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¥ 3 RATEEL Y levodopa ind F F Ergd B enta g *’ﬁc%}i}}% A 2] WE S % BR
WY RE TS AT 2% {AR4p Y 0 safinamide 50 mg & 100 mg ¥ Bf F Y 4 il
FUEAR i‘vv:}j-_ ¢ ON-time ~ /> OFF-time £ ¢z % ON #} & ¢ UPDRS-III > # 3 % %

B 5 + ~ + -
‘:,3——!1["]3\ >~ %~ E K- o

v g e & | Safinamide 100 mg + levodopa | Safinamide 50 mg + levodop:

ip 1k vs. % [+ levodopa vs.% [&f |+ levodopa
#£p A £ Hog e ON- Timz £ 095 Tz £ 090
time (-] PF/ %) [95% 13 #F % ¥ 0.41, 1.49] [95% 1z #F % ¥ 0.04, 1.76 ]

Tiai B-1.06 Tia1 $-0.86
OFF-time (] P%/% ) " fi . =

[95% 7% #F ¥ ¥ -1.60, -0.51] | [95% 1% ¥ % & -1.49, -0.24]

ON #p ¥ en UPDRS-III Timx 8277 T4 £-293
(B 157 5¢) [95% 1% ¥ % A -4.27, -1.28] [95% 13 #F % ¥ -5.16, -0.71]

(2B B i
‘e £+ CADTH % ;£ PBAC % 4p 41 safinamide g H s s n g e Lt s
175 L—’EH ) M#J Hizip pm#% s o

1. 4c £+ CADTH &% ,T*u safinamide ## H @ sf4e s crp dtf 2c % & 2P B
o Fu A s L2 d s MAO-B #r4 @ v i T AL enfiRT > i {7 safinamide ¥
AR S AT s A TR D g R RGeS B R g ) S
FE RN o

2. ;2 PBAC # =% 7 ¥ # safinamide 100 mg/day «rip 5 »c2 % 27 ¥ ¢
rasagiline 1 mg/day > 3% % & o 4~ #icdp £ #¥ safinamide 50 mg/day 4p 5 »< 7
% ** rasagiline 1 mg/day » @ Fi 7 ¥ # safinamide 50 mg/day s4p $+% 227 7
rasagiline 1 mg/day " §_& 3@ i o

o~ F R iR ARE Rk Al T AT %3{°;5F'T‘;T‘ffﬁa)’?}%‘ R
B Ry AFACLM LR FRPHEGEREHL Y K p AL
LRy 4 g4 CADTH £ERABMBELL » mL A7 8 P ELH
/rlﬁ ~ fEE f—fﬁi‘ﬁ FoaeF iR TE R PR AEE LR E ST
* B*F"*(onset)i # ~ PRE F ¥ (pill burden) { X~ ZraaF FpFRF { & ~ OFF #p /F
..:iﬁ«f_\iﬁ BE S REY Lo

T~ = A F

(-)* £~ CADTH ** 3R 109 & 3 7 =4 R 2 2 1232 % safinamide & 7 3

levodopa %4 & * »% g3t OFF #p BF enba & %F )“ Lfﬁ Ao R & A ek l% 5
safinamide 50 mg ' % safinamide 100 mg & 5 4c %% 6.9 ~/4z_» = CADTH =& 32

® & 35 Study 016 ~ SETTLE 2 ME2125-3 385 » & Filiidcd v
DRI BB ERHRYFER G BEEAE  APEHE HERE S HLEE
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% 7 # safinamide # p #& * 50 mg &
#13 ~ COMT $r] | 2

(=) #% PBAC * % & 107 & 11
9% 4r (add-on) i Ky 0 A :
rasagiline 1 mg/day % »o#| £ & (7

2 P A R
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Z
4

A
=%

P ,‘g",s\’

HAEFRIEGINA E T safinamide 100
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B %I &84 5%1,100F ~ o
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i Eh P ARREE A e X &ﬁéﬁf'i;ﬁ% Lend |
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Safinamide ERED EpES-2-d

& p ToHE (5- E31 %37 &) (%- &3 %7 &)
50 mg (148 17) 650 8 ~ % 4,650 3 ~ 3008 ~ % 2,150 3 ~
75mg (A#H > %) 970 @ ~ % 6,970 § ~ 620 3 ~ % 4,470 § ~
100 mg (% 4 ) 1,300 § ~ % 9,290 § ~ 950 § ~ % 6,790 § ~

CY S Y XSRS R VI SN P o

AR RPp AR 110 & 10 * TL A - A N SN g;wff WA AT

I EX6,780 73~ ic

3/40



110CDR06055_Equfina

# - REFEREPORES GLPES (FT &) 2V RTE
) 545 1 54 5 2
Bt Equfina " Azilect 3 ) 2 Seginine 3 ]
2 % 4&/7 £ | Safinamide/50 mg Rasagiline/1 mg Selegiline/5 mg
Al e & WA kR /AR A E K Ld/Erih g K R & K K
XHO/ATC N04BDO03 N04BDO02 N04BDO1
£ *"‘Ii Vi g”ﬁ
) i T o 2B I A X
L gy | (ovodops MACR I RA AT BRI g,
. ta & B N 20 #br | (Parkinson's  disease, ]
- ¥ 3 % (wearing-off | PD) ° o
phenomenon) °
T H P > &P
BBAE L Imgo

B o

2. ¥ levodopa & & _H

o = a S g O g T o
i ? w#mpﬁ.ﬁ:%i £ e
*  rasagiline # p
=8 W E 5 05
mg °
S| T = 432.76.00 ~ & 4z 2.68 ~
1 s H - /r-)é‘:g?'
B e e
ETE R
levodopa) » A= 47|
L o
# 7 3% levodopa 2 £s%0 Img

7 H = &
e 2

RAE oA Ly
=+ p v JR- = 50 mg
¢ safinamide- 1395 J
A iR e & por R

- =& 100 mg °

2. &8 Levodopa £ ©
® s A AT
LEHHB $ )
T e R B (e
dopamine agonist,
amantadine,
anticholinergics)’ i
E st SRk
P 05mg:> & A
mtR n4F e ki R

v o
-

E¥AHELZ - X -
x 5 mg * % 1 JR
odey FROBET
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R ¥R F I
= p 1mg-
22 levodopa & * 2%
R AL 4 p 50 % 100 mg ° L AMESEP|FPS5T 1I0mge
0.5 mg
= AT
Bime = p 38 ~ = p 2.68 -1 536~
2=,
=7
5% wEREY GG YY)
LE RV RER
(head-to-head comparison )
B > L 28
T~ .F‘;"B‘;J'?{‘L ﬁ/ ) / /
(indirect comparison )
FER B SpALRT AR LS
B 5
P Tk i A 312 e
ATC &%+ 7 mAple | ATC 4 %+ 7 #54p
B 5 & FF o i * ki MAO-B #4| | ® F 5 MAO-B #r]
| |
= ﬁm AR RBAIRTATE > Pl 472 4 Wl st o @ 3 s Pl L kg F
FHRRLAEF P B RAIATATE » P12 54 BT G R0 R L

Fo AR FRPHER R

2 & aE R

%

BATYE a3k

AR 109 £ 30 2% B ERE

& 1 safinamide ¥ % 7 7
levodopa % i* €% 4e i K % 5-(add-on therapy) » * %75 % B
levodopa & €M & 2 T 5 OFF F ©* chiF & [ ba & & < g s 4
2 e Bk o

2d
CADTH/pCODR (=]
(v k=) 1. *3 78 % = 5185 R 3% (SETTLE %2 Study016)¢ - 2%
/A& Ap e > safinamide X 3 TRk 3 REMICLALER )’:;fﬂ
#(ON time) »

safinamide = OFF time g > 42 & B2 ¥ &

HINA ARG TRA £ R w AR § R Bl
IR 5 A ?g*ﬁﬁ@’“jﬁf% XA P A EH B
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2. FIF 4 et 7 #J » ¢ 17 safinamide &2 H & %f4e 5 o7
RER TS X 2R PR
3. X3 EhRA T saﬁnam1de FOLRRA(H B e BB R R
e ) P e f'\ v & 7 #AF e OFF ¥ 2 i~ 30 d 4 F 5
’Ff% Fo g LB B A S (AR~ R~ IR ¢

AR 107 & 11 % =2 » A7 rasagiline k] = & & 475
PBAC () 5 ieziﬁl‘ & saﬁnamlde * atba & A g 17 5 levodopa % 4e
e 5 &2 E 5 safinamide 100 mg/day % rasagiline 1 mg/day °

NICE (& &) TARI0OET? 13ptaatpMiT=RHHEL

:x ! CADTH % Canadian Agency for Drugs and Technologies in Health 4c £ + % 5.3 FRA =R Wi

4

pCODR 3 pan-Canadian Oncology Drug Review *c £ * "85 # & [p 3= fc S g g » 3+ 2010 #
*2 AL CADTHE TP » A& f T AT E P R RS S A

PBAC % Pharmaceutical Benefits Advisory Committee % 5-% 4 3539 4 | € m‘ﬁ 2

NICE % National Institute for Health and Care Excellence B it B TR E & 4557 7 o mﬁﬁ,’é, °
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(&7 48650 £ 2] F o455 47 2

FLEBA CHBE A FES %Y FEARER L
L% pH: LEL0E 119 30 p

N ":;

AR R RS FRPEPEGHR 55 50R - SFHE K
£ G UPF R TR F LA ok 2 AR %ﬁﬂ°%%ﬁ
Himiz Er il v A F R Lo H%%ﬁg% EEFR B
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- S BRISRRR

L #4
o & % <& (Parkinson disease, PD) & - fsri{t o (T 5 » 7 o i
218 &% (bradykinesia) ~ ik 4k B ¥ (restingtremor) ~ #up (F AT 27 g

EHRFHRESR KR FRA CRE - RERIEIR L HE R
B FEAp M 0 ¢ 7% % (dementia) ~ PER g L 4 A1) -

,\w—

LW A BRI ¥odd B d ¢ g2 B (substantia nigra) 7% ¥ ieqd
AR R Tl g Bl A E Rk o BT FORIE
B EES 80 A chdE LG hFhF S (3%) [1]-

b g Fe S ik R B REECE A 0T 3 54 A B (Hoehn and Yahr (HY)
stagingscale) # 5 ¥ L > IA e HY € & #-PD 2 E el AIH58 4 5 5 B IS
w1l CphEssd 8p) %28 Opha2 s ) %38 (i
A A B o ¥ RET fﬁa o ¥ ¥ IEE)F 4 (PFVLFEZ
A%E’kﬁﬁi_-im‘ SH (B 2p AT KD PR
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/é’-i‘iﬁ/)o‘ikm JHY z\ﬁi'g—é_’/\%%il%’%{r}’/;?;bbi‘g‘ﬁ'”
G040 R E2LE R R T 2] -
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g
®

i
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e

2) ek

Pav TRkt i2F F ootk SR B s o S 8 i Rk R ¢
5 = vRiRag K g H veg ¢ fF B(monoamine oxidase type B, MAO-
B) | # > F & %*+w*ﬂ*>ﬁm% ER B Y DR K bl
# * levodopa ¥ it i€ { % eh#tavecd o i g 340 B #p (dyskinesia) 22 %
»zik B> (motor fluctuations ) cHk & » MAO-B Fr# &8 5 = ticif 2 M8 X g
Rk R AL > R R R3]

z levodopa-~

EERRERE R AEAFS T REFLDLY S B FRIFFEHE

g% mlevodopa’é%é%fwﬁﬂﬁ B> "STF <G

P JUBET 24 b H s B R e Jevodopa & B @ * f (FH B4 5% (adjunctive
Z

therapy ) ¢ 3 % = ’«‘klﬁ\xifsﬂ] » MAO-B #r#1]# 22 COMT ( catechol-O-methyl
transferase ) #rf|#[3] > & = 4§ i 2017 & & B NICE % £ s dp51[4]

=
AR

% 3 g e %P SO T3 e

4= ~2017 # % B NICE ta & % S ie R 4p 9]

¥-MIrREFS
Levodopa % = sl e R MAO-B 4|4
3 o A R A R A
Py R R R T D
e E R R s Jb fb
3
B AF | B (Rt~ = b | g
?”"ﬂ* | e)
A oF 3 g BABEY
% = RiREA| MAOQO-B Fr+|#] COMT Fr| ]
F o Eit.i;lf. = g L
I A = = R
Off FF RS i - N =N
7 AE ¢ % b 5
=4 I LS R LS R

T G A e D F OnR ) - L ER % o g R B B (b B
Ao R B8R S I CFREFTH 7 LR LB g RARDIL Off o fg 8 L 485582 17 o
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N ﬁ}?szp&%"*"i\"ﬁli’lifﬁﬁ

Safinamide 5 d 7 ¥ defffozt 5 ¥ g ivr BEFIL T > I - B3 RESR
M Ae¥ i 4 7MAO-B (monoamine oxidase B) #r#4|&] » ¥ 7142 % Jk 48 tmve ¢k §
¥ dzindg 4v o safinamide & % R A F A A A i ook iR R E e gl e fl R
glutamate f 4 733 &5 B o

Bk 5 calil ? N A iﬁﬁ’}i oD x“;{i P /‘”}5 levodopa A@i’?‘?'}zp/ﬁm
b & F %k 2 %53 3 % (wearing-off phenomenon) | o & =i 3k F E R i F S
Hfﬁ@ﬁﬁﬁ%%%ﬁ?ﬁ@ﬁﬁwWé%%ﬁmﬁ“ﬁlwwwaﬁ%@”¢
XA FHE P v R- =& 50 mg ¢ safinamide > %‘—3:}7;:}}% ART & p v JR- =
100 mg -

1. WHOATC 4 %48

GHERFL ERF LA 2L P S (WHO Collaborating Centre
for Drug Statistics Methodology) 2. ATC/DDD Index # F [5] » & % & &
safinamide 2. ATC 4 ## 5 "NO4BDO03 ;> @ ATC 4~ %+ 5 Bk %

"N04BD | (monoamine oxidase B inhibitors)2. # 54 3 selegiline ¥ rasagiline -
2. WAimTIRne REF PRFESFFTHAS

S TG R EF E RS (P F FREH FECRSFT RS
M) EF[6] Tk & T bk FLEREMETEENE 2 &
2 5 e 5 MAO-B #r+)4| c0% 5 % rasagiline &7 selegiline o

3. A ARINY Ltk R FERL AR

HHWAARTII LR R F T2 2 BRBHRT(F - &4 5k

BEF) P F[T] B AR R AR SR g S R T

(1) tog & pieh & Aop 4 B NI G R &2 % levodopa 2 W &t e
pF o 18 & * — & dopamine agonist ( ropinirole ~ pramipexole ~ pergolide ~ lisuride
% rotigotine )> & amantadine> & &_levodopa & * COMT #r+|#|( entacapone )°

(2) Rotigotine Bt 5 #| (4 Neupro Patch) @ *2# >t pgF Mt g X jp » & p A%
- %2 2@ 34 dopamine agonist 2. T PR & 5

(3) Rasagiline : ¥ H jhi# * » & p & F A E 5 I mg- £ levodopa &« §_H & futa
& &% 5 % > rasagiline & p &F‘s AL 5 0.5mge

(4) Selegiline : &%= ‘1{$\ v R 3T B R T =R NS W= ST ) 3
&(“ﬁ%ﬁﬁxﬁym%@%
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BB ERATC A B - ERFVREIBELERLART &
¥ rvuf;—,‘ ﬂ‘:&"*‘?“"\-"r'—* F #Eﬁ‘/r)%‘i“ T2 %r’r'r'é;}é' ;e "‘*"Lﬂ‘i*‘f'l * MAO-B
Frgl g COMT il » 29 g5k % #F 2k i MAO-B #r 44|

rasagiline 2 selegiline 2. # F-F 3t 4w o

e B AERERE RTINS ML ER

ATC ~» 7% H > o T = Ah 2 g
* %?E/I:‘:_?-‘ij'/. g’ﬁ
N04BD03 levodopa % #| /5 & e |
. . . e - 7% |50 o s
Safinamide b & BN g 2 B oaTer b e LA A
(~ %25 ¥ I % (wearing-off T~ |8
phenomenon)

RF T & &SR % Imge
NO04BD02 | " . S
(Parkinson's  disease, | & H B futn
PD) & %% 5 * > rasagiline

FpEBHE L 05mg-e

&
¥
-
=
[4je]
o
T
l
a
<
o
ol
o
=
oS

Rasagiline

N04BDO1 v & &k Tk 2 W B

i

S5me | iR e AT T AR T
Selegiline Vil : PI? F ]

s

S FEGIEEL (3 -;a;lg.gg-;gﬁ;}ﬁ_g )

*3f 2 1 & %% CADTH/pCODR-~PBAC % NICE 2z FR AT EHEN
ﬁﬂﬁ”7?ﬁ’ﬁﬁﬁﬁuﬁ*f%Fﬁlwlﬁﬂéé
Cochrane/PubMed/Embase #p B ~ }gk » B R B Pﬁ R S GR EMAE R
2 p AR M TR Bk e

* i FLPY
CADTH/pCODR

,p 2020 & 30 24 .
(v £+)
PBAC (ig#) 2018 & 118 24 o
NICE (#®) 22021 & 7% 13p 4+ ggﬂio

Bt mE R 2 ; LN
PR ?m<mﬁw)$% RS 132017 £ 6 7 2
?'0
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Cochrane/PubMed/Embase sz & % o
Léé‘ié—*ﬁﬁx 23 Fi;ﬂzru% FL 2021 & 6 7 30 p Yziz

3= 1 SMC % Scottish Medicines Consortium g jf # 4 £ | § HER
(- ) CADTH/pCODR ( 4t £ + )

‘v £+ CADTH*t 2020 # 3 # &2 Ak A TR 4F 2 [8]

CADTH +c £~ #4 & %4 R ¢ (Canadian Drug Expert Committee, CDEC )
7 1Z 3R % i safinamide ¥ 5 7 3 levodopa i i# 7% 4v 7> f % 5-(add-on therapy) >
* oA /p)%%‘ levodopa AL 2 TERH OFF £ 2anFMiag &< TR L 2 M

1. 23R d

(1) »3BaH24F~ 57 B - XFHER - 5P RAERY > 82X
R & 4p ¢ > safinamide ﬁ”ﬁ Tkt F & &P L A& fondp ik (ON time) e
%> SETTLE #5% ¢ - 22 % [ 4p ¢ > safinamide 2% (& * 50 2 100 mg)
# X 1 ONtime % 0.96 - ¥ (P<0.001); ** Study 016 :#5%& ® » £2 % & 4p
v 5 safinamide 50 mg ‘& %|& % 7 ON time % 0.51 -] F¥ > safinamide 100 mg
sl F X HON time % 0.55 ] P > CDEC 2 :uih L £ 23 b & (&
I TRFEELRL 1D 2 m)o

(2) *»* SETTLE #% ¥ #®i & % OFF time » £2 % & #|4p +* > safinamide %] (&
* 50 2 100mg) &> 1.03 -] p¥ (95% % 4 % & [-1.40,-0.67]); ** Study 016
e+ X OFF time- ¥ % & 4p +* > safinamide 50 mg & %] > 0.6 -] FF(95%
CI[-0.9,-0.2] )" safinamide 100 mg ‘2 %4 > 0.6 -] p¥ (95% CI[-1.0,-0.2] )
SETTLE # % *t OFF time 7 £ ¥|& /) £ & £ £ ( minimally important
difference, MID ) (-1 Z-1.3 -] %) 2@ > 95% % #F % fF o} *U4z 46 MID 4~
%] ;> Study 016 :#5% X3 £ 3| MID > 5 & }I% AT g iz OFF time 5 £
3 Ak £ %2 2 CDEC fq%ﬁ@&%%z FERTRE AV g F s D H
PRl i XA m 3 86 MAO-B #r4# e8¢ H s L M5k ta g B\ g
221 S

(3) Safinamide £2 H © *f+r ;% (add-ontherapy) erip 45 »c? P Fg 0 15 R
BROFEYRATE LR FLADFHE R },?ché X * z’v”!“l«;;'] I
1 & U] 5 HER G A PR L 7 O R R ff’%F e LSRN
Frafehf B2 8L RELRT B E DTN L Wg @ F
safinamide £2 # i J5f crdp $Hf px B X 2 g A BH% 0 el i hak L 8
H s MAO-B Fr | &yt g T enfi-w™ » @ ¥ safinamide ¥ if f3r 4| F] 48
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WHE A RTRR B R PL 2 AR
X} EY R safinamide 7 04 fEA (H B 2 B0 E R R fRAG) AR LR
Fo & F#4FH OFF F 2k ~ % =

BEFR, ~ R OF ~ B AS) o

BES Y

¥ i MAO-B F#r4|# (safinamide) :c & @t % M emc s ¥ i i3 72 7 i
MAO-B #r+#|#| (rasagiline ¥ selegiline) ) » 2 x4 47 puB 7 R AREF o

% A4t o safinamide § #4F % 0 R o (dyskinesia) ZrEw 2 2 L F
),f% B2 7% safinamide shfugs =fé (anti-glutamate ) »c% ¥ &t H iR > hB #
g (228 MAO-B #rffl4pt ) ez 22 8 8 MAO-B #rd| ] et ift
PR LR R R ip itk o
BRAPX A FE AR P B H B s H S gisR 4 o safinamide 50 mg
2 100mg 3 &4 5 o Bt QALY (quality-adjusted life year ) - 8 m » gt
AYTh - m RG] 0 4B S B e 2] > 1% safinamide
B WA e 2R BT X 2 M2 R B3 0 ) safinamide s At F E A
R e
SETTLE £ Study 016 i %3 & $£ £ aL P b9 & & < fi ),% L(% e z OFF
¥y i Hoehn-Yahr 4 % 1 % &»m}]’;‘a A ) E G 14%:}1% w4 mta g o\
PRI A Y S mo B - gg&z:&;&yﬁ,& 24 p\» » % 18 SETTLE 2
Study 016 mpéﬁéﬁé‘;%i T A E g A :}j;:)?; o e

2 5 * W48 (Parkinson Canada £ Parkinson Society British Columbia )
BB ENEEPAET L H A2 UTEIREL DF AL AL

oA By MR Y o g BN Ep ¥ AFG R R F R A ik
LE AP AER BT L 6 B TS B iR R Tt S
BB B4 A2 R BEG AN AREF L g gt 372

R <A~ p A EERER -

i A BX2 Raygp sk o ¢ 7 25 (40 MAO #7413 -~ levodopa ¥
carbidopa ) ~ £ ¥ (4o¥iiF A T+ i) &2 2 6 25 58 s (dode 3L ~ B
Einf ~ 730k E@HHECINg ) Y B Lahglivr ¢ 3 pERR
RS s R R RFE AR G - Bp A ARG FlE
¢ FBEEILE T PEIRE levodopa SH A wARG Rdgp A op A
rﬁﬁ””ﬁﬁ*“?ﬁ:’\}?ﬁ}?ﬁ A ON#H Rzt gk s it e f 4okl
7 " levodopa » i i3k § % & OFFH%;%« ViR E - BV R e
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B AL -

(3) B A FBEI I L A RERT G ik BRSSPy A EFR
i % P f-(quick onset) ~ X PR 2§ (plllburden) FHRERE A 4r‘
OFF #p B &2 { > gl (7% chi¥ & o

(=) PBAC (&™)

PBAC ( Pharmaceutical Benefits Advisory Committee ) ** 2018 & 11 ? 2 i £2
AEAPM IRTRRL o PBAC 223k 7 15 % (restricted benefits ) safinamide *
b & B g T 5 levodopa % 4o s (add-on therapy ) [9] °

1, e s

(1) PBAC # % rasagiline &_safinamide ¢4 if %% & o PBAC 33 5 selegiline %
PBS (Pharmaceutical Benefits Scheme ) 1% i 1§ & 2 By 7 22 3% safinamide
Tefienine L (L tag f g ) ¥ 5 rasagiline & -] = & & 470t
g5 2@ o PBAC 3u 5 selegiline # #_4p B 0 & v i - 0 2 3% selegiline
f & ek p i * U] 5 22 rasagiline 4p b 0 PBAC 3% 5 selegiline %75 i#
* o F] A4 MAO-B st MAO-A i (A H 3 & EM) > 0§ Bk
s BRE A B - PBAC u 5 selegiline it E&]Lffﬂ (amphetamme sl
methamphetamine) Wk % v%’ PR SR G A B F e TR s BT
it 4_ selegiline # ° ﬁxsﬁrj AP R Y ah R F] o oselegiline 7 < Vo Ak
safinamide B~ % o

(2) - FEREE Y RFTT ¢ § 2% safinamide 22 % A" ROV HBERE T A
rasagiline B JAD e R R CPBAC (L B ARV R Y AW

YE4 (transitivity) 2 7 g * | (applicability) = & F {%* %= 7 "] 5 #
ﬂ' ERHL WAy HERET S E A 0T AP levodopa 2 4 B5 5
B AW B p A RIS 2L R R 5 safinamide 23k ¥ i
T AL R Y LB R AL R o

(B) & Bz &/ 3 U4 > PBAC 3L 5 & »c> & safinamide 100 mg/day
2" 2 % »* rasagiline 1 mg/day > safinamide 50 mg/day ¥ rasagiline 1 mg/day
oA ARG LA iR A 3 RIRIHEHTWAZ RIS T E X
100 = ir’v’ﬂ:}fﬁ A ipru » safinamide 50 mg/day ¥ it % & im;a—‘)%‘sfﬁ ; B
% % PBAC 3 i Flat = a2 #%- safinamide = p &£ 24 4 50  sueh
}Iia Al plag-2h iy ™ (10%e 2T ) A SETTLE #&% ¥ &r%:){% GG
FAE 1 100 mg/day > = 5 1.8%:up 4 4% 50 mg/day -

(4) o > S0mg/day #-31 & % v A BAeio BB EAE 0 2 ATRAE KL F R
%+ 100 mg/day > 50 mg/day % % 5§ £ 100 mg/day % £ 5 4 e 7
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e L B e

(5) Safinamide 100 mg/day ¥? rasagiline 1 mg/day 2. %17 2 & B m 2% ~ &€ 7
VERFALE 2Rl NP EF LR > PBAC 325 safinamide 100
mg/day =% >+ 7% % 3% rasagiline 1 mg/day &_& 32 17 ; safinamide 50 mg/day
22 rasagiline | mg/day cnfF 4t % 23 BF LB (FREF LA T b )
safinamide S0 mg/day 7 $& i k€ 7 2 F % 21 (RR=0.36;95% CI[0.15,
0.87]) > #Am » PBAC:u % % > M7 % *% rasagiline 1 mg/day i7" §_& 12 10

(Z)NICE (#®)

2021 & 7 * 13 p >+ K NICE (National Institute for Health and Care
Excellence ) 3t %34 safinamide 4p B F42 > A9 % %213 ?5 T LG 3R
4 5 ¥ 3 - K B> safinamide *t 2017 & 2 ' 22 @ 3R 4 (Evidence
summary ) [10] e

H
frt.
=
=k
=3
S
23
i
B
1
|3
e

Bt i SMC (Scottish Medicines Consortium ) *+ 2017 & 6 * 3 i &2 & %
AR FOR o d YR X APM TR 0 &2 54 safinamide * 3t ¢ gL dp i
EHSNRED G Ergh e (ﬂuctuatmg)),% A et 4e (add-on ) s R ez k[ 11] e

2. R FALEARM 2 pr

(1) 4=x-> 2
A3E 2 * 2048 F Cochrane/PubMed/Embase 7 + FFLE 2. & 2 35 40 !
17 7] PICOS s #0% i 1% » WHoF 4 & A S RATELHIF T 2 54

¥ (population ) ~ 7> = ;* (intervention ) ~ > ¥ P& & ( comparator ) ~ F >Tip| £
itk (outcome ) % #7 3 F-¥& * 2 (study design) > H HF if it B2 4o

Population #% 77 levodopa A5 chta & B <R

Intervention safinamide

Comparator & E
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Outcome & T

Study design R e 11% WRE ~ SLE AT REHBER

i f it 2. PICOS - i 48 Cochrane/PubMed/Embase % v jt AL &2 > 2 2021
# 77 26p » 2 TParkinson's disease | £7 safinamide | & B4t 3 & (7495 »
WEF Tk doidi - o

(2) #F %

WE SR L0 AR R gy i s g 2 45[12-15]0 8 3 EATH £
Bk g e ReAEE PP 5 2020 127 o RS H GRS iR E
v IS 2020 £ 2021 E 3 & s o 0 5 % 5 TLEE 0P N i H PR
RS o
:

A ke /;J%‘}" RE

4 B k= }E&‘?’/ﬁ;ﬁfié‘. vy & #E > A3 2018 32021 & 20 FF s
H ¥ 2 K fkosafinamide 22 % & 2 ¢ 1 K 5 MAO-B $r#] 3 ( selegiline ~
rasagiline £2 safinamide ) 2 ¥ 3 4p+tdie » ¥ b 1 & vt i MAO-B #r+]# ~ 3
T oRiEGE A g COMT $rild] > & Sr BB R eh> g G b - 15 0 8
H et L3 EE(T T IREEH L COMT ol 4] )t 2 A7 lgkifi’? ’
MR E RIS PR FRE R D2

(@) Overall Efficacy and Safety of Safinamide in Parkinson’s Disease: A Systematic

Review and a Meta-analysis [14]

% v ghw RE 22 XL & 4 47 P e safinamide (50 22 100 mg) *
Wik HSg (FRELE) kst 2o

% FHE % PubMed ~ Embase ~ Cochrane Central Register of Controlled
Trials ~ Latin American and Caribbean Health Science Information Database 2
clinicaltrials.gov % =k » M 425 % ' Parkinson’s disease |» #7& w2 5 ¢ # £ <
FE~ P #2020 £ 12 0 R ROV RS HRESK R L LS 0 g
Z<g (PD) g A > A » 2% safinamide 8 * £ 22 s PD E R L H @ * >
HRe: X ME PR A2 PDELZLER® o

AR ondp iR i & 22 F % 4 B # g ch ON-time ( daily ON-time
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without troublesome dyskinesia) ~ + % ¢ OFF-time ~ ON-time P& ¥ £ Z g
#=8 % (Unified Parkinson’s Disease Rating Scale, UPDRS ) % = %4 (section

MU#s (5336 ) a3 KR focdp i F 2§ 4 B (Eie $ahd

#5% ) 17 ON-time ~ UPDRS-II (=& p % %6 ) &2t g A g2 ‘}‘ér‘-}%ﬁ’rl’f ¢
(Parkinson’s Disease Questionnaire 39, PDQ-39 ) -

. =7 8%
é EA N 6L TR REREFTAP A E A3 2004 3 2020 2

Boxe 3 2,729 A #H¢ g 1,725 4 i * safinamide > safinamide #| & ¥ &
%50~100~200mg> H ¥ 3 5~ )E%”ﬁ & H & * levodopa & -lmiE B 4 Hcde
%1o%¢ﬁ»é@ﬁﬁi&%*%%QMﬁﬁ»%gﬁi&%ﬁ%%wﬁ
FEMBG o BEFAFTHIBARG T AEEIRB LA BLYG &
HAEFFLELBALGT LhsBh % HAEv s Khi% -

¢ * levodopa i f & F # gk d c PD [’% 4 ( PD with motor fluctuations,
PDWMF ) e3¢ » 21 % E}“ #l4p +¢ > safinamide 100 mg & ¥ 3 4 i 5 ' 4
B %z e ON-time (T 351 £=0.95 ] F¥; 95% CI [0.41, 1.49]; p—0.0006) e
# " OFF-time (L35% 8= -1.06 -] FF; 95% CI [-1.60, -0.51]; p=0.0001 ) >
safinamide 50 mg ~ A8 F # 4v i 5 f A £ #x  ON-time (L 354 £=0.90 -]
P%;95% CI1[0.04, 1.76]; p=0.04 ) Lfi’ :z X OFF-time( L35 % 8=-0.86 | F¥;95%
CI [-1.49, -0.24]; p=0.007 ) » @ ® ‘¢ & ¥ :x L ON-time P¥ 1 UPDRS-III »
safinamide 50 £ 100 mg ** 1 & *J::}F] %3 4p 1% % i@ safinamide 50 mg
SRR B B R et A o P B R ERA A S o

(b) Comparative effectiveness of dopamine agonists and monoamine oxidase type-B

inhibitors for Parkinson’s disease: a multiple treatment comparison meta-analysis
[15]

PR SRS R AE B L 24T B chG ot i MAO-B Pl Al 5 ok
BEEA® ST Ip Rt & R Rt e & 2

| gt

#% F 4 E 5 PubMed ~ MEDLINE -+ Cochrane Central Register of

Controlled Trials » /i » % 5 % ¥ #=cig_i& & ( cabergoline ~ pramipexole -

b F #s iTHis g € (Movement Disorder Society, MDS)*“ 2007 &% % UPDRS =4 £ % et 4K & > MDS-
UPDRS:ER 4 ¢ 5 4304 » §- M 5:20n g 4 240 #Em s i A2 o%(1340) %= ;e 5e
G EEBA RN B A6 (13 8000 B2 5 8 (e 5 4 (18 4D B x5 IR i o
HHEE O FHE0I 44 EAREATNRAT NEIKER DS B A BAEF £ 7R R ARFL[16]
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apomorphine, ropinirole ¥ rotigotine ) ~ MAO-B a*»'P'Ff: | | (seleglhne rasagiline
#7 gsafinamide) 22 COMT #r+#|#| (entacapone) *5#¥ 2 Z 75 & &R
(PD) s 4 » = prUgiB S RGE% - F S LATS 2019 £ 57 o

d2r G L ek B levodopa FERILF 0 5T fEAT - R
(inconsistency ) ek 3 > #-3L 8 2 473K 25 2 B A B ahie % (network ) ¥
1 R#%s PDESEHBR Y #% [alpr ¥ 2 BR% 5 MAOB $rilH
& % @ aeie A2 levodopa £ B * (21 FA £ & levodopa 4p it ) v i %
G9T 7 %% 5 UPDRS A 8 e 3 2 F Ji o

Pk

it

B~ 79 vk (54 R/ P T oREGERAP M ~ 25 i MAO-B il &4
B H¥ 59}&,,?[;%?*’““2@:}%‘—*’“%}3pnkv)l?rrrnﬁ, Bk LKA
o2 8381 A i * § oo oA ~ 3,736 £ & * MAO-B #r4 & ~ 4,077
A g % AR E levodopa o

BE2BRE? Ty BREL R Y G 22 UPDRS 4 #ics 17 )
H ¥ selegiline ¥ % 3 »xeig 38 > (5 % 5 pramipexole ~ ropinirole ~ rotigotine ~
cabergoline ~rasagiline ¥ safinamide’ X 3¢ 5 4p % s~ B 5 2.316~2.091~
2.037 ~ 1912 ~ 1.664 ~ 1.584 & 1.179 -

B FAAR  ER BTG R RE T LF Pk 0 Y T
i% % el % > fe pramipexole ~ ropinirole ¥2 rotigotine § & 4 hi% B p tg o g
At R A s e E T G A 2 B ARG S R EFHE
RpEEARERDF LR HwZ ] Bkt ~ o
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%3 ~ ki );;J% ¥ BE 22 3 & 4 7 (safinamide vs & A~ TS H R AR 2 :I{% W =yid
# i HIP AR Levodopa
. " , g | = |0 UPDRS- P
. #% ID . % | Safinamide 5 ¢ £ ON- ] .U
IF—%"/E » 3o EHE . N e E# I (- 35
(3 &) ¥ | (FE)FED) (| (R time » (mg/day)
‘ ]’B" 2 A
&% (hr/day) (T 3aiE)
# ¥ levodopa in % ® § Frcik # ch PD g 4
>3 # PD~OFF time /¥ H&Y
) 016 ) ,_ 224 (100 mg);
Borgohain/2013 " I3 IV~ * levodopa 5/ | 24 222 59.9 9.4 28.10 605
(%= %) . 223 (50 mg)
RS2 S
>3 & PD -~ OFF time p*
_ SETTLE ,
Schapira/2017 (% 2 ) H&Y I & IV ~ ¥} levodopa | 24 274 (100 mg) 275 61.9 9.18 22.8 777
=4 R
ME2125- i
p & 4 ~ OFF time p¥ H&Y
) 3 B 128 (100 mg);
Hattori/2020 " Iz IV~®* levodopa 5 | 24 136 68.7 9.94 22.03 438
(#=/= . 131 (50 mg)
gl S
)
B %o aRinseR P g F g h PD @ A
' 009 <5# PD~H&YI % I~ 4% 56 (1.0 mg/kg);
Stocchi/2004 " o . o 12 56 59.6 NA 16.74 NA
(= 8) | T* - f&7 7 "eEaEH 56 (0.5 mg/kg)
<5#PD-~H&YIZ I~
. o15s | N 89 (200 mg);
Stocchi/2012 ” E TR Y - iy Y ORIEGE | 24 90 57.4 NA 20.67 NA
(% = %) . 90 (100 mg)
)
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NCT00605683
(A8 %)

MOTION
(%= 4%)

<3#PD-~H&YIZ I~
£t - fB 5 T RIALE

#l

24

227 (100 mg);
227 (50 mg)

225

60.7

NA

19.90

NA

H&Y, Hoehn and Yahr stage; NA, not applicable; UPDRS, unified Parkinson’s disease rating scale
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B oL R 5% BHEFRRT) BE

& P L} 'R A B $ 0 ON-time (-] F¥)

® (Safinamide 100 mg + levodopa) vs (¥ /& #]+ levodopa)
Study 016 0.55[0.12, 0.98] 23.3%
SETTLE 0.85[0.41, 1.29] 22.9%
ME2125-3 1.66 [0.94, 2.38] 15.4%
= R 0.95 [0.41, 1.49] 61.6%
B Tau?=0.16; Chi*=6.72, df=2 (P=0.03); >=70%
E o E 0 Z=2.70 (P=0.007)

® (Safinamide 50 mg + levodopa) vs (¥ & #|+ levodopa)
Study 016 0.51[0.07, 0.95] 23%
ME2125-3 1.39[0.67, 2.11] 15.4%
= B 0.90 [0.04,1.76 ] 38.4%
£ 4712 ¢ Tau=0.29; Chi™=4.17, df=1 (P=0.04); P=76%
EERE T E 1 Z=2.06(P=0.04)

X 0.91 [0.52, 1.30] 100%

£ 410 Tau’=0.12; Chi>=11.05, df=4 (P=0.03); P=64%
EERE T E 1 Z=4.57(P<0.00001)
=% Z B PR ¢ Chi’=0.01, df=1 (P=0.93), ’=0%

OFF-time (-] /%)

® (Safinamide 100 mg + levodopa) vs (¥ & #]+ levodopa)
Study 016 -0.60 [-1.00, -0.20] 22.5%
SETTLE -1.02 [-1.40, -0.64] 23.1%
ME2125-3 -1.72 [-2.39, -1.05] 15.1%
= B 1.06 [-1.60, -0.51] 60.8%
B 4% : Tau’=0.17; Chi>=8.22, df=2 (P=0.02); P=76%
KR ¢ Z=3.81 (P=0.0001)

® (Safinamide 50 mg + levodopa) vs (¥ &+ levodopa)
Study 016 -0.60 [-0.95, -0.25] 24.1%
ME2125-3 -1.25[-1.92, -0.58] 15.1%
= e -0.86 [-1.49, -0.24] 39.2%
BE Tau?=0.14; Chi*=2.87, df=1 (P=0.09); >=65%
EEREEF  Z=2.70 (P=0.007)

o -0.97 [-1.33, -0.60] 100%

B f1 0 Tau’=0.11; Chi>=12.15, df=4 (P=0.02); ’=67%
EERECFE ¢ Z=5.24 (P<0.00001)
=% Z B R ¢ Chi>=0.21, df=1 (P=0.64), I’=0%

UPDRS-IIT*

® (Safinamide 100 mg + levodopa) vs (¥ /& %]+ levodopa)

20/40



110CDR06055_Equfina

Study 016 22.60 [4.10, -1.10] 10.0%
SETTLE -1.60 [-2.93, -0.27] 10.7%
ME2125-3 4.18 [-5.65, -2.71] 10.1%
% e 2.77 [-4.27, -1.28] 30.8%

B Tau?=1.21; Chi*=6.54, df=2 (P=0.04); >=69%
EH T E 1 Z=3.63 (P=0.0003)
® (Safinamide 50 mg + levodopa) vs (% &#|+ levodopa)

Study 016 -1.80 [-3.25, -0.35] 10.2%
ME2125-3 -4.07 [-5.16, -0.71] 10.1%
= &F- -2.93 [-5.16, -0.71] 20.3%

B Tau?=2.02; Chi>=4.64df=1 (P=0.03); ’=78%

sy 1 7=2.58 (P=0.010)

* UPDRS-III ¢h5 & A 45 & 5 PDWMF(2 levodopa & @ ¢ * )22 PDWOMF(2 % = veig e d) & o ¢
H)EHE S AR &I PDWMF %3 o

UPDRS-III, Unified Parkinson’s Disease Rating Scale section III; PDwWMEF, Parkinson’s disease with

motor fluctuations; PDwoMF, Parkinson’s disease without motor fluctuations;

F =~ ki /]?e ¥ R 5L & & 47 (safinamide vs % F @) 2 7 7 B * Iy T
o 3 = B L R g B
(® jt i) (95% &% F) (GRADE)
(Safinamide 100 mg + levodopa) vs (¥ & #|+ levodopa)
F RGO R

E O !

1259 (3 MD 0.95(0.41, 1.49 v
ON-time (-] F¥) @ ( )
OFF-time (-] F%) 1259 (3) MD -1.06 (-1.6, -0.51) ¢
ON-time 7 UPDRS-III 1259 (3) MD -2.77 (-4.27, -1.28) ¢

£ X 44 R Bog

ONctime (1 ) 710 (2) MD 0.14 (-0.03, 0.3) &
BB 4 995(2) | SMD 0.42 (-4.34, 5.04) i
ON-time 7 UPDRS-II 1259 (3) | MD -0.65 (-1.03, -0.27) %
PDQ-39 813(2) | MD -2.32(-3.74, -0.89) i
Bt F 1268 (3) | OR 1.02(0.59, 1.77) s
F|FAF g B % 1268 (2) | OR 1.02(0.61, 1.69) s
Bhop (3 RF JB) 1268 (2) OR 2.50(1.32, 4.72) #
(Safinamide 50 mg + levodopa) vs (¥ & #]+ levodopa)
E A FF AR B eh

. 712 (2) MD 0.90 (0.04, 1.76) 4
ON-time (-] F¥)
OFF-time (/] &) 712(2) | MD -0.86 (-1.49, -0.24) i
ON-time 7 UPDRS-III 712 (2) MD -2.93 (-5.16, -0.71) [
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FAFTCRBED 0 | MD000(0.17,0 18) %
ON-time (-] F¥) o

BB R A 445(1) | SMD -1.4 (-7.56, 4.76) "
ON-time 5 UPDRS-II 712(2) | MD -0.59 (-1.09, -0.09) 4
PDQ-39 267(1) | MD-0.33(-2.69, 2.03) i
Bt 2F 719 (2) OR 0.77 (0.35, 1.69) ¢
F|2 AR fyh s 719 (2) OR 0.78 (0.41, 1.50) s
Bhm (P 25 R) 723 (2) OR 2.20 (1.15, 4.23) s

UPDRS-III, Unified Parkinson’s Disease Rating Scale section III; PDQ-39, Parkinson’s Disease

Questionnaire 39; MD, mean difference, OR, odds ratio; SMD standardized mean difference
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FoN s j e few RS 6 8 A 47 (MAO-B #rl] ~ 5 7 v=Ge M « COMT 414 vs. % FI#)2 57 § % % (effect ratio)
|- 4

s MAO-B #r 4] 5 @ IRiEE R COMT ¥ #
' RA+LD SA+LD SE+LD CAB+LD PRA+LD ROP+LD ROT+LD EN+LD
UPDRS* 1.584 1.179 2316 1.664 2.091 2.037 1.912 1.429
(1.379, 1.82) (1.031,1.352) | (1.819,2.951) | (1.113,2.418) | (1.889,2.317) | (1.804,2.294) | (1.716,2.129) (1.16, 1.74)
UPDRS** 1.544 1217 2.503 1.455 2.093 2.095 1.933 1.312
(1.349,1.762) | (1.066,1.392) | (1.946,3.222) | (1.006,2.068) | (1.891,2.316) | (1.861,2.356) | (1.737,2.149) | (1.098, 1.570)
3 uE R 1.052 1.043 1.045 0.969 1.034 1.012 1.030 1.006
(0.812, 1.405) | (0.837,1.343) | (0.818,1.394) | (0.652,1.281) | (0.806,1.337) | (0.799, 1.278) | (0.791,1.352) | (0.755, 1.323)
o 5 0.903 1.113 0.955 0.854 0.616 0.615 0.809 0.957
(0.690,1.201) | (0.782,1.571) | (0.774,1.159) | (0.522, 1.334) (0.524,0.72) | (0.526,0.713) | (0.690,0.945) |  (0.654, 1.34)

AP G Y RAE - E}?‘i{ BERFERDPT LR

A 3 Y RERDFLR

RA, rasagiline; SA, safinamide; SE, selegiline; CAB, cabergoline; PRA, pramipexole; ROP, ropinirole; ROT, rotigotine; LD, levodopa; EN, entacapone; COMT, catechol-O-
methyltransferase
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(T) k2 FH

BRFREZAPEF T AL S R A RRT-21 2 ¢ 4 R HRRER
(Study 016 ~ Study 018 ~ SETTLE % - M&H&hﬁ@b$%w¢mw@ﬁv
}?&‘F‘éﬁ“ °

T LR v R BRS  EARTRR R (21] 0 o~ 652 5 30 At sip
&4~ ¢ % levodopa ¥ § #2%i 12 (wearing-off) % ~ OFF j fi ey £ 4
Z II-VI> 4= 451 * & F 5 safinamide = p SOmg FA4FT UBREAETED
100mg e A5 2% £7 203 A& ink B9 3 70%% > 52Fausk o &6t d
W PD # 4t bl 3 92.8% 10 § ¢ rRitie Ak 2 F Lo TIOR HAET 5 9.78
ON j f5 < UPDRS-III L 354 #c 5 2127« F7 5 S % B 7 52 3k ehd p iz g f 4
£ #5740 ON-time (22 A A 4 1L ) # 4c 1.42 /] p¥ > 5 p OFF-time T 355 > 1.40
| B¥ > ON % fi ¢ UPDRS-II T #54 #cj > 620 £ 4 107 4 # 4%/ T 100 mgo

o~ KAl B

AESA FRMPT RS T atecd 1 35 levodopa WA F o &
2 g 20 i I % (wearing-off phenomenon) | & =t i& ;iﬁg ERERL T2
RRHES L ?ﬁﬁf‘aﬁf“’;@)ﬁ%fiﬁwﬁ c S B R BR CATC & 558 ~ B R3F T 4
BREEZEFRT AL R EAFTEL LRI 22 F 58 5 MAO-
B Frf A 3 = iR e A 82 COMT #r4) @ » B P ATC » 5= I /BApkE 2 P &

MAO-B #r+

| #| i rasagiline £2 selegiline ¥ % %i%‘; £ o

iR F?%ﬁi;}i MM B HEHRINA - 4 £ 4 CADTH 7 £ 35 4 A
safinamide /¥ % 7 7 levodopa 7 i2 c% v i # &-(add-on therapy) » * %5 &
levodopa #& T & & 2. T 5 OFF ¥ #cndd B (o g £ < TR A 2 Bk o
1 & i %] 5 safinamide &2 # 5 PD *f4e s crdp¥»cE L3 2 /e > P LG H
Y58 7 safinamide ¥ 12 f# (2 # @ B #F 5E 2 R0 Rk BF R RM PBAC
7 %t ¥ rasagiline B | 2 & & $7 (cost-minimisation analysis). & % - 22 3k X5
safinamide * *tta 4 & < g ¥ 5 levodopa et 5 gkt i SMC Bl FI R 7 L
AP T AL &2 44 safinamide * TP BLEP R0 g H g T § Bl B I A
e s R E R

A0 ¥ Fr #iu Zﬁu PR A S8 RE AR DY PR LAY SR T LR

* levodopa o ¥ G A1 IR z;iﬁvm PD 5 4 N¥EE Y 5 B R
safinamide 50 £ 100 mg v B F H 4vil § A R &g 9 ON-time ~ > OFF-time

24/40



110CDR06055_Equfina

22 :2 L ON-time p# 9 UPDRS-III » &2 7% safinamide 50 ¥ 100 mg ** 2 & 5 redp
AR Deng 3 o fe safinamide 50 mg W ARSI S B 2R ks ghw g
% MAO-B #4118 ~ % = %=ig:2#H| 8 COMT #r4|# £ levodopa & & ¢ * (% 8
RER) PR R RAE ST BERT T BEEX B Y G oo (1
UPDRS % #c~ 57 ) 2 ¢ selegiline #_#  »xeni% 5 0 12 4 5 pramipexole-ropinirole-
rotigotine ~ cabergoline ~ rasagiline ¥? safinamide » i i@ 28 5% L5 3 4 frE 7 2

F b ' o » L3 M BB G o

25/40



110CDR06055_Equfina

Hy
'l
4
S
S
h\
Ry
ke
&
ﬂ.“\

E

(-)ERF RO AP F B
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3¢ 2 1 & %4 CADTH/pCODR-PBAC % NICE 2 ¥ 1 #:# 54 2 2 2
RFREZFEF ART R R FRPRETRE ERE RS
CRD/INAHTA/Cochrane/PubMed/Embase #p B }F*Je C B fRAL & FRAH=R 2
B BHEEE P DS ARFAL RS

K iR L P
CADTH/pCODR
/pCO 32020 # 30 A2 o
(s 44)
PBAC (&) 2014 & 10 2 e
NICE (#= & ) 22021 & 7% 14pak > bmEATGIHRL -
H e <L ’J;l .
m;%%fﬁz T SMCCERIE ) F A A 43P 4R 4 10 2017 & 50 24
_.‘.SF
T EHRE CRD/INAHTA/Cochrane/PubMed/Embase =138 %F & % o
ERERELTH | EREAREEHITR 2

# ¢ CRD & Centre for Reviews and Dissemination, University of York, England. 05 & °
INAHTA % International Network of Agencies for Health Technology Assessment %58 -

1. CADTH/pCODR (4t £ %) [8]

v £ A BERZ -P? R # #3775 18 . (Canadian Agency for Drugs and Technologies
in Health, CADTH)*: 2020 & 3 ' 22 428 % » CADTH 4 £ 4 84 & 7.4
R ¢ (Canadian Drug Expert Committee, CDEC ) 7 i£3% safinamide® % i ** +5 & &
LR A C S8 3 levodopa ® A A A pfg,ﬁu ik f®t OFF i f§ 6%t 4 (add-on)
=

M A2y > CADTH £ fl gus MP RGNS A2g @y LAt

2 Safinamide *t+4r £ + p= & 97 & £ 5 Onstryv®
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~3F 4 7B CADTH £ R € 7 B safinamide 3 * 261 & Ao anF i p F 2 4r

w
1k .
&

R 23R % i safinamide 9% R4 % 540§ £ > safinamide 50 mg 14 2
safinamide100 mg 71 % % 4c % 6.9 ~/4z_; safinamide 2 FkA4>* £ 5 5 p 50

I%’@*wﬂ%*ﬁ%m uiﬁ Brgaspr£31100mg EREY Y
5 4% 2,520 A o

BT R en® A2 F ATy 0 q Bt i ® posafinamide 100 mg & 2 # 7 MAO-B
e (4o: rasagiline 12 2 selegiline) ~ COMT #r+/#|(4-:entacapone) ~ % & 3&ig_
32| (4o © bromocriptine ~ pramipexole ~ ropinirole 12 % rotigotine) » * 3T i5 R M &
# g ~ 1T % levodopa #f B j5 gy chal v o pLFT R R H 4o £ & 2§ pLER(Canadian
publicly funded) ; A # & 4755 % F T > I & p i * safinamide 100 mg 7= A& 3%
# & 7 4r bromocriptine’ "Pfﬁa & * safinamide 100 mg 4p B ¥ A LTS CE
EE2EETRT A#5"  F+# Y safinamide 100 mg o L R ¥ F ¥ g
‘-"'WJ%' F] » ¢ 4% safinamide % %%.EPJLFE JLE 5 A i€ % safinamide pER R E 0 T8

N R R A B forde 7 e OFF pF Y e o

CADTH =5 4R £ 4n HUR T 00 £ 5 M7 4] > ¢ 42 ¢ §03]3= & OFF 253
Fen= VT2 S~ AMgm A FIR A3 B % F s ~ HOF] 51 % g
B R T SUcE A AERM > ¥ b CADTH 3% #% BP0t oenificdf "L K
safinamide e=" A»x 5 & 7 Fra o

et RBE R CDAHALATE ’]‘? CADTH &1 {8 & 774 “f‘?’fiﬁuff}%"f?q*iﬂ
safinamide 50 mg # #+ p safinamide 100 mg 7= A 3xz ¥ 7 4oH s 1t g > I 7
R e 503 103 3 R D Do X K R ox R B R B DB~
4 £ @& F & (Clinical Review)dp &1 2 & of7 7 U] % p 03] 320t i
V5o &% FE s safinamide e4p ¥ 7282 £ 2 1> 11 & safinamide e= A2 F 2 P oo

2. PBAC (&) [9]

B PBAC #2018 # 11 22430 % > AW E ] 2204785 > 23K
% i safinamide * %t #h & A < g 4 (add-on) 5 o

SR A H 4% safinamide 100 mg/day 7 % *% rasagiline 1 mg/day ¢ %
PR E TR M At o K AMTE L B € (Economics Sub Committee, ESC)
#% & rasagiline &_£ i h¥ PR & 0 TU1 & T rasagiline i e £ [Fl$2 safinamide
%R 0 ¥ 5 rasagiline ¥ 1 H it * jnk o4 ?ﬂ:‘\}iﬁ?ﬁ A > @ safinamide P 7 s
Hjpit * o pFPBAC /L E 3| L% I &, % i rasagiline #7 %3 & ] & & A 4744 2 o

3 &R G oselegiline © =t & v &5 entacapone 0 B @ selegiline e ¥
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v rasagiline i & 3F % o
3. NICE (# &)

12021 & 7% 14 p k> % & Safinamide 4p B = A E 7 7 o
4., H i %Jﬁ:;}ﬂ:}igﬂ’—% ik

(1) SMC (gtefr) [11]

2y ﬁif?%“?#”’i R € (Scottish Medicines Consortium > ™ = i # SMC) ** 2017
#£51 a2d % saﬁnamldeb%“f’a§,+n$%’,<«}im)ﬁ,& CAERTFLRME T AR
SIS %— oy SRV

5. T3 FHEApM v‘}gk
(1) #&=x->2

~3F 2 * v 48 % CRD/INAHTA/Cochrane/PubMed/Embase & + 7 #2 &
L 4T

(\x,
N

"1 5] PICOS ik HOF G512 » T40F [t & A RATELH 15 2T 25 4
¥ (population) ~ 7% =~ /2 (intervention ) ~ F »T¥f P& 5 (comparator ) ~ 4 % JB]
2tk (outcome) % F2 % %342 2 ;2 (study design) > H 3#F if & FiZ 4o

Population v & AN
Intervention Safinamide
Comparator A3k
Outcome ICER

Study design cost-consequence analysis, cost-benefit analysis,

cost-effectiveness analysis, cost-utility analysis,

cost studies

i BB+ it 2. PICOS » i% 18 CRD/INAHTA/Cochrane/PubMed/Embase % ~ 1)%}?
FLE > 322021 & 7 % 15 p ~2021 # 8 % 1 p » 12 (safinamide) s B4t 2
FIE - JF Fak R e

b Safinamide ** F&t i b= & 9% & & 5 Xadago®
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(2) x5
ABERZAPM D A2 F ;}grﬁgégk o
6.?%%%%1#%&$&§F2?ﬁ

BRY AR EEAIGER 2 R

S TE T JIEE A

SETIE

1k Liu % 4 A48 i R 2 & % B 0 2004 E chiE S0 HRIE (L 5

g2 848 4 02011 &S EF g a2 1477 &[22]01‘53#;}_%%%15'—& ¥
)z} YeitE SR 0 2015 & Flth g ﬂtﬁ-}?’],\rbp, _rrJ:[Iia A feE 115,000 4 > F &R B F R
%% 12.6 fEE[23] -

(=) P 54 Btk

AAR A F > RN E R ATE L i\?u = I% R frl-ﬁ_,# » 3E R % %E Bih
gﬁ#’f}«&r""gmﬂg :

& % »safinamide % WHO ATC/DDD Index 2021 %:#5 = NO04BDO03: %" NO04B :
Dopaminergic Agents ; 7 "' NO4BD : Monoamine oxidase B inhibitors | #f » ¥ 3 2
7% (selegiline 14 % rasagiline)fe ot ~ %5 A FEHE FBF F 3 25 ¥ I 2 o ik
B o

=4

pLeh s XA JE safinamide 225 PR S-iE T B B 2 TR ESR 0 FI 0 &
L ER P (EH B % 5 selegiline 17 % rasagiline ¥ iF G 4 & P 4
& rasagiline % 4L H jpid * chEF p &3 HE L 1 mg & levodopa = &
it g AN pELEY F P B AT U] S5 0.5mg 0 R Y g T safinamide
7 ¥ *4) safinamide 3 & 22 levodopa % 5~ * » #F 4 m 3 > rasagiline 15 #

b

‘_f-év
¥ H

C PR ST SERRA

(=) & ATC » 4 5 & i€ A # _»

(:) }%’E]'J 13 HPE&%E USRS ‘\'PF'/‘_—')?@F' IS "—%rr’wl{g" ﬂ'?\

(2) ¥ 7 #1795 3 R :#5% (head-to-head comparison)z. # &> 5| 5 £ & %4 -

(=) %frgg:-?g FLiGFRU AR EY > FEFFI RSO RKL RBFRES
Y L
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Blgs > 2 5 @ % B E 4] > Flet FiE# rasagiline (T4 2 43 5 ER AL
Y E

R E e & Equfina® (0T HAEAS)p A EREHE - A kT £ (2022
E32026#) At AHGEH - £ 800423 %I E 6200 4 > AFERE
FPEE-FH1480F 1 NI E LI3RAF L Rl ey REY & B8 ¥k

eI Y - BE YIS0 A ST EQEY 1LI00F 7 TSR
-‘F*{ma‘a WE AT

1. i =

BRF R A FRB R ‘j %f.? ¢ 3% selegiline ~ rasagiline ~ pramipexole ~
ropinirole H % entacapone > FAE A T 0 EIFRATH L A2 TRk BB
% o

2. PHEEFEIE

EREFEHRATSFELL G T ;g\@“ C 3B (2020 £ 5 2070 £) A
0 BEAZ 7 [22] J’/ﬁﬁ41m[g3&§z%\ el A kT (2022 & 3 2026 #)fe b
d’ﬂ!?wrffﬁi R FF AR &42454 246 A Iﬁa’x%t‘] 50,500 A = 57,600

A ERE 2 ﬁi—‘ﬁ %4 B ¢ F7 1 BT ¢h wearing off vt ] %) 53%[24] > = A kT
£ FE TR I G SR S P W B LR B 2 @Aﬂ:]zmoo& 31,000 £ o

N

3. AT Ad

EHE A RT Eavd b F3%5 20% fah SR KT ER Y 4K
SH-#EX800 4% %I ENG6200 4 -

4. rEEREZ

kY R RER XD BRI R
X356 A B EHRE MG ASERET 5

#p 1 % 50 mg~# &g *
EG 1480 ~ 1 %7 £ 1.13

f
|

i
”
E

CEIE A LKL VR A iE R ok A B B 94 & < g ( ICD-9-CM: 332.0) - -

FERPE G OEENREL - AP BI A EHEDBE L 0E H g R +n$ﬂ<«;§;4§w ) v;}g,

levodopa ~ carbidopa - bromocnptme mesylate ~ pergolide mesylate ~ amantadine ~ anticholinergics ~

selegiline - cabergolme ~ ropinirole & pramipexole; Anatomical Therapeutic Chemical Classification

System NO4; # 2 57 ;’Q#H’T‘: aﬂ“ﬂ‘d’ﬂ$e§r‘~fﬂiﬁi‘ ’/;#“f ABETEE S AR - E R BETE
?Ef"nh-ﬂ-'gf‘/};:!‘“?aﬂ"% K‘H‘Zd}ﬁim%/\"
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EHRE REFF L PFELR Y EATEFENAET SR F R LG
entacapone ~ selegiline ~ rasagiline ~ pramipexole % ropinirole % = & % % | & ¥ >
%+ % 5 p g _% A £ (Defined Daily Dose, DDD )# & B~ X Z 2.enig * 4 & #c o
Tda i BRG] (S 0 FE B x**%r%mﬁ%gl BEY G REY o ER
FFLIUAW?)“‘/\I’jBI’T-&B"IL‘ B L E ORI - &% 1630 8 ~1 %7 &
124 =~

VRN S JUTEEE TE A 0

,
Y
X
k.
(V)]
S
el
S

(1) # &F ZRETREAED FFFO 1% AFFRABRELS - £ 098
FHITF 15T 241,008~ FA&EH EFH A 1% ~% M
PRI 5 - E988919583~32 57 2849 1,1658 ~ -

(2 A&Fp*E ERFALITAHFAFEARA5F P £ 100 mg ¥

L ’@éiﬁ%‘,’f&_f‘f’ﬁﬁﬁmﬁwkﬁw selegiline » 7 H &K =" p @ * 5mg &

Zp 10mg > m k& 44 LR selegilineSmg Pl 5 81% ~ 10 mg ¢

X 19% 0 2R H K A 5 # p g * 50mg 2 100 mg v selegiline % 4%

E#Bf‘f’k" bl Flm At s A F-F P @ F 1L1942(F 42 50mg) s Ak

EAEREREY L5 1E 17605 1 51 & 134 g~ st T8 iR

SE- ERG I35 FALET AR 1,030 F A -

-

s

m\gg 144 \mtm

S LI R LR R ¢ e f7 TR

Ao P B AT BN H 8 T S ER U RARR AT E A R F R
L AAR e ,‘—?— FLE 3 T A8 ﬁ"3'33’—1 = 1 T

1. §@hk gt iz

FHERERZAERIE] DA E % 5. selegiline ~ rasagiline ~
pramipexole ~ ropinirole /4 % entacapone > Tk 3+ = 5 B~ N B Tk o AR 2L FIE
* i 7 oo & 52 selegiline  rasagiline B3t 4p B iE® 58 e MAO Fr4) A o
entacapone » COMT #r %> pramipexole ' % ropinirole 5 % & "=igscH|; F]pt >
MEL TR AEBR B L MAO #r4]# < selegiline ¥ rasagiline #% € #8 ; T ¥
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4 & 3] COMT #r#|#| entacapone &k + 7 # € &2 MAO Fr | B & * nfta & &
R A Bt AR A ER A KB entacapone (i € il S ¥ ¢k o g s 4
v L H jbi¢ * pramipexole ' % ropinirole > F|}t A IF L TG A ek B

pramipexole ' % ropinirole e 3 { 1% o
2. P EEFE

BRE R RE G FARA TGS *WF\F [22] e A kT £ g
HARRT EisRp A BTH - 50,500 4 3 F T &£ 57,500 40 A AR Y
BERF T 2 R[22 F AR G AT 2011 E o ERF G kAR & S
BARKRT EauFd 5o Ra o MR A [22]4 11 # H« R IRAPH B Y
PEFFE FY o AFENGHRETEELA RS EFRE PR A KT
ELE S EHFARDREAENF - EN 48 F LI FRT ENISFOF A
B bk fpt Bk ks ¥ - 2N FAIRT 21204 -

gLk s gt 2k K i & & & ¥ P~ % Entacapone - Selegiline ~ Rasagiline -
Pramipexole # Ropinirole 7 A% 5> 2354 ¥ £ & S50 » RS 18 15k & *
PR ZBE S MAO #r4 & e selegiline 12 2 rasagiline » ¢t & 3F 2 K P
w8 * selegiline 14 % rasagiline i AT A P AR F] selegiline 42
rasagiline " H jhid * A S B H s g B0k n DHERATFEEHY His
t g B g F] o AR ;,17; * &P~ % selegiline ™4 % rasagiline & & @& * H i
& %F%“r%mjﬁa A EEH {:ﬁ— d & 47 5 FRE 0 % IR selegiline 1 % rasagiline &
B Btk H8 Ry v b K g HE R R (1 10% 5 F] 0 AR
+3® % A kT E P IR selegiline 12 2 rasagiline & # # * H s & 2o 4 fich
FoEQIF2FAIRTELIF IS o

3. AT Ad

e ERE TR AT RS AELIRART ERASRT AHITE - £ Y
360 4 I % 1 £ % 2,550 & o

4. rEEREZ

@g;gsgf;&ﬂxité FRERER c BRASEP T E S0mgs FERF 356 %
Ra o AL AZICHERAEEFPFTCOIR S0 mg &+ p 100 mg: ¥ 54
WHO ATC/DDD Index 2021 % =t & F-e-% p %_% #| £ ( Defined Daily Dose, DDD )
= 75 mgo g AgFLRL 2 Fizﬂ?uh Mg Ag®p g o M‘i}ﬂf P EEAE
DODD)yA FEA&F P * £ 5 T5mgis 2 FLTFRASEREF L5 - #9707

LIETE6970F ~ o
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5 B

g

S

*IF L BR A S {87 B~ iX selegiline 1 % rasagiline ; ¥13% selegiline * p
£ > /54 WHO ATC/DDD Index 2021 %k > selegiline * p % % %€ (DDD)
5 T
prE T EAEFHE IS AREZ EE levodopa 2 53 * > F|p AR LT
s

#-P~ 1% rasagiline ¥ levodopa & & B ™ AR > A R T T EH B @

7~

mg’ ¢ A 3F 2 Bk P~ 1N # 5 oselegiline i@ * £ 5 & P 5 mg; #4737 rasagiline

s-PF o rasagiline s& p o £ 5 05 mge £ BRAEREL Y 0 AR FE
. y

f %ﬁf Seleg111ne5 mg 2% p & %‘f 5268 Bl Rasaglhne 0.5mg & p
a

AEEFAGRB R EREY L AR TR AR RS HE A RT
EOMBRELN - E 60 A1 5T

7. SR RS

AEFL GiRpE P JLa'T\;?f?'EL(DDD)I}?M}UIK Ap* gL T5mg R FHE
RASEE PR L 50mg & 100 mg o AP BRI E 2 o Flt AR L e
FARR B~ * M7 A7 i 2 P I Mde s 5 p ot £ 50 mg R4 %

I E 21508~ FlEEEprE
I%37IF67907 % -

100 mg P4 5332

Safinamide EREY PR

= pAE ($-E1 57 &) ($- &1 %7 #)
50 mg (%42 ) 650 § ~ & 4,650 § ~ 300 § ~ % 2,150 § ~
75mg (A#H > %) 970 @ ~ % 6,970 @ ~ 620 3 ~ % 4470 3 ~
100 mg (% 42 3 ) 1,300 § = % 9,290 i ~ 950 § ~ % 6,790 § ~

= EREG B

1. Hs RMpenflf=iEsd > EEN PBAC * 2013 & 11 *» 24k %
% 0 A & F A B2 rasagiline Vg ] 2 AL TR S o E3R o' A 5
ieta & f SRR 4 i B 5 11 2 S £ 45 CADTH »+ 2020 # 3 7 2 4
RT3 E 3R % safinamide * 3N af th g %’:«)jr_ﬁfa A e B4 LR
F] CADTH £ f g :n: RMpF R £ 2535 22 a3 2021 & 7

" 14 p 2 o B EFRNICE & GRttff SMC =t A3x 57 % o
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2. L%f;'ii—*ﬁx’g?ﬂ\wﬁ)iﬁ%g Px-FN1480F3 32 %7 & 1.13 l@,’b’a‘r“f%ﬁl
B~ % entacapone -~ selegiline - rasaglhne » pramipexole % ropinirole % &-& B
By L5 -FEN1630F8~2 5T #1243~ AFFHHBPEL 5
HEE4H1508 ~2 5T #8548 591,1008 ~ o aqpg B A7 L*Fiz—*ﬁ; B A
AR ERY 11940 PERIHBERLI Y- EH N 1355 ~1 %7
£ H 4 1,030 ~ o

3. AFRLEIAPTREFTHE A EP X2 5L selegiline 14 % rasagiline I ¥

BASED Y E L ARG ARTI EARZERET S - £5 970

I%IE ]6970gm’a‘r“4r‘%ﬁ;ﬁ’wl~mégmé$ﬁ; - #£X3508 -2

I#5 2500 873 &QX’I—I"%%* A R ERMABREEL Y- £

i 9

%'-“
ﬁ_‘\

a
19

i FSE RSRE §RE LATLHBR TR

kyg 2021 & 10 ? EiRF EEL FEEHE € RARL AEAPR R FlA &
FpFFer Mt e L E & orasagiline # P F R 0 FIM ARE AT F KA
g ff"%’»fk* WL A 1784 selegiline §1* 45 0 " i selegiline # ¢ F 3
P R L RTZMABRFEA R FLARTI EAEERET S - 5 1,260
i”‘I' 9 6,780 § "b’a‘r’“fB‘I*%%’f%%“ﬁfﬁ 1,020 §~1 %7 #£X5
0F = TF e MR SL Y- 292405 ~3 57 297105 ~

oA R
é\ = =

D

,0

3

34/40



%

10.

11.

110CDR06055_Equfina

7

Parkinson Disease. DynaMed.
https://www.dynamed.com/condition/parkinson-disease. Accessed July 26,
2021.

David Oliver, Simone Veronese. Palliative approach to Parkinson disease and

parkinsonian disorders. UpToDate.

https://www.uptodate.com/contents/palliative-approach-to-parkinson-disease-a

nd-parkinsonian-disorders?search=Hoehn&source=search_result&selectedTitl
e=1~2&usage type=default&display_rank=1. Published 2021. Accessed July
28,2021.

Armstrong MJ, Okun MS. Diagnosis and Treatment of Parkinson Disease: A
Review. Jama 2020; 323(6): 548-560.

Parkinson’s disease in adults. The National Institute for Health and Care

Excellence. https://pathways.nice.org.uk/pathways/parkinsons-disease.
Published 2017. Accessed July 26, 2021.

ATC/DDD Index WHO Collaborating Centre for Drug Statistics Methodology.
https://www.whocc.no/atc_ddd_index/. Accessed Novenber 9, 2020.

o % ?’% B FTFROBSFTRELE. FLAATINSSES R
% | https://info.fda.gov.tw/MLMS/H0001.aspx. Accessed November 9, 2020.
FRA T 5 18 A SRR AR L R R
https://www.nhi.gov.tw/Content_List.aspx?n=E70D4F1BD029DC37 &topn=3
FC7D09599D25979. Accessed July 6, 2021.

CADTH Canadian Drug Expert Committee Recommendation (Safinamide).

Canadian Agency for Drugs and Technologies in Health.
https://www.cadth.ca/safinamide. Published 2020. Accessed July 26, 2021.
Safinamide: Tablet 50 mg, Tablet 100 mg; Xadago®. Pharmaceutical Benefits

Advisory Committee.
https://www.pbs.gov.au/info/industry/listing/elements/pbac-meetings/psd/2018
-11/Safinamide-psd-november-2018. Published 2018. Accessed July 26, 2021.
Parkinson’s disease with motor fluctuations: safinamide. The National
Institute for Health and Care Excellence.
https://www.nice.org.uk/advice/es6/chapter/Key-points. Published 2017.
Accessed July 26, 2021.

safinamide (Xadago®) 50mg / 100mg film-coated tablets. Scottish Medicines

Consortium.

https://www.scottishmedicines.org.uk/medicines-advice/safinamide-xadago-no
nsubmission-125917/. Published 2017. Accessed July 26, 2021.

35/40


https://www.dynamed.com/condition/parkinson-disease
https://www.uptodate.com/contents/palliative-approach-to-parkinson-disease-and-parkinsonian-disorders?search=Hoehn&source=search_result&selectedTitle=1~2&usage_type=default&display_rank=1
https://www.uptodate.com/contents/palliative-approach-to-parkinson-disease-and-parkinsonian-disorders?search=Hoehn&source=search_result&selectedTitle=1~2&usage_type=default&display_rank=1
https://www.uptodate.com/contents/palliative-approach-to-parkinson-disease-and-parkinsonian-disorders?search=Hoehn&source=search_result&selectedTitle=1~2&usage_type=default&display_rank=1
https://pathways.nice.org.uk/pathways/parkinsons-disease
https://www.whocc.no/atc_ddd_index/
https://info.fda.gov.tw/MLMS/H0001.aspx
https://www.nhi.gov.tw/Content_List.aspx?n=E70D4F1BD029DC37&topn=3FC7D09599D25979
https://www.nhi.gov.tw/Content_List.aspx?n=E70D4F1BD029DC37&topn=3FC7D09599D25979
https://www.cadth.ca/safinamide
https://www.pbs.gov.au/info/industry/listing/elements/pbac-meetings/psd/2018-11/Safinamide-psd-november-2018
https://www.pbs.gov.au/info/industry/listing/elements/pbac-meetings/psd/2018-11/Safinamide-psd-november-2018
https://www.nice.org.uk/advice/es6/chapter/Key-points
https://www.scottishmedicines.org.uk/medicines-advice/safinamide-xadago-nonsubmission-125917/
https://www.scottishmedicines.org.uk/medicines-advice/safinamide-xadago-nonsubmission-125917/

12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

110CDR06055_Equfina

Abdelalem Aziz Ahmed M. A systematic review and meta-analysis of safety
and efficacy of safinamide for motor fluctuations in patients with Parkinson's
disease. F1000Research 2019; 8: 2078.

Binde CD, Tvete IF, Gasemyr J, Natvig B, Klemp M. A multiple treatment
comparison meta-analysis of monoamine oxidase type B inhibitors for
Parkinson's disease. British journal of clinical pharmacology 2018; 84(9):
1917-1927.

Giossi R, Carrara F, Mazzari M, et al. Overall Efficacy and Safety of
Safinamide in Parkinson's Disease: A Systematic Review and a Meta-analysis.
Clinical drug investigation 2021; 41(4): 321-339.

Binde CD, Tvete IF, Gasemyr JI, Natvig B, Klemp M. Comparative
effectiveness of dopamine agonists and monoamine oxidase type-B inhibitors
for Parkinson’s disease: a multiple treatment comparison meta-analysis.
European Journal of Clinical Pharmacology 2020; 76(12): 1731-1743.

Goetz CG, Tilley BC, Shaftman SR, et al. Movement Disorder
Society-sponsored revision of the Unified Parkinson's Disease Rating Scale
(MDS-UPDRS): scale presentation and clinimetric testing results. Movement
disorders : official journal of the Movement Disorder Society 2008; 23(15):
2129-2170.

Borgohain R, Szasz J, Stanzione P, et al. Randomized trial of safinamide
add-on to levodopa in Parkinson's disease with motor fluctuations. Movement
disorders : official journal of the Movement Disorder Society 2014; 29(2):
229-237.

Borgohain R, Szasz J, Stanzione P, et al. Two-year, randomized, controlled
study of safinamide as add-on to levodopa in mid to late Parkinson's disease.
Movement disorders : official journal of the Movement Disorder Society 2014;
29(10): 1273-1280.

Hattori N, Tsuboi Y, Yamamoto A, Sasagawa Y, Nomoto M. Efficacy and
safety of safinamide as an add-on therapy to L-DOPA for patients with
Parkinson's disease: A randomized, double-blind, placebo-controlled, phase
II/III study. Parkinsonism & related disorders 2020; 75: 17-23.

Schapira AH, Fox SH, Hauser RA, et al. Assessment of Safety and Efficacy of
Safinamide as a Levodopa Adjunct in Patients With Parkinson Disease and
Motor Fluctuations: A Randomized Clinical Trial. JAMA neurology 2017,
74(2): 216-224.

Tsuboi Y, Hattori N, Yamamoto A, Sasagawa Y, Nomoto M. Long-term safety
and efficacy of safinamide as add-on therapy in levodopa-treated Japanese

patients with Parkinson's disease with wearing-off: Results of an open-label

36/40



22.

23.

24.

110CDR06055_Equfina

study. Journal of the neurological sciences 2020; 416: 117012.

Liu WM, Wu RM, Lin JW, Liu YC, Chang CH, Lin CH. Time trends in the
prevalence and incidence of Parkinson's disease in Taiwan: A nationwide,
population-based study. Journal of the Formosan Medical Association =
Taiwan yi zhi 2016; 115(7): 531-538.

104 # B > %R e F R ER F2 AR A
https://dep.mohw.gov.tw/dos/lp-1922-113.html. Accessed Dec 24th 2020.
Mizuno Y. Treatment of Parkinson’s Disease after the Wearing Off Sets in.
Journal of Neurology & Neuromedicine 2019; 4(1): 30-34.

37/40


https://dep.mohw.gov.tw/dos/lp-1922-113.html

110CDR06055_Equfina

v
WHdg— s o rt 1;%&72? k¥
FHE | ZRHPYH | A=X PHiFE b
#1 | safinamide 207
("Parkinson's disease") OR Parkinsonism OR
#2 ("Parkinson Disease") 146,323
#3 | #1 &#2 152
#4 | #3 & (random OR randomized) 33
PubMed | 2021/7/26 45 #3 & (Filters applied: Meta-Analysis, Systematic 4
Review)
#6 | #4 & (Filters: from 2020-2021) 8
#7 | #5 selected 3
#8 | #6 selected 0
#1 | safinamide 622
4 'parkinsons disease' OR parkinsonism OR 198.921
'parkinson disease' ’
#3 | #1 & #2 471
#4 | #3 & (random OR randomized) 102
Embase | 202177726 1= e 44 & (2020:py OR 2021:py) 13
46 #3 AND ('meta analysis'/de OR 'meta analysis 36
topic'/de OR 'systematic review'/de)
#7 | #5 selected 0
#8 | #6 selected 3
#1 | safinamide 81
("Parkinson's disease") OR Parkinsonism OR
#2 ("Parkinson Disease") 11,866
Cochrane #3 | #1 &#2 72
Library 2021/7/26 #4 | #3 & (random OR randomized) 40
#5 | #3 & (Meta-Analysis OR Systematic Review) 1
#6 | #4 selected & (Date: the last 2 year) 0
#7 | #5 selected 0

38/40



GESENSRANS S S R

110CDR06055_Equfina

FRE

e
Hp

B4

J e

PubMed

2021/07/
15

1. ((("cost-benefit analysis"[MeSH Terms] OR
("cost-benefit"[All  Fields] AND "analysis"[All
Fields]) OR "cost-benefit analysis"[All Fields] OR
("cost"[All Fields] AND "effectiveness"[All Fields]
AND "analysis"[All Fields]) OR "cost effectiveness
analysis"[All Fields]) OR ("cost-benefit
analysis”"[MeSH Terms] OR (“cost-benefit"[All
Fields] AND "analysis"[All  Fields]) OR
"cost-benefit analysis"[All Fields] OR (“cost"[All
Fields] AND  "utility"[All  Fields] AND
"analysis"[All  Fields]) OR  "cost utility
analysis"[All  Fields])) OR ("costs and cost
analysis"[MeSH Terms] OR ("costs"[All Fields]
AND "cost"[All Fields] AND "analysis"[All
Fields]) OR "costs and cost analysis"[All Fields]
OR ("cost"[All Fields] AND "minimization"[All
Fields] AND ™analysis"[All Fields]) OR "cost
minimization analysis"[All Fields])) OR
("cost-benefit  analysis"[MeSH  Terms] OR
("cost-benefit"[All  Fields] AND "analysis"[All
Fields]) OR "cost-benefit analysis"[All Fields] OR
("cost"[All Fields] AND "benefit"[All Fields] AND
"analysis"[All ~ Fields]) OR  "cost benefit
analysis"[All Fields])

280,12

2. ("Safinamide"[Supplementary Concept] OR
"Safinamide"[All Fields])

204

land?2

Embase

2021/08/
01

1.Safinamide

623

2.'economic  evaluation'/exp OR  ‘economic
evaluation' OR ‘cost 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'

326,21

39/40



110CDR06055_Equfina

land 2 3
Cochrane | 2021/07/ Safinamide )
Library 15
2021/07/ o
CRD Safinamide A

15

40/40





