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(Relapsing Remitting Multiple Sclerosis)
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kuINNANUNITITNT18A81 Rituximab
Fouddlsndafiiasinaslsavudnfiinisnauidud
(Relapsing Remitting Multiple Sclerosis)
(mamfsdensudynane duftgn 7 na 0416.2/2 223 as¥udl 23 wwneu 2567)

1. szuvaydinisidnanedlen
1.1 'lﬁamuw&nmaﬁwﬁaﬁaLLﬁ@mU%LLWWEﬁQ’”ﬂm AN IAne WAZLAVTIITNTSY AENLIBIY
nsuty@nansueumnediadhszuuld
1.2 vesydiAnisiiningA1an Rituximab 91n58UU Neurology immune treatment program
(NITP) Taelvianruneuraameidouwnng §Uie uwazdideyaneasidoanisinumaulusianea
fismun (Protocol RTX - RRMS) Aoumsdadnaen
WUININIASIIREURaRT T A lusEUU NITP Situnsudiraluil
1.2.1 wwddEnwasteyanuiusianeaidvusliasunmdeulummanddniiiluinmusiousd
msdndeen wuudnuinssadoudiusiiuinnsitedtlsn Multiple Sclerosis feiutagiu
wieajUlsyiindeunanisiiiads (official report) niouanndsdioyaluszuy eliszuudedoya
sinludsdninansaumauinisauam (@na.) wazanansadnenliviud
ig9 ﬂiﬂiﬁlﬂlﬁuuuﬁ%ummsLﬁaulu'ﬁ'uﬁnmﬁq*ﬁmﬁa Tuuunvssideululislaneanielu
7 Juvinsiagnags
1.2.3 szuvagdanvisiliounasteyaluluslnaeasionnmunnd asiaaey uazudman1snsvaey
HUsEUU NITP #01UWeUNaa1N5aSURNaN1SA5I9daUInTEuUkasiniitwanasiuls

2. aaaudfivasanIungIuIa

2.1 Wuanmuneuiafiimumdenlunisitade Yaiadnum LLazﬁyux\jﬁmw‘Iiﬂﬁaﬁgﬁaatﬂaalﬁﬁ%
(Multiple Sclerosis)

2.2 aunsonTIIvsedin I merd ULl nat o olufund il

2.3 funndamiszylude 3 fawnsonmausafivenisceunswandunieifaenludunds
SNLEU @upddniay wisauisansiaianisuaaniuld wasawnsnuszdiuan Expanded Disability
Status Scale (EDSS) 16

2.4 ﬁqrﬂam'ﬁ‘mmmméﬁw%’amziamLLa%’ﬂmﬁmumLmin%'auﬁa'mmﬁmmﬂiiﬂuas/ﬁami%’ﬂm
lauA Ussamunmd nususzamunng wagdnuunmnd

3. auauUAvasuwndgionsinu
Wuwnndiderngnldsunidesyiivieydidasnnumeaniluaiviuszamine wienuis
Uszamiven dsfuRanuluaouneruianlasunmseysiflude 2
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4. nuaiaudAnsidngdnesnen
oyfAnisiindedaen Rituximab lulsafadiiaainaslsavainiiinisnduiiudi (Relapsing
Remitting Multiple Sclerosis) Inedlinausinsunnie ol
4.1 lidugthessezgadine (terminally il)!
4.2 ghelisunisesaeiteduindulsadaiiiaainaalsdaiaenms McDonald 2017 (n1AKUIN)
viseldinast McDonald fiusuUgsanan
4.3 foaduffthefdunusinisldensunnde dweluil
4.3.1 fimsnduiliudrvadsadaud 2 adsdullugag 2 B7umn
4.3.2 EDSS flannioundsenmiariiiundsgavine laliu 55
4.3.3 aamsvasgUiglildiinneisuiien (pseudorelapse)
4.4 fUrehinevaussienisinudhenaginlfidunisdenusn wisiiferulunsldonngi
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5. vungkuzLaziIsns e
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wuzn13vien Rituximab u induction therapy fivuin 1,000 Hadnsunavasaidensdi Tutui 1
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WAZIUN 15 9138 375 daansi/NUNHIVDIT1NNEUUILLTUAITINNAT IUaAaannIdUA1asAIe

[=1 s s 3 . u ” o a a  w
Wuan 4 dat wasandulen rituximab Tu maintenance therapy nvu1a 500-1,000 Haansy
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1) nsdifiamnsansavszau CD19 16 winsusu CD19 Tesmittasay 1 amnsaifiusvezrisvesnslden
11NN 6 wauld

2) ﬂitﬁﬁl’é’ﬂ’sElﬂ@’]ﬂ'ﬁifiw?};’lfi‘ameEi’] 6 oy winsududediion Rituximab 91 suludauans
JE6U CD19 fseAuINNNINGesas 1 3o seavu CD19/CD27 annnaseeas 0.05 989 mononuclear
cell Tu 2 Tusn uazunnindesas 0.1 WUdalU awisalien Rituimab Wald 1 ads failluaas
syezan 12 et 1sueiliiu 3 ada (aglaisan induction)

3) nsldenluadausnliiSudednsuds 50 fadndudedalus winldifinenisuioranunsaiy
Snsudlumslieniugn 50 fadnfusadalig nn 30 uid EesuSlumsliogeaaliiiu 400 fadndy
Hodalu)

1) @UAIAINIT84 infusion reaction 91N Rituximab MaSanaunislyien nsdifiinne infusion
reaction 91n# rituximab WivhmsususnsuslumstienBenganslvisniansnnmenansiiven

' faosguzaaVinu (terminally i) wuneds duaslsananie@eliaiusodnwild (ncurable) wagliasotwlidindup iy
(ireversible) FalumnuiiuvawnmdEnun flawndeTinlusssrnandiudu ] >
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6. N15UTTIUITZNININIT5NE
6.1 NM3sUsziiunuUsEandRavaInIsshw
vssiiundrnniifiaeldzuanlusueivangauduiussosna 12 wou laofinevausase
n35nE7 (responder) nanedemunasideladeniadil
6.1.1 Snsnafusamsanaaunnindesas 50
6.1.2 A1 EDSS Aafivioanad
6.1.3 58l3A9N MRI Wsusswinanesutundilasuen fismauseslsnndivioanas
6.2 niUsziliunuauasaie
6.2.1 doumslyien Faslsifinnsndeiiliannsomunuld
6.2.2 1379 CBC wag LFT riaums’l.ﬁmﬁ%gm,lﬁﬂLLazv;ﬂﬂfixadaumﬂﬁmluaauﬁ’ﬂlU
6.2.3 1979 HBsAg, Anti-HBc, Anti-Hepatitis C, Anti-HIV, CXR for TB, stool exam for parasite
noumslien mnesisnunmsindomantsnludadinsnnmsinidovielrentesiuteusumssnu
A881 Rituximab

6.2.4 sywinemiliien Rituximab Widhse Tedyanadn ilemndrsunmeeniionnsuienls

7. WnuAiN1TNE AL
Tfngaen Rituximab ensanudieladenils dutelud
7.1 Wultheszezgaving (terminally il) ,
7.2 fnehineuaussanissnun (non-responder) wadlaiueluruaimaneauudnd uszosnan
12 iou Tnafiinueinsussdiulleudiounsuwasndsldsuen sanasideladontelud
7.2.1 #8nsrnmsilugudddendannnindesay 50 Weutunsulven
7.2.2 flfn EDSS fiindunnnndn 1.0 vdsiinsifiusnainnnia 3 iew wisunnnin 6.0
7.3 fheufjiasnislden
7.4 \iinenslitsussasdneussaulianunsaldensdeld
7.5 sanssi (‘Lﬁg’{ﬂfawqmm‘vﬁaaauﬁ'ﬁamﬂwﬂiwmaam)
7.6 mafndosuus (Wthevgaewieneuiadanmaumiviusseshivasnsovsomennmsaniie
TUWTY)
7.7 fhgviamsinanunanisinu leglifimgnasuaunds Weglunasdtiavesunnd
7.8 lulldedarfiosuuiunia 5 1
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neuain1538ady va4 McDonald criteria 2017 dwsulsa Multiple sclerosis

1. InausifmunmInsganeveseslsn (dissemination in space) e wuseelsaviin T2W 1 2 Tu 4 sumys
Toun

1.1 seelsnfianasudinnsoudesinsadua (periventriculan) sgnstias 1 sau*

1.2 seelsAflaussuiian cortical #3e juxtacortical agloy 1 508

1.3 seelspfiauet U3l infratentorial aghatios 1 508

1.4 seslsaiiludunds Tunwmw Tow sehales 1 5ot

* nsdlfifasenguinndn 50 U vieiitadoiduslsanasnidonanss sauddsalunsy wusli
MTUIRIMMUS periventricular area 11nn1 1 508 wazlitusiusealsaveadulszamnn (optic
nerve)
2. INUFnInuAN1INsEa1esealsaRanan (dissemination in time) wudnwug 1 Tu 2 dnwos Toun

2.1 a1 MR afausnwuseslse wiin Gd+ was non-Gd n¥eufulasauisatuldnseslsaiii
91n15 (symptomatic) wazbifienns (asymptomatic) Taglitiusimameidulssamansniau

2.2 27 MRI finsaaiaanu (follow up) Tngliidrintasinsmesmansia udmuseslsalmiaiia T2w
Waovln Gd+
3. @5291UNWU AQP-4 IgG 83D cell-base assay
4. Wanunsnesugldelsadn ?| 911 SLE, Behcet’s disease, antiphospholipid syndrome 138 lymphoma
Wy



nauginTsUsziiu Kurtzke Expanded Disability Status Scale (EDSS)

[ 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).

(d15-No disability, minimal signs in more than one FS* (more than 1 FS gracle 1).
(2.0 - Minimal disability in one FS (one FS grade 2, others 0 or 1).

L 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 O or 1) or mild disability in three
or four FS (three or four FS grade 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).

d4g0- 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 O or 1), or combination of
lesser grades exceeding limits of previous steps; able to walk without aid or rest some

500 meters.

(Jdas- Fully ambulatery 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.

(d50- 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 alone; up and c;-_mbout
in wheelchair some 12 hours a day; (Usual FS equivalents are combinéfions_vx)ith._

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+).

(d8.0- 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).

(ds5- 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).

(d9.0- Helpless bed patient; can communicate and eat; (Usual FS equivalents are combinations,
mostly erade 4+).

(dos5- Totally helpless bed patient; unable to communicate effectively or eat/swallow;

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

(1 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 Systerns 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.



