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Rituximab

(Relapsing Remitting Multiple Sclerosis) 

(inJMifaSirnsmSfi^nfm vi n« 0416.2/1 223 fwfuyi 23 uitnirn 2567)

1 . w u t i a ^ i i l m i w f i a n a p i n a n

1.2 H n a a ’UU^miiwn^nEJRien Rituximab a im ^U U  Neurology immune treatment program 

(NiTP) I(»iaH aoiy<«aTU'iafi<mKi\3otiiinyiej wibe 

vlmvmfl (Protocol RTX - RRMS) rifmn'figkunfhtn

waUj&ffnunan:ramYimj?ni?^mw (ana.) uasanimniflnanKvruvi

1.2.2 n^wvilulilittiiii^nitiniiiJitiiiiaiitu^vInfdwa^almy'UPTf-ssttjti'uttilil'sIwfteaRiejt'u 

7 lu w n m a sn rsM

1.2.3 ^iJw^a^ii^isi'utj'uuasl’ajjaMiiil^naawann^iiriYiawsRiisaaai) uasu&wamwntiaati 

fliUTsub NITP aoTU’WEniiiaaniniofuwanTs^naaaiJ^iniKumiaKfijj'HiflmananitnuM

2. nfuasj'uaD8'3atmjv<0Tuna

2.1 ttltiafnuvifjiiJiainflpmwtNiaultini^'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 vila a iu Tjn yin ^w m iD a ^i^tiH  uaijan^iimhsuj'ufh Expanded Disability

Status Scale (EDSS) M
2.4 C u n a in w ^n ,isuv|iviti,MV<faiiBti3i%kisfn,ti'it1(yv!iumn^atjviaitiBKinsit)intifiua$;/vi1ani'3fn<y i 

Muri ibsaimivwB quTnbsanviuvivia uasan^unvitj

3. fjtuajnjwua^u.'WYnawtinm-ifnwn
tfliiuviviam^tJQiiiqi^lm'uvi'u^SaQ'uijmvila'^iij^'JBinutjvisjannluaitfitliiJaiviiviti'i v la q tm

u.tnvn^miw^aaauuaswnaitiHnonlins’ut} n itp  Cw^atiw-idelilu

\
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4. inw^a^jjwnniiimqnafl'itn

eujjflnnsiunanufhtn Rituximab T,utifijja«i'waai«a0li3ii,oi4«vlijn'i‘5fiauifi'u«'i (Relapsing

Remitting Multiple Sclerosis) iwumntwimTjyjnTO ef-ru

4.1 tm ih ifib u is u ^w in u  (terminally ill)1

4 .2  McDonald 2 0 1 7  ( m w t n n )1*
viialmncuw McDonald

4 .3 .1  f jm in f lm t iu « > u a 4 T iR w m «  2 m ^ w liJ U i't b 'a  2 tS v im tiin

4 .3 .2  E D S S  ^ a o « t i s t J W & 0l O l i f ! l t l w f ^ f i y i 1ti tijirlu  5.5
4.3.3 anniiiJO^^aMmnpi/in'ignniliJWOSJ (pseudorelapse)

4 .4  | t 5 i e y M a t j ^ i j 0 4 ^ 0 n i i i n « l f d B a 3 n :« ^ O m € t f l ;w i 4 i l 8 f i u .i f i  v i i e S l e M i u t i i n 'r i t f o ’tn fim l 

Yftmlwmiaaniiin wuniiisanHawitiuvin^iaanuinwmjficiEj^'u^'oe^uyivirj^fnw

5. tjtnfitnmitistlnufitnsni^lwj'i

UUKihmiWan Rituximab In  induction therapy vniim  1,000 C a a n fjj^via sm la w m  Itiiuvi 1 

tta»fuvl 15 Vila 375 fiaanfw/^^SdiiQ'Stn-sn'ttivnj'jyifltiwo'S'i'iiujwi vn4vmamaafl$inftj0nvfas*t<! 

oilman 4 aiMnw vm^nnmiWan rituximab tu maintenance therapy vtaim 500-1,000 Caansii 

vnwaafiiaaa^TMn 6 iHoti nitu^aittim JtiatlSnfiijnwHai Rituximab turning 375 jjaanfjj/^'u'wwi 

i ia d n w n u v i b u i t l u w n i n s u jm
wunuivm

1) miuvisiniJiiEiwid^smj CD19la Minisj^ru CD19 liaarrhiaum; 1 antmmmmsusvhroa^nnVi*«n 

month 6 im \M

2) nic4wi)ia2a'innitti,u‘8nfiay‘j0iiai 6 taau ttonmiflufla-sHan Rituximab <oo m a lw a m n s

is m j  CD19 nTSswunnniiiatiHij 1 Vila ismt CD19/CD27 m nfrM auss 0.05 mononuclear 

cell Vu 2 tluin uasmnnshfeuas 0.1 einininMtn Rituximab w u M  1 fils rh iflu im

isasnm 12 wfawtfu HfoaiUiinu 3 (leiuUmu induction)

3) 50 mn\mn«eonoiui£enmiramviii

arm!ilunTslvffyn?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 m wnSfm s infusion 

reaction annuo rituximab Hv?nnni\Jioa^iniHtjnniHanvil8vqfinntHuT#3PiinifflnjJtaniin?mntjun

1 wil-jingotiiRWiEJ (terminally ill) winafU fvtitill«vn-Jmsi«ljjfmmnfmsiH (incurable) ttfls'Uianiiwrni'itstMUwBvimlu 
(irreversible) 4)l\jrvnm4une.iuntfij4sn*n wv)'itj«ê ti?i«nluiJ!tisoai8ulu



6. nn ithtum isw ^nniffm 'i

6 , i  n i i x l i « t t l t J « i y i i i * ^ v i e w p i 0 ^ n i ,5fn'fcfi
i)^tujuvtM0nn^y\]'3fjlmijyilii*i)t4n«v!iviui»ffi)iAa'nflvi<}»0Kn{ii 12 iHeti Iwj^vwBijfiiJB-JWB 

m sfm n (responder) vJJiBfl-wimntu^folfl^avtuiwu

6.1.1 a?mri'mfl,u^ifniara<i3Jinfniif88as 50

6.1.2 fin EDSS wvmifciwafl

6.1.3 la yb fm n  MR) wsiJi«v!ni<}ri0iimjwa4Wij0n Cj^itmneBlifiwvtvsIaa^^

6 .2 f m i J i s m u ^ T U f m m J a a w P B
6.2.1 rioum ilwn

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

riaumiMfm Minwinari-uniifiBLfBivia'iu^'iiiliifianMnniinwn'ii^fii^avilaHo'i'Oain'uriotiiiiiniiiriw'i

OT001 Rituximab

6.2.4 isvminntWen Rituximab Hiiliisinatytyiaravi wB^inw iliBui^iyoi^fleim iuTOiM

7. infti^mivitjwoi

t w j« § n  Rituximab mweltid

7.1 tfiuwOiBlsBsaewiB (terminally ill)

7.2 y\li«'ljj»8'Uliti0-a00miff!W (non-responder) 'M^lwfuwnt'uiiinfivlimnsfnJtts'iifl'UlsBSLiai

12 ilati IwBllLntyinniitJisiCitJiiJlytJLWBtjrieTjliasw&'lmtjel wintuwMfifovi&fistiJ^

7.2.13J€0inniiitlwivimW8i0-3ijnnnini06as 50 WBummatMon

7.2.2 flfh EDSS mm)5mnnn'h 1.0 w & flm iiflw im nn'n 3 twau vilemnnin 6.0

7.3 JtomJjjjiasnnsMitn

it t .
7.5 (Nrt«jn (iMwthyviEJBynviisoa^fhfifiiii'flun'iiBKTOa^)

7.6 m ipim ^iiu in  (tvw{li0V!^08nv!i0P0ti!ni‘Bi0ini0unii,wtiis8s“bJtJ0B0fi6Vil0vii8iainm'5W0L^B 

|liLL14)
7.7 wt!iEJ*uiBfmw0fnuwBmifn'»n Uotwwiwwamifiufn's Maolwaew^ia^uyivitf

7.8 'bjlwiwBLUB'jii'ruin'um'n 5 li
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im w m n

mfU^niiiCiaatJ Da'? McDonald criteria 2017 fhwTubfi Multiple sclerosis

1. mtuiin'ivruwniimsianaDa^aabfl (dissemination in space) m  mjsatilwDtlw T2W vi 2 tu 4 enumw

M u r i
1.1 satibpt^jjawInano'UDa'j'Lni'jauB'? (periventricular) aemuaej l ib o *

1.2 saobfiraiia^olniu cortical v ia  juxtacortical adiitfoti 1 sat)

1.3 laabfwmjsi o ln w  infratentorial omvu&ti 1 iaa

1.4 laEibfivlDmivat Damn T2W aditiiaa 1 ise

* rmuvwilpaa'itluinn'ii 501) viladttotfmfl^bfiwaamSBWJiiJa’J iiu M s ftU a n iii u n s tliH  

vanifuiwnuvnJ'? periventricular area m n rm  1 100 ua!jliJ‘uiJi7iiisoIiflD04iautii£fmi«i (optic 

nerve)

2. imuVinivu^fmmsrtnaiaabfipii^i'iai (dissemination in time) wtmmrtus 1 \u 2 anwys Xmn

2.1 mvi MRi «i4U‘5nmj^aab« iruw Gd+ uas non-Gd v1aiinubaanjjiinTi\jMv4,5aaIiP!!vCl 

aim? (symptomatic) uatsUiSaimi (asymptomatic) babJmi^iijmiKCrttttJ^JJSivwiani.atJ

2.2 pun MRI YjsRnnwiwiii (follow up)bo’UjmnflDi4vi4D0«m,5m'30 uaiwiiiBabfllvuDtiei T2W 

vrfoDifo Gd+

3. wnaUmii AQP-4 IgG m a il celt-base assay

4. UimuiiaoB'UloMmobfia'U l  srw  SLE, Behcet's disease, antiphospholipid syndrome vrfs lymphoma

tfiu m j



Kurtzke Expanded Disability Status Scale (EDSS)

□  o.o - 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).

□  1,5 - No disability, minimal signs in more than one FS* (more than 1 FS 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 0 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.

Q  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 combinations with
/  s''

more than one FS 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+X

G 8.0 - 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 8.5 - Essentially restricted to bed much of day; has some effective use of armfeX retains some 

self-care functions; (Usual FS equivalents are combinations, generally 4+ in several systems).

G 9.0 - Helpless bed patient; can communicate and eat; {Usual F$ equivalents are combinations, 

mostly grade 4+X

G 9.5 - 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: 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(ll): 1444-52.

2. Haber A, LaRocca NG. eds. Minimal Record of Disability for multiple sclerosis. New York: 

National Multiple Sclerosis Society; 1985.


