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Aaiidandne wansinunMsingeAnen Ritukimab dauddlesafiaarasisasetinitnmsnguidiugi
(Relapsing Remitting Multiple Sclerosis)

aumiladeiinadis nsutdnandldimuavdninasinsiinde nvmerunadmiy
daengulsanessuudsyam Gedndudoddoiifiadtnegs s1en1sen Rituximab Usznaudas
Isafialsiuddufa seuding ﬁhjmauauﬁ)m’ami%’nmﬁ'sﬂmﬁumu Ismanesdniauaingiduiu
Faund 13n Autoimmune myositis ¥iin necrotizing autoimmune myopathy Isaduuszamaniau
Haseiilinevaussiasnaiosond wazlsafbueafiilonsiaiiuisuarlinevavasiesaifiosend
Iﬂﬂﬁﬂ'\ﬂWﬂ’l‘U’]ﬂ%"ﬁ@x‘iﬂ%uuﬂ’]‘ia\‘l’Vl”LUUULLWWEJNVI’V)’]E‘EFIU’] mha wazdatayanulusinnea
wmwum‘tmwuu Neurology immune treatment program; NITP Lwawaammwﬂmm maﬁuamma
nsilneen wisvengansiden muuummsiividienudsliSunevmneinns suUTnai e
(enciugUelsainladoddefia seniing sreduitamesideulussuy biologic agents uagfiagszning
NF3NYIBEN Rituximab daunsnamuisuvereeignailnawiluszuudnaildesly) wadvitnge
menlussuudndienseaisnuineruramingg dfiangliawnsaluiadaiuiFuaien Rituximab
inBudnifudusisnisiudada el msldenfanandeadulunudeuledovsdfirmun Sszanunse
WOnaneanmasiwmsle warlidnldlbiiusasiinsudadnansmun 1ty

nsdnynansfinrsanuds veideudn Welieldfumshvmenutanummumnsas
Fudu uasaenndostuniswauivestyTomdnuennd fidu eardognaniuanuluunns, o
2155014 (o) WagaTIATDS whwszs1vnguiiniduatadniafiertunisinemenuia we. bede
naziuludidy ssuAnauTlinalaeldsuneudnanindauundinsnsenianiands Sasiums
UsudgmaninaminaidndieaninumeuadwiudUsengulsamessuutsyam desnlueddondis
Aldanegs Tnerimuaiiindeusluniadndisenen Ritwimab dmdunsinulsatafifameaslsas
yilafifintsnduiiiug (Relapsing remitting multiple sclerosis; RRMS) Tusguu NITP w¥ousiariamue
wvneifiunsiindieriendand s swasdeausngaudidunde Insaaumwennasydesudiums

<l
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wumnAAunsiingnedien Rituximab
toudlilsasiafiRaainaslsBuiiniinisnduiliudh
(Relapsing Remitting Multiple Sclerosis)
(aamiledonsudy@nats dauflgn 7 na 0416.2/2 223 asiuil 23 wwiewy 2567)

L. szuvaysiananidndneanen
1.1 lﬁamumwmaﬁmﬁaﬁauﬁﬁw%LLWWETQ’%’W': AAIMIANY WasLauTiaTNg 51 dewineany
finsudfinanswsumneitadnssudly
1.2 Tviweeyd@nisilndreien Rituximab 39058 uU Neurology immune treatment program
Nl rP) Tnglianruneruiaaameiouwnng {ihe wagdedayanesasiduanissnuaulusianea
firfmun (Protocol RTX - RRMS) niounisdainaien
wansasIsaeukasiindreaelussuu NITP Stumaudaselus
1.2.1 u,wwstmanawauammiﬂﬂmaammvmml'vzmumuNaul‘*ummauﬂmlumm%aum
nM3indreaien wuvdnuinesalsududiiufinis3iodulsa Multiple Sclerosis faiutiagUu
viaagUusyTAnseunanisitdady (official report) Wsaumnmawama’iusww ileliiay ruudataya
ma‘tﬁmmunmiaumm5miammw (@ina.) wagausardneldviui
1.2.2 n'immlmlmmumLummuLuau’lmuwnmmﬂuaga Tivuunrssdoululuslaneanieluy
7 JuVnMsuagnads
1.2.3 szuvagdanyssiounay mamaiuiﬁaimﬂaamaﬂm.,wwwemm’mdau uazld ANy

a

HIUSZUU NITP dgnruwaug s’i’m’ﬁﬂ3UN’]ﬂ'ﬁW§'§"\]ﬁﬂUﬁ)’1ﬂ‘§3UU LL@S‘WN‘WLUHLEJﬂﬁ'ﬁLﬂU‘lﬂ

2. anaUURvDIERIUNYIUNS

2.1 Wusauweruiaiiiauwdoulunsitedy tadndnm LtaﬁrluvgamwiiﬂﬁaG‘?Lﬂamﬂadsﬁ%
(Multiple Sclerosis)

2.2 @M50ATISedInTInEenduulmdnaue e ludundals

2.3 fluvmdauiszylude 3 faunsannavssdiuonissouuswenduiileiminonludunds
antEy anedsniay wiedmsansadanisueadiuld wazamisadsediugg Expanded Disability
Status Scale (EDSS) L&

2.4 flypansmenisunndiinerssimguainuniiygmimsniouiiowasienlsauas miomsinem
un Ussamunmd nunsussanmunme wazdngunme

3. AuanURveswnnginisshen
muLmewvnmsmm‘mlmwueaaauummamummnu,wmaam’tuawmﬂsummwm V39NUI3
Uszamine, mﬂgummu’Luamuwmmammumaauum‘[uma 2




4. ineuateysiinasidnadresnen
oydAnidndnenien Rituximab lulsafadiiaanaslsdvainiiiinsnduidudn (Relapsing
Remitting Multiple Sclerosis) laeilinusinsuynde ot
4.1 Lifhufhessazgaine (terminally iL0!
4.2 flhelasunsenaitadvindulsaiadiiaanaslsdwinugt McDonald 2017 (naAswan)
w3sldinas McDonald fiuiuyssaan
4.3 doaduthefidunasinsldenasunnde futelud
4.3.1 fnvanduidiudrvedsaiud 2 edetilulusng 2 Siuan
4.3.2 EDSS ﬁfﬁmLa@uvﬁﬁé)’)ﬂ’l'iﬁ’lL%Uﬂ%{‘]?jﬂﬁ’]EJ adifin 5.5
4.3.3 axmsvesfthelildiiannyiSuiiien (pseudorelapse)
4.4 mﬂwlumauauaamams'5nmmamnmﬂwlmﬂummam,wn wieiidoviulunisldenangd
ildidunadonusn mum’iLaafﬂﬂjmwL‘tJuquaamLsﬂmunumaawua)‘uamwwamﬂm

5. aungfiwuzinayisnisigen

wusinslien Rituximab Tu induction therapy fivwan 1,000 fiadnSumavaendens lusuit 1
wagiuil 15 v 375 fadnsu/Muiifavesssnienaadumsauns nuvaendenrmdunmiazas
Wuan 4 dUanvi wﬁ\‘lmﬂﬁu‘iﬁm rituximab 14 maintenance therapy Auan 500-1,000 Hadansy
manaentdensimn 6 e nsdliildeluftredinaunsalden Rtuimab luwnm 375 Sadntu/Audian
wassnmevheduninauns

VU0

1) nseifienunsansiasedu CD19 1§ winssdu CD19 Yeeninfosas 1 aunsaivszosvavenisiden
NINNTT 6 auls

2) nstififaefiomsiudiieuseusn 6 dou windudufadsisn Ritwimab 81 Sufiudenans
58U CD19 fszauuInnindesay 1 vise sedu CD19/CD27 unnnir¥esas 0.05 489 mononuclear
cell lu 2 Yusn wazuinnirFesas 0.1 Tuddaly awnselhen Rituximab Wiuld 1 a%s watlugag
seezan 12 Weutu Wueliiu 3 asa (aelisa induction)

3) nmslenlundausnliiBudosnsid 50 fadnsudedilys winliifineanisuweramnsauiiy
amwm’lumﬂuwuuan 50 fladndusedalua N 30 w7l (amn‘s'ﬂumﬂmﬂaamLumu 400 fiadnsu
adalaa)

4) #UAMWBINTTYD infusion reaction 91NN Rituximab nASareunaslvion Asaitsinme infusion
reaction 91081 rituximab ‘Lﬁﬁ']miu%'uﬁmﬂL%'ﬂuﬂ')‘s‘lﬁmw?awqmwslﬁm%"amnmmanmaf'hﬁusn

Fihessovaniiie (terminally i) vaneds guasTsanranisfaliannsofnuld (ncurable) uavlumuﬂmua'lwumaumnm
{irreversible) ‘d1mejmeaamvmmm1mmzm siePinlusvoznandudy r :
UG nUmmnanmslmurmmmuuum"ﬁuﬂsmm (palliative care) inmmN'lwammmuﬂmLmum'nmnwammjmmm

et 5]



6. N15UsEiIusENInan1sInen
6.1 mMsUsziliunulssansravaanissnea
Ussifiundanniifthelesuanlusuaimnsauudniussosng 12 i#eu Tnuffineuausde
N33 (responder) nunedannunamideladaniianai
6.1.1 asmsdiusmsanasnnniesas 50
6.1.2 AN EDSS mafiviapanas
6.1.3 50813910 MRI 1suszninanauiundalesuen fiswiuseelsnneiivioanas
6.2 NsUszliuAuAIIUande
6.2.1 riounslien dedhifinnivindoitlsiannsnauals
6.2.2 #5719 CBC way LFT n'aums‘lﬁ’a’m%u'qLmu,a&nqﬂﬂ%g\‘uiaumﬂﬁm‘imauﬁ’vﬁﬂ
6.2.3 7399 HBsAg, Anti-HBc, Anti-Hepatitis C, Anti-HIV, CXR for TB, stool exam for parasite
naunslie mﬂm'mwumiam%'amd'lﬁa?']L"i‘Juﬁaa’tﬁ’mﬁ'ﬂmmiam%aw“?a‘(,ﬁmﬁmﬁudauﬁimmi%’mﬂ
A2881 Rituximab

6.2.4 sgwinamslvien Rituximab Widse Yedeyaain desnndiheusmenaiiomaudienls

7. nuainsugagn
Toingaen Rituximab diensranudeladania Fedeluil
7.1 Wugfiheszesaaig (terminally il) ,
7.2 faelineuaussiienisinu (non-responder) vidldsuenlusunailienvanudfussesa
12 o TasfiinasinsusaiudSouiisuisunasudaldsun funasidoladenisielud
7.2.1 finsnsifiudmddlindannnindesas 50 Wisuureulien
7.2.2 fie EDSS flifindunnnndy 1.0 wisiimadudhannnia 3 ew wissnnnd 6.0
7.3 ey fiasnislden
7.4 fispnsbifisUszasiioussauliannsaldosold
7.5 sanssst Ainemgrevdensuitansmaunitesanen)
7.6 Maindoguus (WiaengremBensuiinsmauniuseshivaendeviemesnmsnie
JULLIY)
7.7 ftheramsianamansinu nglifivaraduanans Weglunasiiavesunmd
7.8 Wildowelosumuiunda 5
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998 ¥a9 McDonald criteria 2017 dwisulsn Multiple sclerosis

L. inawsirimuananszevesseslsa (dissemination in space) Ao wuseelsauiin T2W 7 2 Ty 4 s
Town

1.1 seslsaflanesuiinnseudadnssamad (periventricular) ag1atiag 1 s98*

1.2 setlsaftausauiim cortical ude juxtacortical aensie 1 588

1.3 se8lsaiiaues UShn infratentorial aghatios 1 sat

1.4 sovlsailudunds Tunaw T2W aghaties 1 o8

* nadlitgaserguannds 50 3 wieiiladudeddsanasndenauns souflsalannsy sl
AT periventricular area w1nn31 1 598 waglifunuseslsarandulszamen (optic
nerve)
2. et INsEaNeseelsaRaan (dissemination in time) wudnwae 1 1u 2 dnwas Téun

2.1 am MR afausnnuseslsa uila Gd+ wag non-Gd wiewfulasamnsnduldfiseslsaiid
81115 (symptomatic) wagliiflannis (asymptomatic) laglaifumunnisidulssamansniay

2.2 W MRI insainam (follow up) tnslidrintaavinaesmsnsia udamuseslsaluiviln T2w
WIoutin Gd+
3. #593lINU AQP-4 IgG M35 cell-base assay
4. bisgnansoesueldselsndu 4 e1i SLE, Behcet’s disease, antiphospholipid syndrome %38 lymphoma
Wud



wngin1sUseidiu Kurtzke Expanded Disability Status Scale (EDSS)

L 0.0 - Normal neurological exam (all grade 0 in all Functional System (FS) scores®).

(J1.0-No disability, minimal signs in one FS* (i.e., grade 1),

(1 1.5-No disability, minimal signs in more than one FS* (more than 1 FS gracle 1),

[ 2.5 - Minimal disability in two FS (two FS grade 2, others 0 or 1).

(1 3.0 - Moderate clisability in one FS (one FS grade 3, others 0 or 1) or mild disability in three

or four FS (three or four FS erade 2, others 0 or 1) though fully ambulatory.

(d35- Fully ambulatory but with moderate disability in one FS (one grade 3) and one or two

FS grade 2; or two FS grade 3 (others 0 or 1) or five grade 2 (others 0 or 1).

lao- Fully ambulatory without aid, self-sufficient, up and about some 12 hours a day despite

relatively severe disability consisting of one FS grade 4 (others 0 or 1), or combination of
lesser grades exceeding limits of previous steps; able to walk without aid or rest sorne

500 meters.

(Jas- Fully ambulatory without aid, up and about much of the day, able to work a full day,

may otherwise have some limitation of full activity or require minimal assistance;
characterized by relatively severe disability usually consisting of one FS grade 4
(others or 1) or combinations of lesser grades exceeding limits of previous steps;

able to walk without aid or rest some 300 meters.

[ s50- Ambulatory without aid or rest for about 200 meters; disability severe enough to impair

full daily activities (e.g., to work a full day without special provisions); (Usual FS
equivalents are one grade 5 alone, others 0 or 1; or combinations of lesser grades

usually exceeding specifications for step 4.0).

[d55- Ambulatory without aid for about 100 meters; disability severe enough to preclude full

daily activities; (Usual FS equivalents are one grade 5 alone, others 0 or 1; or

combination of lesser grades usually exceeding those for step 4.0).

] 6.0 - Intermittent or unilateral constant assistance (cane, crutch, brace) required to walk about

100 meters with or without resting; (Usual FS equivalents are combinations with

more than two FS grade 3+).

[d 6.5 - Constant bilateral assistance (canes, crultches, braces) required to walk about 20 meters

without resting; (Usual FS equivalents are combinations with more than two FS grade 3+).

[ 7.0 - Unable to walk beyond approximately 5 meters even with aid, essentially restricted

to wheelchair; wheels self in standard wheelchair and transfers alone; up and about
in wheelchair some 12 hours a day; (Usual FS equivalents are combinations with

more than one F5 grade 4+; very rarely pyramidal grade 5 alone).



[ 7.5 - Unable to take more than a few steps; restricted to wheelchair; may need aid in transfer;
wheels self but cannot carry on in standard wheelchair a full day; May require
motorized wheelchair; (Usual FS equivalents are combinations with more than one
FS grade 4+).

(d80- Essentially restricted to bed or chair or perambulated in wheelchair, but may be out
of bed itself much of the day; retains many self-care functions; generally has
effective use of arms; (Usual FS equivalents are combinations, generally gracle 4+ in
several systems).

(A5 Essentially restricted to bed much of day; has some effective use of arm(s); retains some
self-care functions; (Usual FS equivalents are combinations, generally 4+ in several systems).
mostly grade 4+),

(195 Totally helpless bed patient; unable to communicate effectively or eat/swallow:

(Usual FS equivalents are combinations, almost all grade 4+).

[} 10.0 - Death due to Ms,
* Excludes cerebral function grade 1.

Note 1: EDSS steps 1.0 to 4.5 refer to patients who are fully ambulatory and the precise step
number is defined by the Functional System score(s). EDSS steps 5.0 to 9.5 are defined by

the impairment to ambulation and usual equivalents in Functional Systems scores are provided.

Note 2: EDSS should not change by 1.0 step unless there is a change in the same direction of

at least one step in at least one FS.

Sources:

1. Kurtzke JF. Rating neurologic impairment in multiple sclerosis: an expanded disability
status scale (EDSS). Neurology. 1983 Nov;33(11):1444-52,

2. Haber A, LaRocca NG. eds. Minimal Record of Disability for multiple sclerosis. New York:
National Multiple Sclerosis Society; 1985.
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&1 Benralizumab wazen Duplilumab)
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33UV Prior Authorization (PA) %isnsausiensen udusinsdl anuasiBeaududs T

nsuUny¥narsiansuiudl veseudn ‘anwumw‘lmmmumﬂaakwmusuLm
ﬂmujumuanumfmv:ammqmmmuwvwaum’lmmJ 98, FLATUT o UNTIAL bebe LR
Ussnausieen Benralizumab uagen Dupilumab feif deliiiiavEuasyraalunseuataenimsaiinesn
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. fAvualiaarunsrvialugidndren Omalizumab 81 Benralizumab wagen
Duplilumab unugfiansluszuuiindreasuiaiu Tnsnrsdarindayaitodadnaeadandnn
WaeujdRnumirsnuildfuseunineainnsutyinatedivun fieil damfunisifndnen
Benralizumab uazen Dupilumab lunsdl¥nwigaslsmduusnmileainlsaiinsudydnansimue
snumifdeatuil egliaunsadndrsmnmesemsld
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wwmeArfunisdndnedtgn Biologic dmiusnuilsafinduguuse
(81 Omalizumab &1 Benralizumab waz#1 Duplilumab)
(anamiedansudyTnans ¥ na 0416.2/2 228 asfull 24 Wwiwieu 2567)

1. quanRvesniuweIula

amuwmma‘ﬁ'ﬁms'[,‘?fméfaaL{']uamuwmmaﬁﬁmmw%’aulumﬁﬁaé’mmz%’nmkﬂ Tnad
u,w*maLaww.,mamuwsuumwa 2 SIS RNnEYNsE L ﬁw%’amsgua%’nmﬂzymumn%’au
_wmw giRnnlsAuay/viennsinen

2. qrusntfvawunndgvinnisinu
2.1 L"fluuwwéﬁﬁmmmﬁlﬁ%’wﬁfqﬁaauﬁ'ﬁﬁmwﬁﬁmiamtmmaaﬂﬂummmasmamﬂsmuw
mudumelanazngdngilsassuumaiumela viagengseanslsagiiu GRVEIER
Tugenumwenunanude 1
2.2 ogsumdmnluildfuneumneangsnnenslsmetuna Tiluuwndfgua famumsine
ua ‘I.vm'smsmssnwwﬂwiswmusuusawlmsn Omalizumab &1 Benralizumab %398
Duplilumab maamamnma‘mwwa’hﬂsuwmqLmumeﬂmt,auma:nnthmwummuma‘ia
wi3e engsunmdlsagdiwi Vil IAutuiinudngiunnsdeste nssudUinm wasnisnmesn
‘lumimﬂuguasuaamqmwmﬂmsswmamuma’lﬂ visoogysuwslsaniiuwimduddeiaoun
WnwSeudwsunsasiaasu

3. inasinsadadelsnauazanuguussvsslsn
3.1 Q’ﬂ'salﬁ%’umﬂﬁﬁlé’aLﬂuisﬂﬁmﬁjgua;mm (severe asthma) wazliarusaniuaueinisld
A1887 inhaled corticosteroid UNge 37U long-acting beta-2 agonist @1 GINA guideline
step 5 aluszeziig » 6 Wou .
3.2 filalilannsamuguennsinld auteladonis deluil
3.2.1 9333 spirometry WU FEV1 snindesay 80 wasuUnd
+ 3.2.2 iweldviatrevmela (intubation) W3e mechanical ventilatory support
3.2.3 f9M3A5UaE195uLs (severe exacerbation) TnegUaedealsl systemic corticosteroid
\isuwih oral prednisolone = 30 mg fiadofusaud 3 SuTuly » 2 a dad
3.2.4 fsyiinslderafivsesdulinfuuseniu (prednisolone) > 10 me sio¥u Andafy
UUAUAIN 30 Ju

4. ndaydinisdndneeten
fUelsniinquusediinausiiadoasumude 3
4.1 aydffinasidnsednen Benralizumab dwiulsafintuguuss wilndledluilaga (severe
eosinophilic asthma) Wdusninsaudunissneniy (add-on maintenance treatment)
Tufthefifiengsoud 18 9 Tulu Tnedideuludaslus]
4.1.1 589U blood eosinophil = 150 cell/pl

4.2 auﬁﬁmstﬁmﬁaﬁﬂm Omalizumab ﬁ’]‘l’ﬁUIiﬂﬁﬂ‘f?UﬁULLﬁx‘l %ﬁmi‘mﬁm (severe al
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4.2.1 fxaueans sensitization e antigen Tag3d skin prick test wa specific IgE
4.2.2 Total Ig Tudon Hsziu 30 - 1500 1U/ml

4.3 aysifin1510n31eA181 Dupilumab damulsafinduguuse viasledluflags (severe
eosinophilic asthma) Mdugnfinsaufunisdnviu (add - on maintenance treatment)
Tums$nunlsanuinasiifedet Tufiheiiflang s 18 T3uly Tneddouladeladonds
Fasigluil
4.3.1 fi5¥6u blood eosinophil > 150 cell/ul wag/vwie fA1 FeNO > 25 ppb
4.3.2 fismsidavtiedniau (Atopic Dermatitis) sgfiuUrunanefegunss waz/vie Te1nns

Fndanaayn (nasal polyp) 1ulsasau

5. daralunasiden
5.1 inuiigntingraquiss
5.2 ogluginssiansss

6. TumELuzin

&1 Biologic Mden MArugfuen ICS/LABA wag LAMA fiffualdsuegifu

6.1 Ra15an¥e1 Omalizumab vum 75 - 375 mg Saldfanila vn 2 - 4 dani InguFuwuin
aaiviin wagsEsu serum IgE

6.2 sl Benralizumab wua 30 me Baldfamds wn 4 dUawi Tu 3 afwsn waendmamiy
Tiyn 8 dUank

6.3 91307181 Dupilumab TugUreeguinnda 18 ¥ Fuly suraerild 300 fadndu
Aalstlnls n 2 fUam
e, Mmatdnaneanen Dupilumab THdnTE 1 By demsldade sndu nsdliduldenndausn
Widinwum 200 fiadnu 2 Wi vise auw 300 fadindu 2 Wiu vie 200 Jadnda was 300 Hadnu
athvay 1 1y
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7.2.1 naeinasuseifiunanisinunseuunsnd 12 duans drunenauauaidanisinu
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Foladonis saeluil
- 9IMsiniuidsunduanas > Seas 50
- aAYUIAEN corticosteroids Filasuusemulalaglivinliennisiaueas
- gnsmuAslandia (asthma symptom control) Adusglusnausiun 1 oglusydu

7.2.2 inasimivssfiunanissnwseudn 2 Wusiuly Wisediuyn 24 duang
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- aAYUIAY corticosteroids ¥liafudssmuld > feuaz 80 wIearursangnen
prednisolone Iaglivinliennisiiaudas
- 19579 spirometry Wa FEV1 agj’lummﬁﬂnﬁ > $apay 80 predicted
bl voliunmdfinisinuduiindeyavesfisaddusvuresumiunsiden wasfundngu
weustlenilumsamsseuauninsiaviseuuamedoussudaiate

8. nasinsngnen Wingneuilefifousddelatonts dsluil
8.1 glimauausssianisinu laud
8.1.1 fallomsfierSudeundusewiarle dnouitsidudsundublanaaiionSeudieutu
reulden
8.1.2 flmmsmunaulsaiiaviln uncontrolled A GINA guideline
8.2 \imnathafissainnsldenuiinguusse
8.3 fUaweglusedu controlled M3 GINA guideline (8ni¥unisnsavay
A1 PEF variability < Sewas 15 igwiesunsu 1 Y wdlvivgaen
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tausdmiuinulaafinvlaguuse 18ngfluige (severe allergic asthma)
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6.2 \nglaviedromela (intubation) e mechanical ventilatory support
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