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(Relapsing Remitting Multiple Sclerosis)
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wuAMsAINuUAIsinaneanen Rituximab
Foudilsntaiiadinaslsaviinfitinsnduidiug
(Relapsing Remitting Multiple Sclerosis)
(aamiedonsuia@nans daudlgn A na 0416.2/2 223 as¥uil 23 wwreu 2567)

1. szuvaysiinasiinduanen
1.1 Wdenunenuradaideudsmedounnddinu qdin1sinu uaziaviinanssy semieay
finsadin@nanseuneiladszuul
1.2 Wweeyiinisidndred1en Rituximab 91n38UU Neurology immune treatment program
(NITP) Tnelianruneuiaameilouwnngd fUe wasdideyasteazideanisinynulusinnea
fifmun (Protocol RTX - RRMS) Asumsaaindnen
wmensasavdeukazingese sy NITP fdunsudsigluil
1.2.1 LLWﬂéﬂ:{%’ﬂmaa‘b’auﬂamm‘[ﬂﬂmaaﬁﬁmum'lﬁﬂsum:uL‘f‘mu‘l‘umaﬂﬁﬁﬂﬁﬁ’lmﬂmvﬁaqﬁﬁ
naindredien wuudnunesadoududSaiinisitedslsa Multiple Sclerosis Aafudlagiy
viieaguusziandeunan1sitady (official report) wiananadedoyalussuy tel¥issuvdeeya
saludsdhtihasaumnauinsguam (@na.) uwazanansaidnenlavid
1.2.2 nadililduuudiunnssdouluiuiinadstioya Wuuuneszdoululusianeanely
7 Jwihnsuasnagd
1.2.3 spuvazdwnvsulounazdeyalulusinnearonnsumdiniiaaey wasudmansnsIvdey
WusEUU NITP dauwenuiadnansasuranisasivdeuanszuuiazfiniiluenanaiuld
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2.1 Wuagruweruradifieundeulunisitade trdasnw LLa:ﬂﬁquﬁﬂ’]Wi‘iﬂﬁaaLﬁaamaﬁﬂ‘iaﬂ
(Multiple Sclerosis)

2.2 gunsansIvisedmsIInmieaauLimanatemieludundald

2.3 fluwmdnuiiseylute 3 fannsanmesafivenmsseunsweanduiieiiaanlodumnds
Sniau ausedniay wieaursanTIviantsueaiiuld wasausausziuan Expanded Disability
Status Scale (EDSS) 1o

2.4 flypamnsmamsuwsiindesassaguaiinuiamunsndouiioneaiaanlsauasvsemsinu
giwn Uszamunme qursuszamunng wazdnyuwng

3. puantAvaswndgianisinu
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Uszanninen m‘dg‘umm’tuamuwmmamlmum‘saum'lwa 2




4. wnaustaydiinastingdne e
ayilAnasidnaneaien Rituximab 'LuiiﬂuamwaaLﬂaaiﬁa‘wuwum'ﬁﬂauLﬂufm (Relapsing
Remitting Multiple Sclerosis) Imﬂummmmumnma mu
a.1 hiduthessezaaVing (terminally i)'
4.2 fhelasunsanaiiadeindulsadafiiiasinaslsdusnoinst McDonald 2017 (n1ARWIN)
vieldinael McDonald IU5uUsangn
4.3 ﬁmﬁ‘lu@’ﬂaaﬁvﬁ'ﬂmm%mﬂ’ﬁ'mﬂsmﬂ"ﬁa Fastoluil
4.3.1 fnsndudiugvedlsasaud 2 adalulugie 2 Yk
4.3.2 EDSS ﬁmm'ﬁaumé’ammsﬁﬂﬁumzaqmﬁw laitAu 5.5
4.3.3 onsvesthelilaiinnsiduiien (pseudorelapse)
4.4 Q’ﬂwhjmauauaw{ami%'nmﬁ'aﬂmﬂm‘]ﬁﬁlﬁﬂummaﬂanLLin visedidevulunisldennagil
ldifumadenusn wilnsdenldedumadenusniutusaefiieveswrmdiEnm
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Wunan 4 dai wdseniulien rituximab tu maintenance therapy fiwina 500-1,000 fadnu
VNUABALEBAANN 6 Lo n‘amﬁhm‘lumUammnmmia'ffum Rituximab Tuang 375 fadnday/Audiin
Y93519Memheunsuuns
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1) nsdiftannsansiasesiu C019 18 mnssdu CD19 deandndesay 1 annsafiusvesinsueansiden
11NN 6 Lieuls

2) ﬂifﬁﬁﬁﬂaUﬁanﬂwsaﬂwg’nﬁamaum 6 1oy mnsndudelen Rituximab 91 Suiufousns
sEAU CD19 fhsgduninnindegas 1 v5e sedu CD19/CD27 annninsesag 0.05 U84 mononuclear
cell Ty 2 Jusn wazannninfosas 0.1 uddalu anunsalvon Rituximab Wald 1 ada Maifludae
sepsnan 12 dewiu Wsueliiiu 3 ads (aglisan induction)

3) nslderlundansnliiSudesasnd 50 fadnfusedalus winliinernsuierasnsoia
Snsnglunslientugn 50 fiadndusedalig wn 30 wiit @nsualunsliengeaaliiiiu 400 fiadniu
sadalan)

4) @8UamENNTIeY infusion reaction 91nEN Rituximab NnATareunislien nsalitiinme infusion
reaction neN rituximab Whinsususasidlunsiiewiovganistisndansnnuenasiiven
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6. N15UTLAUTENINNITINY
6.1 NMsUIENUAUUSEANSHATRINITSNE ,
a ar PR vas = [V P v '
Usafiundsniigiaelasuanlurunaimnzauuanlussesnan 12 wou lnernneuduene
33N (responder) wunefannunausideladeniisnall
6.1.1 dnsnsiudimsanasunnniniesas 50
' ai
6.1.2 A1 EDSS Asnvisoanad
P ' ' @ o Y v P o oA
6.1.3 58815910 MRI Wguszninansuiundalasuen fivnnuseslsananusoanad
6.2 nsUszEiuauAulasnie
6.2.1 Aoumslien dodlsifinnsAndeiliannsamunyld
6.2.2 9539 CBC Uaz LFT nsun1siienisusniazynassnounmsivenluseudaly
6.2.3 979 HBsAg, Anti-HBc, Anti-Hepatitis C, Anti-HIV, CXR for TB, stool exam for parasite
Aoumslen mnasanumsaadswaitdandudadinssnunnsindevisevientasiunsusumssnm
A2887 Rituximab
' o P 5 v o = | ! = v 9w
6.2.4 sewinensten Rituximab TihseYadyanadn Wesmnngtheumesriionsuienlo
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1 " . A I %) & w0 o
Toivgaen Rituximab Wensianudeladenils Awaluil
7.1 Lﬂuwﬂdﬂi“maﬂma (terminally ill)
s Nﬂwlumauaummamﬁnm (non-responder) waﬂmuaﬂu‘ummwmu'lvamt,a'amuiuamaw
12 oy Tnefinainisusadiuudoudisuneuwasvaslaiuen dannsieladentselud
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NAMANUIN
WN09in1531988 ¥89 McDonald criteria 2017 d15ulsa Multiple sclerosis

1. nnismusmsnszaneveaseelsa (dissemination in space) fle wuseelsauiin T2W # 2 Tu 4 fuis
Toun

1.1 seulsafiauasuinaseutedinsiatad (periventricular) agnaiay 1 sou*

1.2 saelsnTiaueaudiin cortical w38 juxtacortical atatles 1 508

1.3 saglsAfiauss ULl infratentorial agaatfes 1 o8

1.4 seelsafiludumda Tunw T2w aghaties 1 500

* nadifigfiasengunnnds 50 U vieilteduidudlsanaemdenaues saufislsalunsy wuzidli
fsausiumia periventricular area 3nnin 1 o8 wazlidususeslsaveadulszamen (optic
nerve)
2. InaEinMuANIINSEAteseelsaniana (dissemination in time) wudnueuz 1 lu 2 dnwug laun

2.1 nm MR afsusnwuseslse oiin Gd+ uas non-Gd wieufulnsannsaifuldnaseslsaiil
91715 (symptomatic) wazliflenn1s (asymptomatic) Ingbitusmnmusidulssamanoniay

2.2 W MRl finsaafaau (follow up) Taglisnintiasinsaanisnsne udmusealsalusduiin T2W
wioviln Gd+
3. a51alainy AQP-4 1¢G #1838 cell-base assay
4. bignansassuneldidhelsadu 9 87 SLE, Behcet's disease, antiphospholipid syndrome %38 lymphoma
sy




1nNugIN15Us2IEY 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., erade 1).

(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 erade 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.

(das- 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.

(1 50- 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).

55 - 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).

(1 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+).

(L1 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 anqlgl_oout
in wheelchair some 12 hours a day; (Usual FS equivalents are conj_bin'ét__i_c‘)ns _yﬁi%h-.\\

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




(1 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 erade 4+).

[ 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).

[ 8.5 - 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).

[ 9.0- Helpless bed patient; can cornmunicate and eat; (Usual FS equivalents are combinations,

mostly grade 4+).

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

(Usual FS equivalents are combinations, almost all gracle 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 Systemns 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.



