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«t(‘vlen#l i i/mfjep

tlou nlaVin'sivi*3 asufl gm "miaavna t.a'tnsmi yanantimT esmiuii yainnwyaatlitawivu
u A ya°Tuiamiamt4"aTU'ia fija'3wm’33i6nT3

ahaaa vmaaaniiimmina'ia vi HR 0" b.b /i o@d® aaiim bd stmmj b(£bb

aamiaimm LonvnanVnjmiainaiafinm Rituximab “aii*"iRajaSwaatfiaal*aw'Qw'afIniinmjt.ilwi

(Relapsing Remitting Multiple Sclerosis)

enuvmraayia'MM mwijqj*nan"II'nnvi'uwvtaninaiVimaimna'iea'nfnwvianij'iaanviTU
vhona”balanamjl.llbxenv' wamnly"MaTvnljflnHa'lea\f namian Rituximab thsmausfoa
4 d
IlRu"bajaasqa ~a aarl*im Ylllkatjauaasrlann"fnwflaoen'w Lm'u tiaailaaaVua\jann. nglfvu
Witinfi "tait Autoimmune myositis ufifl necrotizing autmmrrlnune myopathy Tifltainbsaiviafua'U
v i
ilafavilijflaaatiaTOaBnaifiaiaofl iia”"Rajau.aai'uai.mia"'smfS'au.asls)Ja-uaua-apiaanaiwtJiiaaR
TaoaaiymanijnaaKfIaaaniCitm"aavammiwvitJW\qin'i'afn'ten \(ﬁibti uasa'a"aqjaenijt'ib'walaa
vimmiaTujnj'tj Neurology immune treatment program, NITP ma”aamjlkiinmtn vila'uaonaa'ia
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rmiunmtn vhna”avmflfmputn fllmtnvnavwmyallmIflla|jO||V|3jnaannn|s1tjquaT3an|'U(|;|
(onmiwibabflOaTiajyaaalia aaylwm inaifi*aavmijmittnsmi biologic agents uaKfiaadisjvma
miifmitfotjm Rituximab anui*naaviKt'ua' U'tja"aanamimnplioiliiiisaij"namlapi atij) uaaAmQnana
i F a i l & & i Mi d
pnanl u”jjijm’ unanaw"-apnm'WTMa'I'unalvn'U u wijavisujaitniaimmaia®ma ufntn Rituximab
mSmunnusimnwnimjaanfl amu n"Ha'i*nan'j*aai.il'ul'iJ*nsjilatil'UTOaa"'Mnnvi'UR woscnimti
itjnanaahnvmin'fimiM ua”Hi€nWilinuaViii*niij'u'tyfinaiamviti?i mt

nimjqgj@na’'NvmSanuai 'tjanatm walviwilitilyii'urmintnyitJTU'ia”nupmjliviJjiKajj
amiin aasaafiflaaanbnn”“iwimaaimiTOnvianiivia'tnl) flams aiMa'nsnapnupmijt'Uinw”n d
rsiPimh (®) uaKTsiaaaa awaii@S3nanqg'w”"nnil'ua'MiniiLnaTnaniifnw'riNynina vi.P.. b"en
uasmtnfommeisj Bsuftn*uuwwanalfimmuyatjaTmaannipua”im”ms'wrarmfia'a aaivrufm
tiftJiliaviantnw niiii'unaiapihfnwiwa'itJiaahVii'uwiJianayliRviia”sj'U'utl'siaianvi iaaiiilwaaHmvm
anHanya*a I"anaviit"mii'tfa'u-all'uni'jitjnaiyH'ian Rituximab aivif'aniiin'wnliPiajafiiviaai.Raalia'ti

- ~
wflwflminamtiwri (Relapsing remitting multiple sclerosis; RRMS) 1uismj NITP tNiawwfhviW)
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stodfUinfoe

Rituximab

(Relapsing Remitting Multiple Sclerosis)
(inJMifaSirnsmSfi*nfm Vi n« 0416.2/1 223 fwfuyi 23 uitnirn 2567)

1. wutia*iilmiwfianapinan

1.2 HnaaUUmiiwn"nEJRien Rituximab aim”~"UU Neurology immune treatment program
(NiTP) I(»riaHaoiy<aTU'iafi<mKi\3otiiinyiej] wibe
vimvmfl (Protocol RTX - RRMS) rifmn'figkunfhtn

u.tnvn"miw”aaauuaswnaitiHnonlins’ut} NiITP Cw atiw-idelilu

waUj&ffnunan:ramYimj?ni?"mw (ana.) uasanimnifinanKvruvi

1.2.2 n*wvilulilittiiii*nitiniiiJitiiiiaiitu”vinfdwa”almy'UPTf-ssttjti'uttilil'slwfteaRiejt'u
7luwnmasnrsM

1.2.3 "iJwMariitisi'utj'uuaslajjaMiiil®naawann”iiriYiawsRiisaaai) uasu&wamwntiaati

fliUTsub NITP aoTUWEniiiaaniniofuwanTs"naaaiJ"iniKumiaKfijj'HiflmananitnuM

2. nfuasj'uaD8'3atmjv<0Tuna

21 ttitiafnuvifjiiJiainflpmwtNiaultini®*'u~QO tjTUwfmn uas”y aitniitiflaJawi*aatflaa"S'S
(Multiple Sclerosis)

2.2 animamTitmlaa®”iamYirinanauudwanaiJBJViMiJ&JYm”"

2.3 Jju'wviijfnuviis”lvi'wa 3 tfanimnwrjaibsujuannn“aamswa”nanmtjamnwannto&iwa*
arnau ajjQ48miru vilaaiuTjnyin*wmiDa”i*tiH uaijan”iimhsuj'ufh Expanded Disability
Status Scale (EDSS) M

2.4 Cunainw "n jsuvijvitiMV<faiiBti3i%kisfnti'itl(yvliiumn"atjviaitiBKinsit)intifiua$;/vilani'3fny i

Muri ibsaimivwB quTnbsanviuvivia uasan"unvitj

3. fjtuajnjwua™u."'WYnawtinm-ifnwn
tfliiuviviam"tJQiiiqi*"Im'uvi'u"SaQ'uijmvila' iij*'JBinutjvisjannluaitfitliiJaiviiviti'i viaqtm



4. inwMa’‘jjwnniiimgnafl'itn

eujjfinnsiunanufhtn Rituximab T,utifijja«i'waai«a0li3iioid«lijn'iSfiauifi'ui (Relapsing
Remitting Multiple Sclerosis) iwumntwimTjyjnTO efru

41 tmihifibuisu”winu (terminally ill)1

4.2 ¥ McDonald 2017 (mwtnnl

viialmncuw McDonald

4.3.1 fiminfimtive>uadTiRwmae 2 m wlilUi'th’'a 2 tSvimtiin
4.3.2 EDSS “aoutistUW &ol0 Lif!Itiw f~ fiy it tifirlu 5.5
4.3.3 anniiiJOMaMmnpi/in'ignniliJWO0SJ (pseudorelapse)
a4 [toieyMatj*ijod~0niiinuifdBa3nua*0m Ctiiw 4118 flu.ifi viieSleM iutiin'ritfo’tnfiml

Yftmlwmiaaniiin wuniiisanHawitiuvin*iaanuinwmjficiEj*"'u*'oe”uyivirj*fnw

5. tjtnfitnmitistinufitnsni*lwj'i

UUKihmiWan Rituximab In induction therapy vniim 1000 Caanfjj*viasmlawm Itiiuvi 1
tta»fuvl 15 Vila 375 fiaanfw/""SdiiQ'Stn-sn'ttivnj'jyifitiwo'S'i'liujwi vndvmamaafi$inftjOnvfas*t<!
oilman 4 aiMnw vm”“"nnmiWan rituximab tu maintenance therapy vtaim 500-1,000 Caansii
vnwaafiiaaa”"TMn 6 iHoti nitu~aittimJtiatiSnfiijnwHai Rituximab turning 375 jjaanfjj/"'u'wwi
iladnwnuvibuitluwninsujm

wunuivm

1) miuvisinilJiiEiwid"smj CD19la Minisj*ru CD19 liaarrhiaum; 1 antmmmmsusvhroa”nnVi*«n
month 6 im\M

2) nic4wi)ia2a'innittiy8nfiayjOiiai 6 taau ttonmiflufla-sHan Rituximab <comalwamns

iIsmJ CD19 nTSswunnniiiatiHij 1 Vila ismt CD19/CD27 mnfrMauss 0.05 mononuclear

cell Vu 2 tluin uasmnnshfeuas 0.1 einininMtn Rituximab wuM 1 fils rhifluim
isasnm 12 wfawtfu HfoaiUiinu 3 (leiuUmu induction)
3) 50 mn\mn«eonoiuifenmiramviii

armlilunTsivffyn?wen 50 fiaanTwaintm yin 30 tn$ (awiiti*ttim”~Haia-ta"'Uiin'u 400 fiaanfu
w'sintm)
4) fie'UEnjjaimiDa'3 infusion reaction annua Rituximab wnnf-iriawoitwuo mwnSfms infusion

reaction annuo rituximab Hv?nnni\Jioa”iniHtjnniHanvil8vqfinntHuT#3PiiniffinjJtaniin?mntjun

1wiljingotiiRWIE) (tenrinally ill) winafU fvtitilln-Jmsi<jjfmmnfmsiH (incurable) tiis'Uianiiwmi'itstMlUwBvimiu
(iweversiblie) ) \jrmmAune.iuntfijdsn*n w) i« " tiZinluitisoaiSulu



6. nnithtumisw”nniffm'i

i) tujuvtMOnn”y\]'3fjimijyilii*i)t4n«v!iviui-ffi)iAa'nflvij» 0Kn{ii 12 iHeti Iwj*vwBijfiiJB-JWB
msfmn (responder) vlJiBfl-wimntu~folfl*avtuiwu

6.11 a?mri'mflutifniara<i3linfniif88as 50

6.1.2 fin EDSS wvmifciwafl

6.1.3 laybfmn MR) wsiJi«v!ni<}riOiimjwa4Wijon Cj*itmneBlifiwvtvslaa™"

6.2 fmiJismu*TUfmmJlaawPB

6.2.1 rioumilwn

6.2.2 prm CBC Lias LFT riattnniHyifiiiuinuasvififif-jfiaiifiiilviBnluiBiJoViliJ

6.2.3 w m HBsAg, Anti-HBc, Anti-Hepatitis C, Anti-HIV, CXR for TB, stool exam for parasite
OToo1 Rituximab

6.2.4 isvminntWen Rituximab Hiiliisinatytyiaravi wB”inwiliBui®iyoi*fleimiuTOiM

7. infti*mivitjwoi
tw j«§ n Rituximab mweltid
7.1 tfiuwOiBlsBsaewiB (terminally ill)
7.2 y\li<'ljj»8'Uliti0-a00miff!W (non-responder) 'M"lwfuwnt'uiiinfiviimnsfnltts'iifl'UlsBSLiai
12 ilati IwBliLntyinniit)isiCitJiiJlytJLWBtjrieTjliasw&'Imtjel wintuwMfifovi&fistiJ”
7.2.13J€0inniiitlwivimW8i0-3ijnnnini06as 50 WBummatMon
7.2.2 fifh EDSS mm)5mnnn'h 10 w&fimiiflwimnn'n 3 twau vilemnnin 6.0
7.3 JtomlJjjjiasnnsMitn
it t.
7.5 (Nrtjn (iMwthyviEJBynviisoa” fhfifiiii'flun'iiBKTOa")
7.6 mipim“iiuin (tvw{lioOV!*08nv!iOPOti!niBi0iniO0uniiwtiis8shJUOBOfi6VilOvii8iainm'5SWOL"B
(L4
7.7 wtiiE)J*uiBfmwOfnuwBmifn'»n Uotwwiwwamifiufn's Maolwaew”ia™uyivitf

7.8 'bjlwiwBLUB'jii'ruin'um'n 5 li



imwmn

mfU"niiiCiaat) Da'? McDonald criteria 2017 fhwTubfi Multiple sclerosis

1 mtuiin'ivruwniimsianaDaaabfl (dissemination in space) m mjsatilwDtlw T2W v 2tu 4 enumw
Muri

11 satibpt®jjawlnano'UDa'j'Lni'jauB'? (periventricular) aemuaej | 1B0*

12 saobfiraiia™olniu cortical via juxtacortical adiitfoti 1 sat)

13 laabfwmjsi olnw infratentorial omvu&ti 1iaa

14 laEibfiviDmivat Damn T2W aditiiaa lise

* rmuvwilpaa'itluinn'ii 501) viladttotfmfl"bfiwaamSBWIJiiJal iiuM sftUaniii unstliH
vanifuiwnuvn)'? periventricular area mnrm 1100 ualjliJuilJiZiiisolifIDO4iautii£Efmi« (optic
nerve)
2. imuVinivu*fmmsrtnaiaabfipii®i'iai (dissemination in time) wtmmrtus 1\u 2 anwys Xmn

21 mvi MRi «<i4USnmj"aab« iruw Gd+ uas non-Gd vliaiinubaanjjiinTi\jMv4 5aaliP2vCl
aim? (symptomatic) uatsUiSaimi (asymptomatic) babJmitiijmiKCrttttJ*JJSivwiani.at)

2.2 pUN MVRI YjsRnnwiwiii (follow up)bo UjmnflDi4vi4D0«m 5m'30 uaiwiiiBabfllvuDtiei T2W
vrfoDifo Gd+
3. wnaUmii AQP-4 IgG m ail celt-base assay
4. UimuiiaoB'UloMmobfia'U | srw SLE, Behcet's disease, antiphospholipid syndrome vrfs lymphoma
tiumj



Kurtzke Expanded Disability Status Scale (EDSS)

0.0 - Normal neurological exam (all grade 0 in all Functional System (FS) scores*).
1.0 - No disability, minimal signs in one FS* (i.e., grade 1).

15 - No disability, minimal signs in more than one FS* (more than 1FS grade 1)
2.0 - Minimal disability in one FS (one FS grade 2, others 0 or 1).

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

3.0 - Moderate disability in one FS (one FS grade 3 others 0 or 1) or mild disability in three
or four FS (three or four FS grade 2, others 0 or 1) though fully ambulatory.

3,5 - 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 O or 1),

4,0 - 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 some
500 meters.

4.5 - 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.

5.0 - 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).

5.5 - 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+).

6.5 - Constant bilateral assistance (canes, crutches, 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 atone; up and about
in wheelchair some 12 hours a day; (Usual FS equivalents are combinast'i,ons with

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



o 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+X

G so- 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 grade 4+ in
several systems).

G s5- Essentially restricted to bed much of day; has some effective use of anmmfeX retains some
self-care functions; (Usual FS equivalents are combinations, generally 4+ in several systems).

G 90 - Helpless bed patient; can communicate and eat; {Usual F$ equivalents are combinations,
mostly grade 4+X

G 95- Totally helpless bed patient; unable to communicate effectively or eat/swallow;

(Usual F5 equivalents are combinations, almost all grade 4+X
G 10.0 - Death due to MS.
* Excludes cerebral function grade 1

Note 1: 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(ll): 1444-52.
2. Haber A, LaRocca NG. eds. Minimal Record of Disability for multiple sclerosis. New York:

National Multiple Sclerosis Society; 1985.



