106CDR05023_ 0000000 O00TBSFO
LI S
TR PR R A TR

¥ & & : TBSF Human Immunoglobulin for Intravenous Use
& ¢ human immunoglobulin
¥4
FESLRY CRIXBEFRFLF O FHOBP | OAN GFF 62 FRHMEE A
B kA EEY o BB AL AR T TBSF Human Immunoglobulin for
Intravenous | 2. % i 3t #4k-% J1 i ¥ (Guillain-Barre syndrome, GBS) % -
TR
AWARELE XY rRELS G N RA-T R EEI R AFEL R ERRE
T EZFHRFEEE e BEZRZEGRIR IR EARSITRE 0 RGP
Mg Rt 5T 2
£ N

IR FRAHER Rk

(1) %4 £~ CADTH - ;2 PBAC ~ & B NICE ~ & # ## SMC % ﬁﬁfﬁf&'ﬁ v 4~ B

43 “immunoglobulin® > T AFEEZRPE AFPMZ FTET LY o
(2) ER K> B 4~ B F Y @]ﬂéi&:iiﬁﬁf?*”ﬁ} oo f F IVIG 7%
Bt pMER S FRFE AR TRAR Y RE S § F s BT B o

LA e 2 Bttt o A £ X A A BT i:&%ﬁ”@l&%g#z FME 0 A EFIT
B IVIG Y g~ #F 22 TREAMISRER(FELR)LE- BT
FoRoRE oo EREEMNP L2 E- &R .
() EFAR 2/ Z R AAMNIE BHTd BRI N AL R H >
WirgAzk g § £~@%ﬁaﬁ}pm%mﬁ%mﬁu%’fﬁﬁﬁ%ﬁﬁﬁ
FED GHAER I A IVIG BEE D L ERST IR AR R BAEA (b
BB S A ) AT R R ER (AR - ) B aE 2 ek
BB TRE FE LR A LR AR E G E o - 2 e e E Rl ko g
AATEERAEFR S e o

%ﬁ;

2. BT PAEF B

B d A GBS A fUTT EH AP RRAFETHS £HEL GBS B
Ao dedk feAd e 23 MBS IVIG s o RIE AR R i&%npﬂﬁamwk°

! MERE G ﬁ@m-&fiﬁ, #‘}‘w ghig * £00 5 3 10%:0t b & R A kA Ep o FREMOLE T L NF EY
i-oRLFEIS R FERFEAEE FOLAS I W& 2 30T 5 Commercial Medicines Unit 8 = § § #
P R WE R AR ;w ‘m&:)ﬁ—g FoAr A LB B Sl s E =ARHIVIG BEFRFZL - o
/Hfr&;;;/m I RATE 536 LY -

1/43



106CDR05023_0 0000000 0OOTBSFO
PBZ A FEL %Y
FRPHEFRRDA 2 TA

E A IVIG S A RAPE 0 AR IVIG R £ R RS T
Lo iR iEi GBSW4‘+Tﬁﬁ‘-&%%‘5“ﬂfﬁﬁ&ﬂ7 BFHLE
B AR Up A DA R 2% IVIG B # s GBS 32§ il S &2
—o&{»#%%%“@&ﬁﬁﬁiﬁk’aﬁ%IWG%%ﬁa@i%@%?
n ]J%_%.#’/%‘é °

4%“‘8\3- NI

3. 1% WA 54 4 ¢ (American Academy of Neurology, AAN) & #74p 51(2015
W) ER

(1) IVIG # 3¢ & & fe k-2 flk i Fop 4 ok a0 & % sisi (Level A)» * 3324 5
LR % s (Level U)o e 80 35 5 TR FEFILG 0 AT IVIG ¥ ot S E o
Aen Sk A A R A IVIG n o BLA S

Qﬂwegﬁiﬁaﬁm1@wsﬁﬁ-?ﬁ@é%<mw%*ﬁﬂwd&°

(3) BT EfE F H s IVIG gr,glﬁugz, ;9_-@35 ; ﬁ?ﬁ?ﬁim] % 4 (Level U) -

4) B #itt A LB R FH L ¥ L@ N e IVIG A £ 2 3% (Level U) -

EFRFREE FIEH RS {HILHBRTER

A& F107 £ 67 iR B L REE ¢ Rith o g?i‘«‘é’;ﬁpﬁpiﬁx
FETE o (RN A FRA 5 F IR AT G e R B2 [?5 CE s AR %q%g
HEH AT AR IR« AF LR RA S RS 24PN Y R 25 GBS &
A;[I;g&%?ivi'v)g‘f::%i MRl R R pEAEEE ER Y IVIG s GBS m[}% .
X5 163 A (MY XA H R RBmEE £ 1264 > REFENITA) BE A
FEREENS 3500 F A0 w wdef R B LR TR R R
Mgy i s & 1,700 § ~ o

/\%‘rﬁ'dé./)izp * 1337 f, 3#5% 316 = GBS % & £ 3%

2/43



106CDR05023_ 0000000 O00TBSFO

- ‘;Etg‘

- g %i(GuiIIain-Barre syndrome) Z_p %8 &£ & & st A & k%
o M- B EFEER 0 f iR Bae DR RIS R 4 S R
B R FERAT L.Eﬁn‘b 17 FIRE ~ 5 o 28 e X FIER o do ko g 4 ;’1 A
ABORTRFEFEF cEEER/M o EAFESFL R RIRFT 0 H T B

etk fLR G HDieR S 3 3 LAD SRR LRI - LAD R
i g :Pfc & ks (plasmapheresis) 14 2 #F % 3 8¢ 4L F IR F-v (mtravenous
immunoglobulin, IVIG) o % 3 45 = B éi‘ﬁ:),% AR fEgE A U E ] Bl
WL RERLS PR SHIERE R FELS GFEFE
¥5 % WA 58 F ¢ (American Academy of Neurology, AAN) & &7 edp 51(2015 # 5%
[1])&E 3 -

1 IVIG # % & e fath- g i 35 4 o e 3 % s (Level A) > # 2032 3
T 4 g & i (Level U) » e & > 35 F Tk %Eﬁa;& v ZATIVIG * 2t =
oA iR Sk B8 TZE A IVIG s R E e o

2. IVIG & & % AT RS k- R [’ia Loy s R > 3V (Level B) o

3. B HPmES s IVIG é’ﬁﬁrp“E" i;:},%: s FHEFALM 2 A (Level U) »

4 p iR AP HEFAAHE T LE D B iE 5 IVIG H £ 2 3% (Level U) -

?%&ﬁ%éuﬁ%%w%zﬁ~@%;%w?#?%%éi%%M@gk
L RAEEY 3 #%iﬂg A% 4B Tk F=9 T TBSF Human Immunoglobulln for
Intravenous ; 2. % fjfv? Guillain-Barre Jg i 3#i0 % — % » 27 M 5+ -

AREE g trchr TR R s 0 2 2007 E A G
B oz ﬁm4\L%@+ xi%@wc&¢mmwi¢wlm@5ﬁa,%i
AT EF I G THEF AAMT S 8415 B B R g Bk

1. 1gG e ik i * %

WR#LAS 2
WEE S SR TP FIE P P S

gywaxi gy

B iEike B LB B il B 'A**ri*"*Hifﬂ}ﬁ@T&ﬁ?%iE%Jjﬂﬁi¢ﬁ%i
v¢ﬁ&(wmjf'hﬁjf%@* AERERE CTRER 2 ARPLY ®a1km”,’g%ﬁgk%ﬁﬁ

o TEBE B P BEBEREZ AP F ) % 1+ graft versus host disease |~ " fg},?s Afg b B TF gy
'z';'?%"ﬂnhz_?: g BN e
G I FREEP LD EFT R gL R WA A RERG A Ay B A EI(20%)  F B AR

@;TTHL%@%?iﬁﬁiiéﬁiﬂiiﬂﬁﬁﬂzﬁph

3/43



gh‘i 'F‘\?“\'

106CDR05023_ 0000000 O00TBSFO

(1) /% M ] 4k 5 ]“i*,’iuﬁfi(lTP) BA N LS LI ITP B G &
FooEAEE T LR ] R

(2) # &8 ¥ A 7

(3) "M s

(4)Guillain-Barre j iz ¥ o

AN AEFEF A FeEL Y T R EISR > AFE LR
HT EZFHETHREE e BE 2 W BRI XA TR
PR T EEN S

4/43



106CDR05023_ 0000000 O00TBSFO

SR GG
L 3R FRPHETREFLLEHER
(1) CADTH/pCODRI[3-5]

2017 # 5 % 17 p » & CADTH #® F[3] > 7 xéE » Mt F
“immunoglobulin” > # 2%’15' 86 % F Al o drk #&Fa,?’ﬁi—} { %,
“immunoglobulin Guillain Barre” & - B| A &% iz e T4 o 15

SREF 86 LEMEEEREL i»ak,sp\/\i PERE-H

B o Hﬂmf—g » & 7 immunoglobulin # 8 @ B s s GRE R

R/ E RIS ok ﬁ;f];‘j_ﬁjpus\l AACF L ITEE AR Y A7 P2 3R

Wi

(5

Bied xRN SR d e 2yl

+ & & PRF% ¢ « (Canadian Blood Service, CBS)[4] | £ —TF% B
HHLFLFESIRRRTEERRSR | Fre R
A BN e g ¢ "‘f N L O Q EFER
# o pw > CBS f § %43 7 “transfusable products” -~
plasma protein products” ~ “diagnostic services” ~ “stem

cells” -~ “Cord Blood Bank” -~ “organ and tissue donation and

-

transplantation” % -

w gk T

o~
-

£

N

o

g 1w

aﬁﬁt
?51\%:

B2 2% » CBS ?5374‘35 £W7ﬂ—/l>’f‘k‘§ﬁ‘§lr¥" E{’é"ﬁ/%?\:
ER R m#’\”‘ BRE R LFUSLEF A
43 o 35 CBS 2013/2014 = ¥ 7% 3= i 3% 4 (Performance
Reviews)" » 4%} 5 # G 3-v % 5-(plasma protein products)  CBS + %
"g' ,chx,:'—ﬁ?: Ho, ,’éfﬁ;}fiﬁv = .g V=N j\;%' 21 “g" I ;\1;:3,.?. ﬁg[5] °
EREHIT A IVIG R * FRE S E o TR EARM IR
R (FE ) H AT

(2) PBAC[6-9]

2017 # 5 * 18 p » # PBS (The Pharmaceutical Benefits Scheme) 4
F[6] > 7 44> M43 “immunoglobulin” » ¥ A & ¥ iz FAL -

g R R g AU SEEssLF/344F 0 “B.C. Provincial Blood Coordinating Office (PBCO)” ~ “Alberta Blood
Coordinating Program” ~ “Saskatchewan, Transfusion Medicine” -~ “Manitoba, Best Blood” ~ “Ontario Regional Blood
Coordinating Network (ORBCoN)” ~ “Nova Scotia Provincial Blood Coordinating Program” ~ “Newfoundland and Labrador
Provincial Blood Coordinating Program”[4] -

Y P CBS ¥ o 2002 & ¢ 2013 & B nESEGHL o

5/43


http://www.pbco.ca/
http://www.health.alberta.ca/services/blood-program.html
http://www.health.alberta.ca/services/blood-program.html
http://www.saskatchewan.ca/government/health-care-administration-and-provider-resources/treatment-procedures-and-guidelines/blood-and-blood-borne-illness/transfusion-medicine
http://bestbloodmanitoba.ca/
http://transfusionontario.org/
http://transfusionontario.org/
http://novascotia.ca/dhw/nspbcp/
http://www.health.gov.nl.ca/health/bloodservices/
http://www.health.gov.nl.ca/health/bloodservices/

106CDR05023_0 0000000 00TBSFO
AR A FEEAHKT
FR PR LM TR

dod B 0 R A VRT3 E > S~ M4EF “immunoglobulin”
e £ EE 38T L FHL e g,%‘ g el 43 5 “immunoglobulin guillain
barre” > RIE®E 167 L FAl o GEF S FTHEHERFERF - £ A
FIRiE R ﬂ\‘;‘%;&#r‘ﬁéaiﬁ% °

*ﬁw’ﬁn&WM@ﬁM%dﬁiﬁwa’W?Jﬁﬁgﬂ
[7](Nat|0nal Blood Authority, NBS) 5t — # # = &%t éﬁf o 3o R

B RTAGRA R P ORPL N X R FE S LR
p T2 o 199 B Fut % 5 % (National Blood Agreement) » 51+ I ]
Foi et A s, LW LEER LT 6% ¢ L
dy 0 37%¢ & N/E R s R f (9] ¢

NBS # 2012 & = f; 2 PRI b2 TR R L4E[8] 0 2
Hoge T ¥ 8/ F 5 A[10](lg Governance) 2. B ATF A LB 0 A
M Established Therapeutic Role | ~ " Emerging Therapeutic Role | -
" Exceptional Circumstances Only ;~" Not Supported | % = + %7 4 5
v RGP o RAR-T g 1 #¥(GBS) ik 7] f [ Established
Therapeutic Role ; i& * » 72 % 3t IVIG @ fr2 2 jpdfy (8% g0 o
A2 Gk € R[] 5 s o

EEAL2 AL & At e dn 280 L H? A
FRd CSL =724 &2 #9184 % 2k 39 %A Intragam P
(plasma derived — domestic) i # % 3g/50ml 186.79 ;£ % ~ 12g/200ml
747.15 8% > oA ZE Y G5 1] -

(3) NICE[12-16]

2017 # 5 " 17 p > & NICE # F[12] > 5 L& » M & F
“immunoglobulin” > £ & 87 I Fil o ﬁr% X G
“immunoglobulin Guillain Barre” & > R AEF iz T4l o FiFiE
B 87 S FHLBAEAER G LAY B FHE- SR

°"'T#”ﬁ=\'%‘ P RBEARFT A BLFL

l"”‘

,Lir"eil B % 5= % (National Health Service, NHS) % 7. & » S P iox

"R R ATk F9 F R ¢ 23+ % (National Demand Management
Programme for Immunoglobulin) | % F [13] - 12453%3 4% = £ 2. 2015
#3 2016 # R OL BTk Ry fcip B4R L [14]  EIp AN LG 2 F

ks AR 2007 £ 10 Lpdsier 2 -

6/43



106CDR05023_ 0000000 O00TBSFO
M AR E S L%
%%%ﬁ?%ﬁ?%i?%

Lo ke Bacdh o B NHS BRIk Bd chd o XN

AR MR B - A TR 2k PR T AT
Y R ARERAELRL A CAAMBHR Y RS EARRY X
ORGSR e AR 2 A T RAR-T fIE R HE ) A
B IVIG i * i g2 B B Boimd o

(4) SMC[17]
2017 & 5 % 17 p > @R wE S £ B ¢ (Scottish Medicines

Consortium).?,@?[l?] N “immunoglobulin” L EWT
FTHROEY TR s3] AN RE

\M

2. THFFHLAPM 2 praoF

(1) %22

~3F 4 * 2248 %F Cochrane Libary/PubMed/Embase & + 3 B 2. = /& 3P 4
5] PICOS fasdoF 5 » TiH G L AN ERITELHGIERET 2 )?5

¥ (population) ~ ;5% = £ (intervention ) ~ F »c ¥ & LL—} ( comparator ) ~ F »xif
24tk (outcome) % #7733+ 2 ;2 (study design) > H 3#F if & FIZ 4o

. ES 4.
Population AR
Guillain Barre jg i # 5 4 ©

Po g

Intervention immunoglobulin
Comparator A K T
Outcome AR T

Study design | (1) A SR T R iR g 2 T gk
(2) TRk SR R -

% pe + it 2. PICOS - i% iF Cochrane Library/PubMed/Embase % ~ /?L"Fﬂii )

6r AR R YRR PTE1 % 2 TR A 3T Joint United Kingdom (UK) Blood Transfusion and Tissue Transplantation Services
Professional Advisory Committee(JPAC)[15] » H ph 7 &2 TERR A A v F g =3 F | 242 TR AR I ok
@*ﬁ“ﬂﬂjﬁk’ﬁﬁ¥%§°ﬁﬁiiiﬁi}Bﬁﬁ?%iEi%%ﬂiﬁﬁ}ﬂiéﬁ%@*%ﬁm?}
FoORRRE A2 R R EAPM GBI R AR TR RS A kAT o

7/43



106CDR05023_ 0000000 O00TBSFO

E’j@/fA%g%—% ﬁ%?“"“
PR AR LA LT

2017 # 5% 18 p » » (immunoglobulin) #ii i & MégF HFF 430177 &
2% HOF oksE L ez
(2) x5

A. Cochrane Library

% Cochrane Library P g F,«M;;t;*c “immunoglobulin” fg » 1®
| 10,537 £ FAL o 4% BB 4EF 5 “immunoglobulin guillain
4L A ’z;x—a%? 2012 % 2017 & % -

% Cochrane Review 12 2 21 § Tk i85 5547

ey

‘F ::

T EEEL TRBEERRN 0 £1 3 A1, 19] 5 Ay
P AFHERE 92 B [20-25]R0 S5 § 81 4 40 M A it
BRI

% % %A Cochrane Library s~ )I?w}%ze L R Pl Rt e }I%
TRESEFT Y B R TR RRGA Y o

B. PubMed

& PubMed 3 F - 4~ M4t F “immunoglobulin” [EIRNE
841,781 T FEH - F BeEF 25 “immunoglobulin guillain
barre” > F - HER VT F H % 5 A - MEFEANITT T2
I e FEWORRL S & R AT AT Y k0 00 R AR ER o )T Y
(comparatlve study) Pl sl R 16 3421 & Tl o SR & T
EAERELEH 25 3 K26, 27] % mwvﬁwap/aﬁg/;*fwg@
fre A (28, 29];;;1 FHR oL BT R M - B R - g
Hooe B AZFY LA ¢~ & Cochrane Library 0% 5 % £ 4F

[21, 24]%
B2 4 PubMed 1= 1,%4%'& W Lpora ks jgk‘r)il‘pflffe,
ERYFY 0 ME S RARHRIOI R o

C. EMBASE

% EMBASE % > 4 » M43 “immunoglobulin” & > % % 3]
841,781 & F 4L o ¥ M 4 F B :x 5 “immunoglobulin guillain
barre” » T iE- H VP LA T B2 LM zgktwéplﬁfug A

TR RERMLTED 5 B G ER ARR  ER

8/43



106CDR05023_ 0000000 O00TBSFO

ME R R -

TP e RIW D] 27 LA - 48 AR
7,\‘:_‘:'5,{:'31‘ %g] ]'—J-\bh’
m

R M)
AR TR - R T f—‘ﬁ;
Cochrane L|brary o PubMed 3% 3 % £ 4 /gk o hr¥ HdEFH P
LI FEANTIESFTH ?« 5 A #E 2 ¥ PR 3 5% (controlled
clinical trial) » 7 &7 27 £ F#! - G L TR S HE L B
Fypor - R [30]F7 34 ¢ 4 & & ﬁ%ﬁ’w#%ﬂﬁfiipx;
3 7 & ~ & Cochrane Library = PubMed #% & % & 4f ¢~ }I% o

KNS EMBASEmv)EH;%’zH&E? N S it L

T EHEE RS
A-41 4 8 A 3k 36 %t TGuillain-Barre i i3 pt - A 4L A

1¥r
. Cochrane Library ~ PubMed £ Embase % % + ?‘1" B o5 ova
“immunoglobulin® % i & B4EF > HEFFTH GG A S nER
P AITT B2 kMR FRW RIS G A AT TR SRR A Y R £
E#® 115 “‘?1‘ c GWERTITHEHEFLEF > SAF R 2
FoRHER R ALY R AR 2 R AR R B Y 0
a;ﬁﬁtg—ﬁ%ﬁ

& 13 j ¥ jt# o 25 Cochrane Review £ = 4 & b > H 404
ﬁv%ﬂmﬁ FRESEEARF LG ERE AT G RS
F\@%Llﬁg?[ﬁ%“ ’17_5_'_”‘——%[26]@[)9\ ;»#3;%%\30

F’Eﬂﬁj F\ ?7 'Eﬁ,_é:.;}’%_t LKF{ I‘]’é’j‘%\-— o zrq» xJ— j‘\:;‘-" _J_\' FE..j ljzé
BrlT s A s )l%;&—vgﬁ%p GRS AL
25 &E’?Fé&%@féi;ﬁﬁfﬁ;wé}]%&%ﬁgﬂfé E R R

BN

‘}‘E‘ o

e = 4 GBS

- RAE M2 K5 400 2014 3 2016 & Bk sk e e A
2 E AT 2012 1 2014 E W AMpRR T 0 U E - B A
2016 & 734 § & -

B i BAR A ¥ 2 =t g0 Cochrane Review 2 i f2 3] » 2 & F
TLAATRTHE 30 B0Y RRADVET AL ST

8 g s .

9/43



106CDR05023_0 0000000 0OOTBSFO
LR B
PR AR LA R A

Q’y%ﬁ@ﬁéiﬁa’%%av%ﬁﬁmﬁw|wew%’ﬂ%
AR ik RO iR ?iﬁlﬁﬁiﬁ?%«m#ﬁ}’a o A A E EIL 5 VIG g
J\p_#%\iﬁﬂﬁ"fﬂi |V|G/r)§‘)~\=$ﬂ4}’$’*g At ’D‘g"/r'%‘

Arz A BRI RAT Y 0 T2 E TR E - P w2 TRk
WHRLZ R A AR B R RRD g ik 37
FAT3 A2 B> T3z g s 5302 404K kB L EFT %
B d - o miEEE- ke srto

‘%%%*ZM6EiPﬁ§%Q’iQEﬁAO&&gﬁAﬁiﬁ
EHSIVIG IR 2 3 Ay A ek o (T REF T B 55
BERALE 0 F iRy ICER B3 K 535 %% B IVIG %& gi
L&A eE 2 GBS inBiE » w B H 0T FH G ES o g -
4%**ﬁ¥ Pn R S5 4k o

GBS

a‘ .
B
4y
I\
[t

- ML E R NF B 432014 3 2016 E B ek m']“}?)*%‘?"féﬁ
- R A0 2016 E R AT Y 0 M E - B AT 2015 FE A
TEHFE -

£

B ﬁ%,fﬁ..“fu]é‘_?‘);%‘}"éﬁi\‘-ffa WiEI P AT AN RETEER
AR B ERAPTETRS RS L PR
RATEPER R IVIG 2 i s GBS 323 dnfh > %2 — o
oSG BR e B o %I IVIGIHR®D o LY
B B R

—\

|

“ﬁ%@ﬁp*%%ﬁﬁ%&ﬁéJW;WWG 5 iR
E o ¥ d £ R AN GBS 23 oy 0 BT E > Mend AP
iT o

\

- h# A3 2015 £ Rt € 4E & 0 A& §F IR 51 = % 5 GBS 7%

S Mt BR R T g 536 ik R .

O o pwmBEie  j AR GRS e F o BRFS ML B RGH) BER  RERL -

U RELY 3 R B R RO IVIG 5 3 (S .&‘;*&E%)’ ARAL B LR B HE IVIG ok
1T 0 A B EERRE IVIG IR T TR A RRPER -

12 fé:"t‘ Er1T o
Mfrmz;»;vg 1391 f; 7% 316 = GBS %4 £ 38 -

TAE IVIG 2(0.2g/kg/d)# + AR IVIG 2(04g/kg/d) » & s 4 H @ HHILT X 0 KPS AR SR (X5

methylprednisolone » 20mg/kg/d > i@ = % 2 (505 ¢ R prednisone > 1.5mg/kgld - * F A F (S o AR IE bR (LA

e___Ll’F*q’°

10/43



106CDR05023_ 0000000 O00TBSFO
HBFER G
TR ARG A L TR

L0 AAER A IR IVIG Ak R H B S o B K E o IVIG R
iy T g jjf,%_#f; LiE o

AE2 D TR RHEF RS LR ¥ 4 GBS 14 fag
$ALR PR ET R HHEE GBS 4 0 ek i ks P B
E

A WVIG i5% > A H /ﬁaz‘ﬁfﬁf‘?ﬁ}iﬁ"t’ﬂ_ ]\ﬁ_#ﬁ'%ﬁ‘u#ﬁﬂ-" o} A F
e IVIG & n ]\E#ﬁ%m#gr"r"rﬂk; IVIG /55 % Féi" 25
?;;;{mgr,. o ainRiZE GBS 4 o e iﬁi&im*"? A
AapEa®, 1 Mo A PR RATR R 2Z3R M IVIG R 2
% GBS szﬁ_m,p-),%: F2- o A FEF R R B2
70 %A IVIG s ’z@i{@f%’*fi:]%ﬁﬁ%% °

3. @ L TG A)

Bk CBILPEEREEL Y WL L TR B2 5 2 R g
FHEH2006# 90 29p :EFRFL v - pouE DA
ErMDEF TR >

SN

SALIRFE G At o 2 g TR UpspodE 2
ERNN il AN E ARG B SR LA SN S
WP e SR RAEGIEFTHRPN G T TERAATH N TER
Tedt i R An B 5~ Ti o Guillain-Barre s i 3 2 Ap B~ R
MW R L8 ATk v F9% 6485 % Guillain-Barre g iz 32 i
BiEReEHRE 5 F éfuﬂg o PPN R AP P RFER
Y E R

GERFSRERBELFTRE > J T ZBRLE R H itk

(1) #IEHEZRDD BE > pfradfe sz d = Frw
ﬁéﬁﬂﬁ%%@ﬁ » TF“J’E iéféi"é;’é»#ﬁ SRS S

(@) “?%55 W“%—?‘:4vwﬁ% TR T
F‘” N T AR EFEEF L kR 2 IVIG o
W2 iR M f oo § R AP e R R Hae kA I’fv,—,'

A AR 0T RA Y 536 K o
© 45 ey R f % 13 9% o sk 316 1= GBS 7% £ 3 -

11/43



106CDR05023_0 000000000 TBSFO
A A FESERY <
FRA PRI L A LR

i elis 3R iﬁf%’_#ﬁqdﬁgkﬁvLevel Biz# -

dNE e B AR e g Rt 18 Ei AR ks
oo AR ERM G Y é;(AAN)M”Trﬁ# 51(2012 & % % > 2015
& £ FEeuR[1])E R 2 IVIG # 20 = & Rk JLE iR Fop A e R ih
FHE M‘yug(LeveI A) > FRIZE A E S sl (Level U)
e f q;rrf;yc-f,%gmw; o Ho IVIG # * = 5 & chajnsfyy & 2%
&4 2@@&IWGm%mﬁﬂnw

R EAN N e LW R JIJ:FTA i Bk s
FIERY IVIG ,“ ;¥ GBS,p-)%“‘ EEE R Ry %qurrfﬂ’ e
Eor- RE 2 FEFTHILT LN -FHESHLT L AR GBS
F g &

g

zi&ﬁﬁvf%wﬂ ‘\*%bk’*l}‘?]{?#ﬁ*ffipizi ek 2t
fir AR LT ETRERP T R A {58
W o

(3) é;‘?iiféﬁkﬁégﬁviig SRS -
* g é%ﬁ?i@&ﬁ%?%?
GuHIam-Barre T iE 2 4m Fa;??/*’cg e (%ﬁ“\‘*{
2o o~EE W ORI A KE LR TR R BRI
TEGEZ EERGELHRT -

ik ’x#ﬁﬁfz? A
Gl =B TSR
&wﬁéﬂ?ﬁh’”
+&| ;K Guillain-Barre

’

RSN F 0 F T A BB 2 A

A ERFIEERY LT EAAN BFE P P) S mMAH LPF R
¢ 7 (EFNS » 2008 & % %)~ ¥ BB % i %% (NHS » 2008 £ 4%) ~
BB Rt R A E B (NBA- 2012 & 05) % #ﬁ%ﬁﬁ N ENTR 3p 5l3E
R OTARRY AEB Lo FE R
g iy nE IV LA A LT 7 2 0 2t s /J «ur}Q){%:}ﬁ%ﬁﬁ
ST N 2 (AR )R/ E AR R o AP E SR S R B TR
TREIRARESZ (IPH)R/E 2

IS

B. @%*ﬁw71m”mﬁwm%ﬁ HA(%26F) § TR
IE‘ I" ﬂ"’)ﬁ) 7}\:'_'11‘56}‘:;%_0

Voaek PR REL AR TR L S Y REFRARTRA R FEET R RLFR RARR LR PR 0

i GBS g 4 ¥ o 42 IVIGHE R B $eip Ry vt bl S ¥ Ap M dicdy > Hoed 2 & S i o

18 ‘iﬁ]‘iﬂs‘:}fiﬁ]‘ﬁi* B s p A st EL*TIJF%\;.%@]\%@@]\:&”@Q

12/43



106CDR05023_0 0000000 0OOTBSFO
M L FFE LR
FRPPFRR A LA

(@ PRHpEFFTEMmE - 4 WY P FREP AT AR GBS s
IVIG z % B iai o2 — @ BEEGELT @
(off-labeling use) -

iE 2R —"Ff iz HEFTH 0 & % 2 £ K Local Coverage
Determination (LCD) 2014 & @l » 123 — Foup < 3 &3
2m4ﬁmvﬂ%£’uaﬂraﬁﬁwawﬂ%w ATk Bed
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- (Pharmaceuticals and Medical Devices Agency, PMDA) % . -
EEMFTHEE > CAFERMEGT R -

%

(b) RHFEFFHMEEREP 25 A% GBS i IVIG 2 + 3
Pa w2 - 0 B E ST H AT b i@ # (off-labeling use) » 2
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(1) PBAC (&)

2017 £ 57 18 pAeF RN EF L L Hixa4 B € (Pharmaceutical Benefits
Advisory Committee, PBAC) = B 4 7 » ¥ A % JE #-¥F intravenous immunoglobulin
(IVIG) * »% Guillain-Barré syndrome =4p i 573" 5 3F 2

(2) NICE (#5)

2017 # 5 % 18 p #F & WKW 7t B T RE 5 4887 7 2 (National Institute
for Health and Care Excellence » NICE) =B % F > ¥ A % JE 4%t intravenous
immunoglobulin (IVIG) * »* Guillain-Barré syndrome #4p i & FGE L 3R 2 -

(3) CADTH/pCODR (4r £ %)

2017 # 5% 18 piF 4 £ L T HLZ Pﬁl%yfijiflnf{;&ﬁ;(%nadlan Agency
for Drug and Technologies in Health - CADTH) %  Z % % % (Common Drug
Review » CDR) 2B & F » ¥ & & £ 4 % intravenous immunoglobulin (IVIG) *
*+ Guillain-Barré syndrome =ifp B (57T G 35 2

(4) SMC (& )

2017 # 57 18 p F it W%+ £ B ¢ (Scottish Medicines Consortium,
SMC) =B » & A & JE 4% intravenous immunoglobulin (IVIG) #*
Guillain-Barré syndrome 4p B (& 73T 5 35 2

2. R FHLAM 2 Jx

~3F 2 * v 48F CRD/INAHTA/Cochrane/PubMed/Embase & + it 2. = 2
M e
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T 5 PICOS i 2d0F i5it » TF S L A RITELGiFET 2 P A
¥ (population) ~ ;5% > ;= (intervention) ~ & »c4f P& 5 (comparator ) ~ & % ip)
ik (outcome) % #= 3 -2 > 2 (study design) > H & i it FI@ 4o @

Population 4 »~ i% & @ Guillain-Barré syndrome
#%MP3

Intervention intravenous immunoglobulin or IVIG

Comparator £

Outcome # 14

Study design (((cost-effectiveness analysis) OR cost-utility analysis)
OR cost-benefit analysis) OR cost-minimization analysis

% P+ it 2 PICOS: i i CRD/INAHTA/Cochrane/PubMed/Embase % < }I?v?‘
FLE >+ 2017 & 5% 18 p » 12 intravenous immunoglobulin~Guillain-Barré syndrome
Bh BAET I FHOF o HOF vk s

gy i HEF Leg 3 TR R FHOF 120 &4 B3 PubMed # & 4 & - Embase
Eﬁﬂﬁéﬁoﬁﬁﬁﬂiéﬁﬁxﬁaﬁgia’ﬁﬁmgp*,w;w@
f & 3% F-o 1 st &| (intravenous immunoglobulin, IVIG) £ < J¢ & # (plasma
exchange, PE) * *v?-;;;:/% Guillain-Barré syndrome (GBS) hiv% » # ¢ & 2 =
e v PR AIFEER S ERF TREDY RIS AROF SR
[32] o r17F eyt m EM'H”" PESRFERN

Winters % £ [33]+* # IVIG £ & ]\g_%:frﬁtrr% g % Guillain-Barré Syndrome
Tt £ b oeha A F 247 o 1345 American Academy of Neurology 4, 7 [34] > IVIG
B ’J\'%_#;ﬁ ﬁﬁﬁiéﬂé‘#ﬁiﬁ‘f @ AU ?‘if’%*‘@?% B fE Rl N RS E AR
T e X A F L E[18] Xa > FLIVIG &7 Jpf o § g nSeE s i
B o FR gt RS LS S N Ak E o A R B A A A4S
( Cost-minimization analysis, CMA ) » H 4p R 3K 5 (1) 7 =X Jf:giﬁ
xR IVIG %],3_ (2) Bk BT oM E 5 T0kg o T i J\p_%xfr WP ¥R
gl )4 80:20 (~ /1‘140 ml/kg > 4p % >t i * 5% Human serum albumin %
14,000 ml ™2 = = 7 K ﬁﬁ%’_#&r’v’ﬂr}%ﬁ) (3) B&= =% i 'I\»%'_#:%-}éf}%‘ s B g0
g%’-@ﬁ’}ﬁ"‘-ﬁ%’ %’? (4) B3 7 IVIG £ ’&{L'I\E:ﬁém'r%i’(m&iﬁl?
P A Y M AR T RS ITRS (B) BRS BEHISRT F R
SRR ARIT > FIM Al B AR E o BT F 5B K IRAE A > Center for
Medicare and Medicaid Services (CMS) 12 % Clinical Practice Expense Panel
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e ;;;ngjzﬁ BRABHL Bl BT AL REFRTESR T i
EF o CRMRT ) A Al 2SN R B o e B R AR $
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Booinf™ 385 10 e i % s 3 4 (40-50mbskg @ % 43 8 )7 =i
*IVIG (04gm/kg i * T % ) 7Tixsdpdlle; &> 6 - i@+ o R ey
TrES G 6L 0 @ IVIG feipdlep ~ B 5 45491 & o ApB -7 it X
FEFRARRY CLRFY CRZFIVIGER T EF U2 M d A
TARFRE MR ENFT T LI R RARDFRF I F R 2R E
g B oo SR 0 APEdER o H TG R got ki o e 3 g agt)
MFOLR o0 BREF D6 IVIG T B o R e R
PEHIE o b B miﬁf%_#ﬁ? B HHEREBRN LA EEREDL T
FART IVIG S L i E 4wt
MAFAR S &G HHRET o2 R ieS3 4 TR 5 1,000,448 &~ (#
B % 529,931 <) IVIG =] 5 552,798 =~ 5 @ & m’;b)j‘gm'f—t’l ARES 3L
Ty 5 310,318 & (R £ 5 133,800 &) IVIG =T i57c % 5 328,827
A (MR L 5 139,384 )0 gt oh i@ % BeE e g B B B 0 dB RO A ]éq*m[’%
REBEf - BERF ’”ﬁ"ik#“"ﬂgmwlbﬁﬁ » 814,037 ~ (% £ 5
413512 < )5 Ak i¢ * chA TyofcH 5 205482 ~ (4 £ 5 135,062 & ) T3
B Al ek |G R A kR *’ﬁwﬁﬂfrf % & (time-to-plateau) ¥z B
o AYTEET 0 FH{ 4o X D BT F €M 4 5 10,507 & o 245 it
P:g *;ﬁﬁn’ @ % IVIG jnii GBS i & » FIA L B g gp 11 2 1 % wf X g 04 cags 4 g
Do ¥ PR B FIH G RITR 0 ® IVIG & 3 R Ao E g g o

=,

TR GREEE RS i) sk

BTAR LR EF L2 BRER o - K ¥ o477 [35]5 2003 1 2008 &
BEVE T o % B A4y (cost-mlnlmlzation analysis, CMA ) » 3+ & s
K 7= § = & (direct medical costs) > 7 % = albumin £ IVIG § * > ¥ £ f sl
'?r?* MR GRRFR SRR R KRR R R
¥ % 605885 % ~ (¥ % :1,701.78) @ i& * IVIG /p}%‘f’% -7 & 18,344.57
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2B FHIVIGERPE R ¥ it 2 3BT qRhkB% s bl4cF i b F 1
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AFP ERHEMMPEMDOCBS L o HRATI 4P RY 32 60 JER e
Foo F X aukAr 13 15 B ;”M*’ﬁ » ¥ ¥ i * 4% Human serum albumin
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BBl R A .é’*uljfc Bt s 4 o
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F%ﬁwﬁﬁﬁﬁﬁﬁ°ﬁ¢%%3ﬂ%”ﬁﬁ%i‘&”1w%@*%
i,)LaxA\p_&M7|€?%?’y—yF]]p,TT_Ec)'i_q._ﬂc ﬁ93003mo

(5) = J(_E."}“%#Brﬁg‘/r")% LTI ]\Eﬁ /fxeﬁ_pg)% LNE G IR A
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Guillain—Barré syndrome (GBS)
Conditions for which IVig has an established therapeutic role.

* Guillain—Bame syndrome

» GBS and its variants with significant disability and progression.

Clear evidence of benefit (Category 1)

GBS is the commonest cause of acute flaccid paralysis in the West. The syndrome
typically presents with rapidly progressive, relatively symmetrical ascending limb
weakness consistent with a polyradiculoneuropathy and often with associated
cranial nerve involvement. Maotor signs and symptoms usuzlly predominate over
sensory signs and symptoms. Loss of tendon reflexes ocours in most cases. Major
complications include respiratory failure and autonomic dysfunction.

The disease is monophasic, reaching its nadir usually within two weeks, although
arbitrary definition accepts a limit of four weeks. A plateau phase of variable
duration follows the nadir before gradual recovery. Although recovery is generally
good or complete in the majority of patients, persistent disability has been
reported to ocour in about 20% and death in 4 to 15% of patients.

Intravenous immunoglobulin {Vig) has been shown to have the same efficacy as
plasma exchange. The choice is based on availability, practicality, convenience,
cost, and ease or safety of administration (Asia—Pacific IVlg Advisory Group).

Investigations
There is no biclogical marker for GBS. It is diagnosed by clinical recognition of
rapidly evelving paralysis with areflexia. Investigations include the following:

# Cerebrospinal fluid (C5F) protein elevation, although the level may be normal
in the first two weeks of illness. The CSF white cell count may rise transienitly,
but a sustained pleocytosis suggests an alternative diagnosis or assodation
with an underlying illness (e.g. human immunodeficiency virus, HIV).

» Elecrrophysiclogical studies may show changes after the first or second week
of the illness, induding conduction block, conduction slowing or
abnormalities in F waves.

One systematic review of nine randomised controlled trials (RCTs) of moderate
quality found 1Vig hastened recovery in adults with GBS to the same degree as
plasma exchange (Biotext 2004).

One low-quality RCT with a small sample size (n = 21), in which the randomisation
of patients to the [Vig treatment group was skewed, was identified. Children who
received IVlg treatment showed earlier signs of improvement, and disability
scores were lower at four weeks than the placebo group (Frommer and Madronio
2006).
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= Significant disability cbjectively measured by GBS Disability Grade.
R
# Bulbar or autonomic features of GBS variant with significant disability

AND

# [Disease progression.

Review is not mandated for this indication however the following criteria may
be useful in assessing the effectiveness of therapy.

Clinical effectiveness of g therapy may be demonstrated by:

+ [mprovement in disability at four weeks after Ig treatment as assessed
by the GBS Disability Grade.
0 — healthy state
1—minor symptoms and capable of running
2 —able to walk 10 metres or more without assistance but unable to run
3 —able to walk 10 metres across an open space with help
4 — bedridden or chairbound
5 —requiring assisted ventilation for at least part of the day
6—dead

= Dose-2 gfkgin 2 to 5 divided doses.

Approximately 10% of patients relapse, which may require a second treatment
with IVlg. A second dose must only be on the advice of and after assessment
by a Neurologist.

Refer to the current product information sheet for further information.
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e~ FRIBROLA TR Bod TR R 4R 2 [13, 15]

1 G dv 7% 28 H 3213

Blue
Priority - High Priority - Medium

Clinician completes immunoglobulin request form

Automatic AP Immunoglobulin Assessment Panel (IAP) review
approval Signed off by Trust immunoglobulin designated person
Retrospective sign off *

Red

by Trust immuno- Approved Approved Not approved
globulin designated

person Individual funding

I request process

All applications for immunoglobulin to be registered on the immunoglobulin database (accepted or declined)

l ¢ Approved Not Approved ¢
Immunoglobulin given / funding released Immunoglobulin not given / funding denied

2. UGB IR B0 i M [15]

High-priority (‘red’) indications for intravenous immunoglobulin — an adequate evidence base and

potentially life-saving[15]

Primary and secondary Primary immunodeficiencies

antibody deficiency states Thymoma with immunodeficiency

HSC transplant in primary immunodeficiencies
Specific antibody deficiency

Haematology Alloimmune thrombocytopenia

(feto-maternal/neonatal)

Haemolytic disease of the newborn

Idiopathic thrombocytopenic purpura (ITP) — acute and persistent

Neurology Chronic inflammatory demyelinating polyradiculoneuropathy (acute)
Guillain—Barré syndrome

Paraprotein-associated demyelinating neuropathy

Others Kawasaki disease
Toxic epidermal necrolysis

‘Blue’ indications for intravenous immunoglobulin — a reasonable evidence base but other treatment

options are available[15]
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Primary and secondary
antibody deficiency states

Secondary antibody deficiency (any cause)

Haematology

Acquired red cell aplasia
Autoimmune haemolytic anaemia
Clotting factor inhibitors
Haemophagocytic syndrome
Post-transfusion purpura

Neurology

Chronic inflammatory demyelinating polyradiculoneuropathy
(chronic)

Inflammatory myelopathies

Myasthenia gravis

Multifocal motor neuropathy

Rasmussen syndrome

Stiff person syndrome

Others

Autoimmune congenital heart block

Autoimmune uveitis

Immunobullous diseases

Necrotising staphylococcal sepsis

Severe or recurrent Clostridium difficile colitis
Staphylococcal or streptococcal toxic shock syndrome
Antibody-mediated rejection after solid organ transplantation
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WS S T v ;;&&72; 2ed%

FHRE 2P MatF &
Cochrane Library 201705 #1  immunoglobulin 10537
1800-2017 #2  immunoglobulin guillain barre 84
PubMed 201705 "immunoglobulins"[MeSH Terms] OR “immunoglobulins"[All 851781

1950-2017 Fields] OR "immunoglobulin"[All Fields]
("immunoglobulins"[MeSH Terms] OR "immunoglobulins"[All 2491

Fields] OR "immunoglobulin“[All Fields]) AND (guillain[All

Fields] AND barre[All Fields])

("immunoglobulins”"[MeSH Terms] OR "immunoglobulins"[All 16
Fields] OR "immunoglobulin"[All Fields]) AND (guillain[All

Fields] AND barre[All Fields]) AND ((Meta-Analysis[ptyp] OR
systematic[sb]) AND "2012/05/20"[PDat] : "2017/05/18"[PDat]

AND "humans"[MeSH Terms])

Embase 201705 #1  immunoglobulin 619812
1950-2017 #2  guillain barre 15225
#3  'immunoglobulin'/exp OR immunoglobulin AND guillain 27

AND barre AND ([systematic review]/lim OR [meta

analysis])/lim) AND [2012-2017]/py
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AR i iE 18
[ 3 )
(Bzap ) fa e
Pubmed #1 | ("Guillain-Barre Syndrome/ drug therapy" [Mesh] OR 1226 2
(2017.5.18) "Guillain-Barre Syndrome/ economics”[Mesh] OR  "Guillain-Barre
Syndrome/ therapy"[Mesh] )
#2 | ("Human immunoglobulin™) OR immunoglobulin [Title/Abstract] 115512
#3 | (((("Costs and Cost Analysis"[Mesh])) OR ((((cost-effectiveness 241715
analysis) OR cost-utility analysis) OR cost-benefit analysis) OR
cost-minimization analysis))) OR economic evaluation
#1 AND #2 AND #3 4
EMBASE #1 | ‘'guillain barre syndrome'/exp OR ‘guillain barre syndrome' 14953 4
(2017.5.18) #2 | 'human immunoglobulin‘/exp OR 'human immunoglobulin' OR 137633
'immunoglobulin’:ab,ti
#3 | 'economic evaluation'/exp OR 'economic evaluation' OR ‘cost 259159
effectiveness analysis'/exp OR 'cost effectiveness analysis' OR ‘cost
utility analysis'/exp OR 'cost utility analysis' OR 'cost benefit
analysis'/exp OR 'cost benefit analysis' OR 'cost minimization
analysis'/exp OR ‘cost minimization analysis'
#1 AND #2 AND #3 27
Cochrane 1 1
Search Title, Abstract, Keywords: (immunoglobulin) AND guillain barre
Library
syndrome, limited to Economic Evaluations
(2017.5.18)
CRD 0 0
Guillain—Barré syndrome OR immunoglobulin
(2017.5.18)
INAHTA 0 0
Guillain—Barré syndrome OR immunoglobulin
(2017.5.18)
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[19]

Pharmacological treatment
other than corticosteroids,
intravenous immunoglobulin
and plasma exchange for
Guillain-Barre syndrome.

(Cochrane Review)
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ClinicalTrial.gov ~ WHO International
Clinical Trirals Registry Platform % 32
B 3% RCT & quasi-randomised
controlled trials -
Prafpfteh2 %34 GBS

L sp A 2 B 72 Fdinf &

ks it LR 1 0 LK

L L) R T AT A

AT G F i (s 6 2011 # 02 (5o b 2013 & ¥ gie T - = AT

£~ w B TRk 5% 2013 & &7 2016
EEATHOE > D AFRE PN LIOF R ST o

B r2 e B ALNEHT Favl c FEEBEY Lo

- % RCT 5 » 19 ::%;é;‘f » 1t diinterferon B la ¥ % & > %

x>

‘M]}‘)‘ 10 I*’"‘/é—:k’“ﬁ‘;fd w4 £ )3 B {A E_A".fé?‘)\

37 i3 > v+ i cerebrospinal fluid filtration £ 5 J]% fE N A
Hor A3 R EE R # 3 2% 5 3 (tripterygium polyglycoside)
BAT PR o

HE IR TFE AN H LR A AT ER RS R
%%ﬂvﬁ——ﬁ%%ﬁﬁﬁ&iiﬁ’;%£ﬂ§$%Aﬁ@1
REFE 7 OB REBRIGHMIR L ERFEF F L P HGE

B

AEF R E A 2011 & 5 2

i8> B 2013 & ¥ gk T - =

>

R R AN C X (AT F AL
Lo w B TRR RS 0 2013 & &
2016 & € FTHEF 0 F A RE
R AE R LAY
Przw EFEY A EEFRA R
ek o BEE Y

B - R B
AR LR ER ARG
ERE R

X
f

EX Ao SRY - EaE
by B L MB@pR -

7
o e R OTE Tl R R

BT RN E RS -

Ortiz-Salas % +
Sep. 2016

[27]

Human immunoglobulin versus
plasmapheresis in GBS and

Myasthenia Gravis: A
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Neuromuscular Disease Group trials ~
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¥ 5 14 k4% GBS ~ 10 K 313 £ v & 4 (myasthenia gravis) - 4
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Ao + 7/»\%]%1&&;&5]%%_#3%%;’? IVIG ch AR > it &> £ 8 9 2
IARPHF
Hughes % + Intravenous immunoglobulin % MEDLINE - EMBASE ~ CENTRAL ¥ | &/ § i i {7 £ & 2001 # > 2 {5 > % 2003~ 20052007 ~2010 ~ | fEH 6 7 % ¢
Sep. 2014 for GBS FHREH#E RCT & quasi-randomised | 2012 # 4 Wi 7 { 470 EZ A H A X {47 £ F 12MBH B EHQ | d A0 ¢
[18] (Cochrane Review) controlled trials »iE R . Ripd SRAFETE SHAR
LakEAER 2 %3 B4 GBS A BrE AR E 2 5 4 o oS B e
LIVIG - Feox AP LA IVIG s 0 RIE fIR
C: & B it & # (PE) ~ LA~ B & H | IVIG vs. PE HhRER - HPEAIIPRE o F 2

LR
Qi &A 5 EBA R B E 0 LHEY

2. BRI A Bt L R o

573 5 A Y 536 X i Bl 4T A B R orrdptheh
# B IVIG & PE e A B 53-8 ¥ £ $ >mean difference: IVIG
g PE ik 5 0.02 4 (95% C10.25,-0.20) 8 & 4pfhehi 475 %
AL NGEEFLR -

PE follow by IVIG vs. PE alone

£F - Y 249 R EHAS N AT LR PR RN 0 £
H o wmen A feec § BE - 5% % (mean difference: 0.2 5 95%Cl
-0.04,063) > 882G ToAk AR FLE > L LRFPGHET R
HE Ch BTy A o

EEY:3

WELE 0 RLIVIG EEREF R

¥ 2 4R IVIG & PE £ RApiT »
e IVIG in R 2385 F 5 7
WOR AR o
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G OBMEHTE AL KFEERP AN BRHA 0 B
B ant o IVIG Bit o B4 o i ik RS o 3 & ok fhin
AT G - MER LR KR 20 R AR
BRHT AR E AR 0 IVIG Rk AT LR 2 SR

Rage™ s ~ #ix(mean difference: 1.42 » 95%Cl 2.57, 0.27) -

£ - oTiks 51 arE £ AR~ AT 0 RSN

AART AR FAFHFLBLAR -

%3 GBS

Gadian % + Systematic review of % MEDLINE F# & > $& 2015 & 9 * 273 1332 AL H %5 GBS % (316 =) ¢ 7 A P A lriﬁ BEETEE S o 4 £
Nov. 2016 immunoglobulin use in LIk S A g rfﬁi F ol gp bdR | RS B TR AT~ 4 o bk SR (case series) o el AT | MR RPER 0 2R IVIG g

[26] paediatric ne EXERPR S BVE S z’f%iv‘}ﬁ‘%o dobo¥ L Rondp R pITRE TR LR PRRGGTE | 5 GBSHA MR k- (B
PR SRS IVIG R A g | A i Ap M et e 3L HE ~1£'J]ﬁ§_#x%“£ o B B)o wE o A4 Z R ere
FRAHEFTARLAAN GIFHARL | (1) IVIG K& 3= % GBS infh & EHpockmApY L p ?;.érp“&"ir)ﬁs Ao A IVIG s R
ZZERE A e i gk R AEReaiER Y A R E A HY E . P AT R R R R
(2) IVIG + % % ;2% 3 # % 4] 0 GBS 4 Miller Fisher | (% %% % B) -

syndrome » i % 74 & bl 2 T oA AF G op A iR

;\;?;yé;‘ ’)‘5”5’]“*’%7\"?5"—,—,1*'.)}?‘/:"%0
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(B) IVIG § 7 it % iy ¢ LA ik R cnpk B (F @ E s 2b
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2b > n=76) -

(@) IVIG BEA LA <43 &

sy

A H D f R R
LA D R G

P E s 2b) -

":,‘;—% ’ l’.‘_Z.J«i»L’ ’F‘ ¥ oAt giﬁ4t—l\’§i‘
(secondary transient deterioration -

(5) B IVIG ¥ 11" ek Bffps 2§ % pF ¥ (level 2b > n=33) »

@{yi#ﬁﬁ?u%@wagﬁy?iﬁﬁﬁ%mi§ﬁ

%% 2b» n=41) -

for GBS

BT %) o g A E 840 16
Eharfrm 14 % 5 AH Sk IR A
,;_zzi-#gnf _1)_—’1'] GBS}%A\

o %i:}:‘#(PE)

ot
Ep o TEERL IVIG
2 e

S BAE A R (L)1

PR RIS M H2 o 1R PLEG A

PR T

= 4 GBS
Y.Ye & 4 Comparison on therapeutic ARG G- PR H - e WA | 5 B2 P AR EFE R 64 B L8 B&(VIG 282 4 o | B L IVIGE L GBS
Nov. 2014 effect of plasma exchange and PRTEA RESR T 2006 & 17 33 2012 | PEE32 A ) S A nd 2 R E T TIaEE 32 k(SD8.0) v i | ieiEE o e H s ped gz
[21] intravenous immunoglobulin #1200 0 FIGBS »Rrisfr 2 4 (L | R AmA TJL:’;L—'L BERYT X o SRR EAp R R DR IR

EHALHY SRR T L 8 ek AR

LT Y

@ PE A IR o n 3K 1S n skt b4 B G 96%(PE
2)8 TIN(VIG ) o i ff ik & (7 B F ' MR 4 iR LA TR
k J.&;,-_?

Pk oo B EIn R T U o 4k % 4 s 3= i (fibrinogen) s & 1

v 1gG~I1gA~IgM~C3-~C4 5§ » ie 12 PE w4 B2 ¥

7§ v+ ](monocyte percentage) e r2 PE 2 4 L E SuhAF F R E o (3

foBclp AR 2 ),;Jei % 4)

IVIG { (&5 BFLE)o
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Clinical outcome of GBS with

j\p;: L - mﬁr}kiﬁ— L YA

=5~ 37 25 A 162.1%% 9 1o TaEds i 423+14.1 o AIDP

HOTEAE R Y ARA S R

Sep. 2014 various treatment methods and PR R T 2008 £ 5 0 i E 2012 | 31 Bid B (56.7%) © AMAN 2 v 55 14(18.9%) o sz 4 ¢ o | T A - I dE i GBS ek 2
[23] cost effectiveness: A study &9 i % GBS » EXE I (3 & &) | 19 =(51.3%)4x % IVIG i - 18 = (48.6%)4% % PE - % o
from tertiary care center in FHFP LT L EBASE & H A | A NIRPFRER S wop L opitie L AR R AT 0 2 & PE g 1
South India: Yashoda GBS éﬁfi)ﬁﬁjj (AIDP ~ AMAN ~ AMSAN) » | fiFepr ik (IVIG: 15.1+2.2 = vs. PE: 20.5+2.9 = » p=0.001) -
Registry i A L1 BIRAER A R IVIG A | R F e 3= 0 (% Hughes grade scale 35 0 0 4 & B R i)
BB 4 (PE)2-IVIG 11 % 2 0.4g/kg 4 | jef 16 30 X —PE & 0 4 o 4 v i 5 23.8% > IVIG &2 5 21% -
AT XS e s 180 * —PE &= 0 & g 41 B % 66.6%: IVIG =5 76.4% -
FRNA AR R HAER R YLk | FHE T oS g AR ARR G LB 02 (SEHE 30X -
oo kP E AN & FABKRTH(54 | 60% V180 % v - EinB RS LG LB o
ICU fost s 5 3 % Jfose § (b B8/ | 3 % 326G 304 » PE I ehis § £ 5u3* B % i< (USD2584.5 vs.
¢k R R B BT % § %) - | USD4385.3 » p=0.01) -
Charra % + Intravenous immunoglobulinvs | AFT % 5 - @ pEfk ~ B - ¢ oo~ 2R | Lpor 41 g A (IVIG 21 4 2 PE 2 20 4 )0 Ti0E#S 374402 | (T H MR ERE R NG H Jf(%'_
May 2014 plasma exchange in treatment A RERR RS 0 Yk 2006 E 1 P irE | o gphArde T BB E enpE (T 39)8.384.2 % o F A4 ICU = For | AR o IVIG Jpgk At S B St B
[24] of mechanically ventilated 2010 & 12 ® & > ZeESBa R o2 | Feo A& R %) 5 e est iy 2 4 (respiratory impairment) - 80.5%(33 + ) | ¥ "% T‘.’\_—‘,)% Afg h eE e B RS LR
adults with GBS GBS )ﬁs A & GBS z_ AIDP 3] » 19.5% % AMAN 1; 2] - R R CEUEEECE O T
:zi:h%.)ﬁs 2GR e s AR G AT R TS }]’;‘3 AT 9 Rk #ioh 45.319.2 (;ﬁvfﬂ 30-118 | fh %W -
&g o 2o 2% IVIG s g J‘]’:%_%ﬁi %) o ICU thig * pr P2 IVIG 2 E 33 88 ¥ f®(38.247.6 vs.

(PE)-IVIG 12 & = 0.4g/kg i Fiist7 =

S N3 oPE R A 10-14 X M BT 4 o

524453 p=0.03) - IVIG 2 &, % # #% % 4ftes 2 B i o4 0o (18.7

% V5,385 % »p=0.01) IVIG 5 £ + % B LB 8 i fi (10.4
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[28]

plasmapheresis or
immunoglobulin: our
experience from a tertiary care

institute in South India

17 2009-2012 & ¥ » ¥] GBS 4 ICU = 3t

e R o BHEFRP G =B

L E RS IVIG & R (PE)

,r@‘ il 3‘ 1R 04'(9/'(9/"E ‘f-\‘i—,} /r)?‘

A BHAAT14 R )BT T % PES R

A B REER A B e PE S R A

ERNREY A SR A

Mg FER

' 0 AR AR

FEEEL - Bay

BB A RAT= o

BT ioEds sl 3L 364k > §/4 b E 63:37 ¢

AFE R T AR RHTEGPER IR R R S R R

ligiw,a;p;’%kwmwﬁ, e 1l PE 2 4 TRk if o

EEN SRS i IVIG(mean+SE) PE(meanzSE)
* FpE 4.00+0.131 4.02+0.068
el R pE 3.3120.150 3.00£0.096
ar ek G 2.28+0.267 1.33+0.161

FBL‘FNF—’\?'?‘L/V)? = ST

o

Bheis o IVIG i B4
B ZMApiTo el :IJ{’%_ e de

ERREN I

Buraga %

Clinical response to

PG L- wadEY

(BB R L)

FOAhr 69 i A cdy o PR S (42129 1 27 i A ) o g 4

i%;ﬁ- 'f;l; *ﬁ' = % ’:.u.i L../i)"kﬂ‘"

2013 intravenous immunoglobulinin | 4472010 # 1 » £ 2011 & 7 * & > %] | gk NI E ~ BeehpF P S w 3E N o T dp A A G A m A @0 | 2 AN LS IVIGing 7
[25] acute inflammatory GBS » Feip i i169 i 4 ?‘#i)ﬁa A AVE AR I 14 T N TEL IVIG o 0 B 2(29 )5 Ak | HEp 4 R R o
demyelinating #ROVIG ipf - £ B BISROPEFR | NI 1625 T ek R o o TR A B BRI -
polyradiculoneuropathy 2 o TR ORAEPYRR T F o A p A RN S (R
RIvC Ao 4 f R (R 0 SR b ALUEVAREY SR
P A B 4 G RE L Blep 4 B R 2w 4R (80% vs. 41%) - £
IVIG #ijiidp B <3 2% > & Jo & RApig -
Netto % « A comparison of AP Ao wEEE T (P R) AR A | £ F 101 g X BRI T EE 0 BB LT3 R A AR A | FFRRA TR % 305 £44 GBS
2012 immunomodulaton therapies in | 1997 & 3 2007 # + &# & > FIGBS 7+ | # 7 118 =¥ &> i AT 3080 G 3358213 fh (40 1-84 #) - ERCREE S 4o HjpiEx
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acute GBS in children: a

comparative analysis

+ &£ IVIG &(0.4g/kg/d)- = = IVIG ¥
@‘iﬁ?}/if X T A H RIS R
(% %= methylprednisolone » 20mg/kg/d
@z X > 2 s s v PR prednisone »

15mglkgld » * 3 315 0 AL HE i

L4 F,’,ﬂgé,lr.iﬁj é\g iL) ~ % F—‘I‘tl%f’ru'-

i}l\,r);‘FY@PLm\Z*'iHPLm]o

ey | R gk =E S h
[29] mechanically ventilated PG LR A ICU B RN Bis b TR AR A BACRE T WX IVIG iR (n=31)~ | IVIG ~ SVP & LVP s » g &g
patients with GBS Bt FEROTR A EE A | @R SVP s (n=80) iR LVP s (n=4B)F c (Rerd G | A A RE AT LR -
A 4 0 %3 IVIG ~ SVP (small volume | SVP+IVIG > SVP+LVP » LVP+IVIG - #f Ff5+SVP » 4F F s +LVP >
PE) LVP (large volume PE) % % ;% - #f FfE+IVIG) - ZHEFELF 106 gt oo ER YR EER
FERAEE § 4 @ ef BpE | (pS0.61) - S AR #e(p=0.44) + MIREEE R A 4 2R (p=0.31) % 4
B~ GFupr Rl @hst i se g ein s o B PAFERFEFLEDAR -
iZ3 GBS
Ma % + Clinical efficacy of different AFEE G- WPEN A RTRAES | 22013 £ 10 32016 & 30 o o~ 100 ¢ /E R GBS #ZE o | A HE L AT IVIG & EH ARG
Dec. 2016 doses of gamma globulin (CPREFA) 22y rEL KT~ | B¢ B wG 48 4(F 204 0L 194 > E8 212 ) Bk oo ¥ Y £ R AN GBS %3
[20] combined with glucocorticoid PR a2 &1 GBS i koo o A Ak Fw0524(F 2824244 #24£3-13%K) o A AAHEH | o AprrrE 24 AP
in treatment of moderate/severe | 44 %3 -] #E IVIG 2(0.2g/kg/d)st | Z szt BgF £ 8 - i o

AEAGERT X608 S 4 i TS (TNG-o  IL-6 + CRP)

AR BARFEATHEFLR o B dpiR(doer e

B~ ved et - ol A AT RN 3]

G A BARE R BAPHFLE o 8 B A R F et e

BE G R

FAFEFLF AT D F I LAPHELE o

muRison | gk | Ao | mr | aag o

JAE R | 27(56%) | 16(33%) | 5(10%) | 43(90%)
“alEx | 31(60%) | 17(33%) 4(7%) 48(92%)
P ; 0.679 - 0.734
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[30]

Cost effectiveness in treating
GBS patients with intravenous
immunoglobulin as compared
to therapeutic plasma
exchange: A prospective

randomized controlled trial

TG Ao BN B d s SRR A

PR S (B R) A RN F A e
REY (A RA # 4 & 54 )2 GBS g

Ao AAREER A IRT IVIG Sk R
#2(PE) > T HI 12 &% - PE & 7-14
APEI 36 IVIG AT ApHE

%A 04g/kg o & ko F G B RALE

Lk (social perspecitve) it {7

AETY 2012 70 % 2013 & 12 7 B AL{T 0 4~ A 456040t 4
# 5 IVIG 4 24 4 ~PE&} 16 4 «
BRI 1A Mo A T E R A B 5 15.33213.89 % (IVIG i)

712 17.88£10.13 % (PE &) o H & A 474k 0 & F2 B RA A o
& ~ 4 55 %= & £ % (Overall Neuropathy Limitations Scale) ~ =+

=1 (MRC Sum Scale)# » & ‘o 4 A3dZ i B chi 73 £ M3t bg
FAL(p>005) A fmp ¢ A RrE— £ § S AF LR adpik 0 L
IVIG ‘5 4 #eteqi B (2 % vs. 4 3 » p<0.05) -

R =5+ 304 E 3

ST }IF«I—IL B AL HED L }‘m;

E vy 43 &> )]iakg IVIG 3373 # £ »PE 1601 £ £ - ICER
&% 4027 % £(IVIGvs. PE) - ) 5 3.8 &2 GDP > 4 &t WHO =3 2

31 GDP-

FH RS BRI05 > R RAL
¢ F kI ICER B3 M5 RiE
B pLIVIG B2 8 & ko f

2. GBS ipJfEsA - JI{* $e f T

Apeit E -

%3 GBS

Bidabadi ¥ *
2015

[22]

Comparison of intravenous
immunoglobuline (ivig) with
plasmapheresis for treatment of

pediatric GBS

51 =4 ¥r s GBS 2 3% (B %) #%
|4§‘§/.=\ PEE=-3 . ]\_‘54’3—'1:'}%
(PE)  PE 250cc/kg s 44 B # > IVIG &

= IVIG i &

IR E XA

0.4g/kg °

A A2 Bl p A o IVIG iz i T E S 67.97439.78

9 > PE wixicnT o dss 79.28+43.99 # 7 » 64.7%(33 4 )3

T H o AT R BT 0 PE A 4 RS 7 AT R (Ml e
P et Gl 5 33.33% 5 IVIG 2§ chfe FIL TR~ B el
Wbl % 6.06%)
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11.67+2.89 = (IVIG ‘&) 2475+20.77 = (PE &) » % & s Bg ¥ £
£ b UfRpF R A R TR S BpT ART RNV FL
?l, °

AP 19.5247.00 X (IVIG ) vs. 47.00£45.07 % (PE %) p<0.001-

Trap (7T pE R 0 58.45+45.07 % (IVIG ‘&) vs. 140.33£50.91 = (PE

i) p<0.001 -

43/43





