia (absolute neutrophil count < 1,500/mm?)

\inN12% thrombocytopenia (platelet < 100,000/mm?)

\INNIE pancytopenia
ail deslalainainnnisunsndeu w3eamedu WU macrophage activation
syndrome lagfiuu1ng1 DMARDs 11915574 6194

gnitegjlungs DMARDs lfun

sulfasalazine 30-50  deanswAlansw/u

methotrexate 1025 SednSusenuiivedUnmi wie

031  HaanswAlanSwduam unnesen 25 dadnTwduam)

hydroxychloroquine  4-6 faansw/Alansu/iu

cyclosporin 3 fadnsw/Alansu/iu

leflunomide 1020 dednsu/Alansu/iu

azathioprine 3 fadnsw/Alansu/iu

LAY
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453  liawnsavgagvseanvuineilunqualiesesd (steroids) WsndmIewiniu
81 prednisolone 0.5 Jadnsu/Alansu/Tu nneluszyziian 6 LABU 930
ldanunsanueinislifisuszasdaneilungy steroids Ly

Ao

® Qavascular necrosis

4.6 fealinauiien tocilizumab JulLsS

NSARLTDTITULT

nsLsEulagInIUNG

vertebral fracture

4.7 dedhifinsfaesiunsnmsinednan (recurrent) NlilasTuMIshv viermunueE WL ITaN

4.8 fimsnsenuuunesuiiunisldendad 1 (2) yaasaldendugiae «
ad a ope [ -1
5. YUIAYIUAEITNITUTNITYI tocilizumab udatu 2 nsdifeil

Umtinvesuae YUNE" tocilizumab @adnT/Alany)
nselA 1 dewndt 30 Alany 12
N7 2 fausl 30 Alanu 8

FUana

A8N15UIMI51 139919l NSS 100 Taddns. neadvasadennidl 9 Tu 1 §3lue 9n 2

6. N15UTLLAUTLHINNNITINEN

6.1 nMsUszliunulseansuaransiny Ussliunnassinsanwuulesuveaylifldeseliios

HnaUaLDIRBN15IN Y (responder) el munaeiteladeniledsil
6.1.1  gUhenie1n1sATunnune ACR pediatric score 30°

6.1.2 HUefa1unsaneagn prednisolone #39aATUIAYN prednisolone adlan1ndne

windu 0.2 Jadnsu/Alansu/du
6.2 NMsUsiumuUANLUaDnNY

621 amvanuauysaiveudadon (complete blood count: CBC) LitainA absolute
neutrophil waz platelet counts 91 2-4 &Ua Wurian 3 Wow ndsntulingia

NN 2-3 1oy

® n3dlA1 neutrophils MR NTIUNEIBANYTA] (absolute neutrophil count :

ANC) d@1 < 1,000 wad/anuiaddadiuns Wingag1nidiasiauninseau

neutrophils > 1,000 La%/anuIANdaaiuns

® 1110 ANC < 500 Wwad/gnuianiladiuns lvivea tocilizumab viuil

%30

M safiuinundeyaliieldilundngrulunisasiadeunislden Inemhsnumstituguanisddldedad a(2)
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e nsil platelets < 100,000 (wad/gnuiariiadiuns Tivgag1ilidinsaundy
5¢AU platelets = 100,000 Wad/anuIAnLaaWNS

® 110 platelets < 50,000 L%aa/aﬂmﬂﬂuaamm Tvmam tocilizumab Tuft stei ms
e tocilizumab ﬂauiﬂﬁaqmﬂmaﬂm sedadlilumnaedmi sesuine iy
NOU UayADY 9 ﬂswuaummmmEnﬂﬂmmummmmuam
(Manawmn 10 neutrophils Lag platelets fifszdusiAnainnte macrophage
activation syndrome T4lAlAinane1 tocilizumab wnggsn¥Ia11150RIITUN
TenlamuaumNIgew) }

622  vinsesiu ALT uaw AST 10 24 dUawi W 3 Weu vdmnuulinsiann 2-3 Weu
MWl sEAUlAUNALINATT 1-3 WinvesAIUnd TRN15UIUTUans1 DMARDs Lagtaniy
methotrexate AUATINWVNE mndapilsrRuaee nwaledWasuune todlizumab
Tnelemindiu vise mmmmmnfﬂumwm ALT wag AST ﬂaum‘dﬂm

6.2.3 a3193n3EAU lipid profiles 3 taunasaInlasu tocilizumab ﬂNLLiﬂ ummﬂuum
6 LADU Y30 MIUAILUNZEL

7. \NQ9INISHEAEN
Ingne tocilizumab slensranudelatenis deelud
7.1 [§%uenasu 21 ey
7.2 mwlmauaummamsiﬂm (non-responder) #u8a Foladoniletereluid

7.2.1 mmimmammu usladanas ACR pedlatnc 30* nasanldeuu 24 Ui

7.2.2  ldawnsaanauinen prednisolone I@snimsawindu 0.2 fadnfwAlansu/u
nasnlasueIuIl 24 dUav

73 LﬂﬂmamﬂLﬂmmfﬂ,%m‘mmwmumqamu gt

7.4 famsss, dwmﬂawmmmamaummmnﬁmm’muﬂaam)

7.5 ﬂ’]iﬁ]@L“U@i‘LALLN (11/1mﬂaﬂmmmmaaaummm’nf\]umwwuiu yliUaadunsomeainng

mmﬁuaimm)

7.6 N1SHIGA (L‘wwmwaﬂmmaaaummmn%umﬂmimmLai'ﬂau)

NUYLIAR

*An ACR Pedi 30 response is defined as at least a 30 % improvement from baseline in three
of six variables, with no more than one remaining variable worsening by >30 %.

® physician global assessment of disease activity (10-cm VAS)

® parent/patient assessment of overall well-being (10-cm VAS)

® functional ability by Childhood Health Assessment Questionnaire

[ J

number of joints with active arthritis (defined as joint effusion or limitation of motion
accompanied by heat, pain, or tenderness)

® number of joints with limited ROM

® (SR

ﬁ/ﬁﬂLUUﬂ']'ﬁVTEJﬂﬁ?%i@ﬂ@ﬂ@?%?ﬂi?ﬁ LQJE]NTJ']EJﬂﬁUL‘?J’]’iUﬂ']ﬁ'ﬁﬂE’]ﬂ’JEJEﬂ tocilizumab Tiuszegiian
msiﬂmmamaq

i 91999913 Common Terminology Criteria for Adverse Events (CTCAE)
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AANUIN
Lneusl International League of Associations for Rheumatology classification 2004

BOX 17.1 Systemic Juvenile ldiopathic
Arthritis: International League of

Associations for Rheumatology (ILAR)
Diagnostic Criteria

Arthritis in any number of joints together with a fever of at least 2 weeks’ duration

that is documented to be daily (quotidian) for at least 3 days and is accompanied

by one or more of the following:

1. Evanescent rash

2. Generalized lymphadenopathy

3. Enlargement of liver or spleen

4. Serositis

Exclusions:

. Psoriasis or a history of psoriasis in the patient or a first-degree relative

2. Arthritis in a human leukocyte antigen (HLA}-B27—positive boy beginning
after his sixth birthday

3. Ankylosing spondylitis, enthesitis-related arthritis, sacroiliitis with inflam-
matory bowel disease, reactive arthritis, or acute anterior uveitis or a his-
tory of one of these disorders in a first-degree relative

4. The presence of immunoglobulin (Ig)M rheumatoid factor (BF) on at least
two occasions at least 3 months apart

—

International League of Associations for Rheumatology Classification of Juvenile Idiopathic Arthritis: Second

Revision, Edmonton, 2001
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