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5 o | BIPERT | BIFEA | RUCEF Al 059
P T @l . A | KSR B | B | BB @LJ 95% .
TEGVEL| (%) |y | g | (%) | SRR ﬁ?ﬁr}ﬁéﬁm
BERNERRHTRR 1177 | 100.00 | 177 241 15.04 | 13.04~17.21
R D L 931 | 79.10 | 118 | 146 | 12.67 | 10.60~14.98 Fisher
HY 246 | 2090 | 59 95 | 2398 | 18.79~29.82 <0.0001*
SSRI - SNRI DRI |7 L 1111 | 9439 | 165 | 221 | 14.85 | 12.81~17.08 Fisher
GRS BY 66 | 561 | 12 | 20 | 1818 | 9.76~2961 04775
SSRI DHIERKDOEME |7 L 1123 | 9541 | 167 | 223 | 14.87 | 12.84~17.09 Fisher
) 54 | 459 | 10 18 | 1852 | 9.25~3143 0.4380
CYP2C19 3857 EN 1177 110000 | 177 | 241 | 1504 | 13.04~17.21
EM 0 0.00 — — — — x CMH
M 0 | 000 | — — — — — —
PM 0 | 000 | — — — —
Zofh 0 | 000 | — — — —
I i MA g 1119 | 9507 | 162 | 212 | 1448 | 12.47~16.68
Zofh 0 | 000 | — — — —
aREpE - 2of| 58 | 493 | 15 29 | 2586 | 15.26~39.04
BHIRRE N R B ERERE  [JER e L - IEH 1 0.08 0 0 0.00 0.00~97.50 X CMH
(CGI-$) T LERREORR | 7 | 059 | 0 0 000 | 0.00~4096 | 0.6924 09418
DIRTE
B DR IR G 151 | 12.83 | 19 21 12.58 | 7.75~18.95
S DR IR AE 509 | 50.89 | 97 | 134 | 1619 | 13.33~19.39
PRMEOMIGIRGE | 283 | 2404 | 44 64 | 1555 | 11.53~20.30
T AR IIRGE 117 | 994 | 14 19 | 1197 | 670~19.26
Fit b LS 2 IR RE 10 | 08 | 1 1 10.00 | 0.25~44.50
FJzlt 9 | 076 | 2 2 2222 | 2.81~60.01
BRUAIN SRR BIEE | 20 sk 2 | 048 | 0 0 0.00 | 0.00~8419 | CMH
T AEEE N
%*?%SBJ 5;2«[)" 5 20 5B 40 SR | 18 | 433 | 4 4 | 2222 | 641~4764 | 09328  0.3422
40 RiBLE 60 A 70 | 16.83 12 14 17.14 | 9.18~28.03
60 #LL - 80 AR 85 | 2043 | 14 19 | 1647 | 9.31~26.09
80 4L k- 100 oA | 101 | 24.28 | 15 19 | 1485 | 856~23.31
100 5001 120 ki | 87 | 2091 | 11 15 | 1264 | 648~2150
120 SBA L 43 | 1034 | 6 1395 | 5.30~27.93
A2 10 | 240 | 4 40.00 | 12.16~73.76
VF 2 HDOHTE zL 977 | 83.01 | 148 | 205 | 1515 | 12.96~17.55 Fisher
B 151 | 1283 | 26 33 | 1722 | 11.57~24.20 0.5447
EN 19 | 416 | 3 3 612 | 1.28~16.87
e L 502 | 42.65 | 58 72 | 1155 | 8.89~14.68 Fisher
(HHHFRLIEREZIR ) | 51 675 | 5735 | 119 | 169 | 17.63 | 14.83~20.72 0.0039*
ﬁﬁﬁﬁ%ﬁ%@ﬁﬁ L 555 | 47.15 | 70 88 12.61 | 9.97~15.67 Fisher
(HHFRLEILEIR ) | 51 622 | 5285 | 107 | 153 | 17.20 | 14.32~20.40 0.0335*
DF L DA I zL 949 | 80.63 | 138 | 191 | 1454 | 12.36~16.95 Fisher
) 228 | 1937 | 39 50 | 17.11 | 12.46~22.63 0.3530
537 ME  Fisher : Fisher O IEHERE, x*: XM, CMH : Cochran-Mantel-Haenszel #E (HHBS#E1 ) * 1 p<0.05
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*5 TEMRIAFHEICHEITZEFR - BRPEFRFRA

LAV R GBI % 1177
HEE FETE
B A I
FBUEGIS FREEA) | FRBUEGIS FREES)

BERKES LY RS — _
g 0 (0.00%) 0 (0.00%)
PIRIR AV E v A IWERTE (SIADH) 0 (0.00%) 0 (0.00%)
b= NERRE 0 (0.00%) 0 (0.00%)
QTEE, DOZEHH (torsades de pointes % & r) 0 (0.00%) 4 (0.34%)
BHELRWENY X7 — —
HRBATE)/ A BLRIE 0 (0.00%) 0 (0.00%)
IO / BB 1 (0.08%) 15 (1.27%)
HEWLRE IR / S kB R 0 (0.00%) 1 (0.08%)
Ve 0 (0.00%) 0 (0.00%)
IR DRI X 2 WADEE (74 VLB HEVE S MHE) 0 (0.00%) 0 (0.00%)

MedDRA/]J version (24.0)
Kk : MedDRA SMQ © MH: (Pdd) | 1983243 5 HR,
PURIR B L Y RN A WEERE (SIADH) : MedDRA SMQ © &7 + Y 7 AlE/SIADH, 123543 5 3R
<T?D PT, MedDRASMQ T &7 bV 7 AIE/SIADH (BIK) ) 1324 T3 PTDH S, TH U DL 34
FNTVETXRTD PT,
o b= VHEEERE : MedDRAPT T MTew b = UHEMRRE) 123524 T 24,
QT #LE, %M (torsades de pointes % ¢ 1r) : MedDRA PT %5 MedDRA SMQ T "TR¥J)k, (77°L, Med-
DRA SMQ T MERME X OH A AR, 1M T2 HER2HRC) IKH%4T 2 HR, MedDRAHLT T "D
FWAEIRE & 0k, TR, TS NECy, TMAKE X IR, T KE NEC (i
JEMIZEZ&T) ) B X TECG Mift) ([C#%M4d 2 HR, MedDRAPT »5 TRAMMERESE, THRIEVERREE ), TRTE
PR, TSR, TR MRk, T FEME ), TR Fery, TRk ez 0 ) oy
FeE), TEIEE) B RO TEERREAE) 1S3 53R, MedDRA LLT A% "B 0 J60F), THEMEMR T T
T, TR FAERL, T AP AL BXO TEHRAEOES TAD AL 14T 2 HER,
HBATE/ B &8 : MedDRASMQ T TEHRE/HG) 1247 2HR,
R/ B - MedDRA SMQ T MU /WM B XX TP A P71 1085247 % H5 7% 5 N FDA Talk paper
(FDA Issues Public Health Advisory on Cautions for Use of Antidepressants in Adults and Children. 2004-3-22)
I INTL L HR (TR%), TR, ToX=v 7%ME), TN, T2, TEoEy, TS24,
TPAs Y7y, ELEESORE), TRE) BXO TEN),
HEERE R / SRR« EETASHEBUEE IR & HIWT L 7234,
BN © MedDRA SMQ C TEGIILEE /MRS OFIE (Pedd) 5 1234243 2 /R,
AN DOREA X 2 BADFEE (P B M MAEAE) : MedDRA PT 2% Ui A VB I M ili s i 5, TG
IRIEBETR) IS T 2 HER,

L VERRNT R SIER 1177 #4141 (0.08%) 12
Ao B, FBLL o HRISIEAEEBE R (2
flizdig : o F V) THoK, AERIFIEEE
REWEHT®H > 72,
4 B E
1) EEREMGERE (CGL-D)
RN AT R SORE B 1177 il 2 KPR & L,

Therapeutic Research

CGI-1 %= T#HWHYGE ), TSRS, TREEK
¥, TAZ,, To0E,, MEf,, TEEICHE
bty ©7ERETITML 7z, CDI L, KB
MBI 5 CGI-T 25l L 72 fEFI%K, CGI-1E
U2 DBEER LR 6 IR LT,

e 5. 52 3 F T D I K% Bl R o o =K g,
51.80% (605/1168 ) TH -7, % H, &5
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= 6 BRBHEROEERSKNEE (CGI-D)
(=) o %
weeny | —— i
Bl L LN . " BB
B w| R | | o | RR | B | (@)
& & & = ek = Tk -
5 401 1121 | WER 44 165 465 422 20 4 1 209
(3.93%) | (14.72%) | (41.48%) | (37.64%) | (1.78%) | (0.36%) (0.09%) | (18.64%)
RE 44 209 674 1096 1116 1120 1121
(3.93%) | (18.64%) | (60.12%) | (97.77%) | (99.55%) | (99.91%) | (100.00%)
#5128 | 812 | R 133 277 274 110 11 7 0 410
(16.38%) | (34.11%) | (33.74%) | (13.55%) | (1.35%) | (0.86%) (0.00%) | (50.49%)
REr 133 410 684 794 805 812 812
(16.38%) | (50.49%) | (84.24%) | (97.78%) | (99.14%) | (100.00%) | (100.00%)
BE5 520 | 535 | IER 170 186 131 43 4 1 0 356
(31.78%) | (34.77%) | (24.49%) | (8.04%) | (0.75%) | (0.19%) (0.00%) | (66.54%)
it 170 356 487 530 534 535 535
(31.78%) | (66.54%) | (91.03%) | (99.07%) | (99.81%) | (100.00%) | (100.00%)
A G 1168 | PR 282 323 295 243 19 6 0 605
(5. 52 A1} (24.14%) | (27.65%) | (25.26%) | (20.80%) | (1.63%) | (0.51%) (0.00%) | (51.80%)
£7) Rt 282 605 900 1143 1162 1168 1168
(24.14%) | (51.80%) | (77.05%) | (97.86%) | (99.49%) | (100.00%) | (100.00%)

TENYGE) BEO

52 8 ¥ T ORI IC TR E Ly, MEAL
LU TEHEICHEN THho-EHEIZ2.14%
(25/1168 fil) TH o7z,

2) KM EEE (CGI-S)

A 2N P SR AT R RAEB 1177 Bl % R &L,
CGI-S % ThER7Z2 L - 1EH ), TIEH LIRMPIREE
DERDIRAE ), THRIEDWRIPRIE ), THEED
JEIIRAE ), TR BEEDWRIRAE ), THEEE 2N
MPRAE ), THe® EIEARIIREE, o 7 B CRF
fliL7, 209 b, FEERICZE VT CGL-S
% R U 7 E R E & Y SBEIGRE D & D 2L
BERTIZRT,

BL BRI CGI-S (CF¥fif + e 22) 1%
4.31£0.88 (1168#%1) TdH b, 5 528K
(observed case, DL OC) ® CGI-S % 2.5+0.99
(535 61) TH o7, Feh 52K (0C) DAL
X —1.9£1.13 (530 ffl) TH > 7, CGI-S I,
AAE G I L, 36 WA IX 3.0 DA
T L 72,

3) LSAS-J &ritri (FiE B)

REE B I2B T, AR N GER] 416 Hi
ZRRE L, LSAS-] (24 HH THR S 1, &

606 Therapeutic Research

P ) ORERI 2 U & L TERT,

PRI D\ TR AL DFRSE & [l D FEFE
% 0~3 D 4 BPECRHi L, 2 D&aks <)
ZRHOT, thSA LS O EiEE PR R %
FEAN U 72, LSAS-J &t iid % 51l X 07 fEfl i,
406 1CdH b, BRI O LSAS-] &rilats o
2% R 8 ITRT,

BeG-BHIR R O LSAS-) atalsi (Pl 45
AR E) 13 84.3+27.81 £ (406 B) TH o7z,
#4552 38K (OC) @ LSAS-J &raldfmsiig, 51.7
+34.91 55 (123 61) T, #5BHIANE & DL
13 —40.9+35.75 5 (122 4) TH -7z, AHFHE
B 3 EIN R G300 R 23 o B IR JL e
($e 5-FAtAIE LSAS-] Aralifa 60 sill k) (ot
J59 BT DS 52 3l (0C) @ LSAS-]
A3 55.2£34.56 5 (111 41) TH b, #
LEAIE D 5 02 EI1Z —42.7+36.89 1 (111
#l) Thot, i, RFEOBERMN DE
f=k (0C) 13, 5 120K} 15.02% (35/233
), B¢ 24 WK 25.17% (36/143 fil), #4552
JRF 30.08% (37/123%1) TH-7 (R9).

4) QOL (R B)

B SIVERRAT R SUER] 416 B (FFE B) % KR
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®7 BRRESREEE (CGI-S) OELE

e 5B IR
-~ ik CGL-S4 fil I
FEBIE | STy B A | EGIE | Py £ R A
_ 7
CGI-s %féﬁ 1168 434088 1009 454073
oc® Beh 40K | 1121 3.7+£1.04 966 3.8+0.99
5. 8 M 854 3.241.05 744 3.4%1.03
5. 12K | 812 3.0=1.06 698 3.1+1.05
Be 5 24 JERE | 725 3.2+1.02 624 3.3+1.02
5. 36 0K | 633 2.841.00 550 2.9+1.01
5. 52 1K | 535 2.540.99 462 2.6%1.00
Z{uE | 0CP Be b 40K | 1113 —0.7+0.74 966 —0.7+0.75
Be 5. 8 IR 846 —1.240.86 744 —1.24+0.86
Be b5 12 M | 804 —1.4+0.99 698 —1.540.97
Be 5 24 JERE | 717 —1.24+1.03 624 —1.3%£1.00
e 536 R | 626 —1.6+1.06 550 —1.7+1.01
5. 52 K | 530 —19+1.13 462 —2.1+1.09

FHEHERE S LI TRIOR a7 2 HEL, ZORAa7 TLEEZRENL 2,

1R Ze U - IE%E, 20 IR LIRIIREE DR OIREE, 3 BEORIVIREE, 4 : 5
DIEIVIRGE, 5 RREEOFRIVIRGE, 6 EEBIVIRGE, 7 Kb BEZRIIRE

A N 145 G5B 0 BN B HE I R 2 FAERE, POC : Observed Cases

x 8 HRIHBIOD LSAS-J AtROELE

Aotk e 5-BAIR IR N
i LSAS-J 60 sl 12
BELIREI I A
IEFIEL | PR EER S | EGIE | I A
Iésﬁlﬁgﬁ ?’égﬁ 406 843+27.81 316 95242050
it amns N,
oct 4 30% 257 78.01+31.08 201 86.8+£27.14
8 Ht% 206 73.34+30.57 169 80.6426.93
12:8% | 233 65.84:30.97 190 72.9+28.18
24 30%% | 143 58.94:31.40 122 64.9429.63
3638% | 125 54.7+32.97 106 60.4+31.93
52Ht% | 123 51.74+34.91 111 55.2+34.56
e | oCcd | 4568 253 —9.3+18.30 201 —11.3%£17.78
8 % 203 —15.7+21.21 169 —16.9+21.86
12:8% | 231 —21.8+22.37 190 —23.6£22.55
24 30%% | 142 —33.0£26.85 122 —35.2427.88
363 | 123 —37.94+32.02 106 —40.7+33.18
52t% | 122 —40.9+35.75 111 —42.7+36.89

AE NS 5.3 B D B HE 12 i 5 BELE, POC @ Observed Cases
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x99 HEKHROD LSAS-J AR TOERE

(Ek=giSd ] SEMAEGIRL | EARER (AR
ocP? e 5. 4 AR 257 7.00 (18)
e 8 IR 206 8.74 (18)
5. 12 233 15.02 (35)
P55 24 Y 143 25.17 (36)
e 5. 36 125 27.20 (34)
Pe 5. 52 JEI 123 30.08 (37)
RAGTEMRG | #8552 EkF £ T 337 24.04 (81)

*LSAS-J AralatmiAs 30 LU T DG, TEMEERI & L7,

Y0C : Observed Cases

R 10 REBEERHPICETS SF-8 DEREFREEICEDSER

BZEINE

SF-8 (THrREE) o[ REEHEMICHED {3

PF RP

BP | GH | VT SF RE | MH

[ REAYENE 50.00 | 50.00

50.00 | 50.00 | 50.00 | 50.00 | 50.00 | 50.00

BERHRRE | EBIE 329 | 329
iy 41.25 | 38.49
BER A | 11.11 | 10.78

329 | 329 | 329 | 329 | 329 | 329
50.36 | 38.98 | 38.75 | 34.61 | 34.92 | 36.30
1030 | 7.77 | 7.61 | 818 | 848 | 6.62

B 5. 120K | ARG 223 | 223
Ty 47.40 | 45.62
FEAEfR 22 | 7.81 | 7.73

223 | 223 | 223 | 223 | 223 | 223
54.33 | 48.09 | 46.44 | 42.25 | 43.96 | 45.76
730 | 8.07 | 7.74 | 874 | 745 | 6.93

Be 5 24 ER; | REBIEL 159 | 159
¥ 46.54 | 45.48
MRS | 7.76 | 7.77

159 | 159 | 159 | 159 | 159 | 159
53.86 | 47.94 | 47.09 | 41.89 | 44.55 | 46.28
748 | 7.28 | 735 | 845 | 7.18 | 6.78

#4552 B8k | REBIEL 123 | 123
T 48.62 | 48.25
FEHERAE | 7.34 | 6.98

123 | 123 | 123 | 123 | 123 | 123
55.65 | 52.08 | 50.02 | 45.91 | 48.18 | 49.43
7.31 | 856 | 8.07 | 898 | 6.78 | 6.92

EGHCRHIIG | AEBIEL 315 | 315
(P 52 | opsy 4750 | 46.09
PR | 834 | 8.67

315 | 315 | 315 | 315 | 315 | 315
54.49 | 48.73 | 47.09 | 43.70 | 44.94 | 46.47
813 | 912 | 878 | 939 | 873 | 8.05

PF : BriktnE, RP: HHEREIR

(B1K), BP:{kDfiiék, GH : 2RI,

fit
VT : %71, SF:#t&40%BkaE, RE @ HHBEIBRE ORftl), MH: Dol

&L, QOL ot % & #igeRl© SF-8 (T
REE) %2\ CEHli L 7z, SF-8i2ix, EER®
PE, ARln, M, EHREEO SR EFL L4
32X )L EFE L S
M E 50 s L U 7 I REEHEAE 12 5D < R

DRRE SN T 5, SF-8 DFE TR % 3l 3 5 B
12, EREEMEEICHED BAEDS, 50/M&h ED
BEFOHRO»ZMEHT 2 2 LT, 204
DEFEIREZ T T 2 Z L BHRETH 5.
AFE DB BZERHHIZ B\ T SF-8 % 34l L
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60 -

ol ERRESE
- - - B5RAme
——= RS AER

PPN I S AR A W A s e S 5 8BRS
———- 1% 512,88
------ 524180

S I R AN S R— # 5361885
== %5525
——- ERAEFTAmRF

20 -

10

0 1 1 1 1 1 1 1 |

PF RP BP GH vT

SF RE MH

PF : Sfki#8E, RP : BEEI#EE (1K), BP : ADFEH, GH : 2FIMERERRE,
VT 1 &7, SF:#S4EiEHEE, RE : AR&EIREEE (), MH D DORERE

K2 SF-8 DERFEEICED BROHER

TREGIE R X OVEREEHEM IS (R (Y
fiti, BEHEfRE) 23 10, ZOHEBNZE 212
ANCEN

e 5 BAIRIRE D SF-8 D3 i D fE 1, PF (&
ABERE : 41.25 /) B XU BP (kDA : 50.36
) Do 6 THE TIZ 30 55 (34.61~38.98 1)
TH o7, #5528 % T RAKEHTIRT I
40 1B (43.70~48.73 /) 1T BRL 72,

5) HEMMEICHE A KIET BREE R
BEYRRNTOFKEHIZOWT, ZhZFnh
7 3V T CGI-1 OSSR FHMREGIEN 5
% TEHYGE ) B X0 THEEREE) oBEE
&) ZRHRL %, BEESRENO CGI-T D
ERER11ITRT,

MEHAN R BB APRD o N BES SN T
&, HEMEEOIEED AR, FREER, Btk
I CGI-S, 0& 2 b h oafE, PEHROHEE,

SNRI D D 8, i IREEHFHI O ff FH O F
(OINSEHFRFWUEELZR), PHHEED
HiEchHo7z,
HEEVPREDONLFZEATIVITENT, &
R DK - LMD CGI-S DE{LE %
MRELEZ A, OWTNOERICEWTDH 65%
DEpEET -1, LEOZIED s il,
6) A ARLEE O EIEE A BF LN,
SSRI % 7z 13 SNRI I & % #h e REE RS O 5% 1
b 5 BEEN, B X AR LEEDNDE
MR OPEL S 2 BEERICEB T 2 63010
Feat

AHN DAL EEEDKBIFICE T, #5
RLEEE D EREFE DS B F 4N, SSRI £ 7213
SNRI (2 & % th A AN ZEEOIRERENH 5 B
H£H, B X OHARLEEDAOREHEEDHE
HED3dh 5 BBEMTIE, KF Do G8E»
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®11 BEEIETFIOBRRERBEE (CGI-D) OHEX (1)

- AEA | RERKEE | dGE | SGEE | M 95%
iRy il AR | ) | b | Go) | GIECH | e
5 pfiE
AR RS 1168 | 100.00 605 51.80 | 48.89~54.70
el L3 575 49.23 295 51.30 | 47.13~55.46 Fisher
% 593 50.77 310 52.28 | 48.17~56.36 0.7697
RO 15 JR A 6 0.51 3 50.00 | 11.81~88.19 % CMH
15 J% LA L 65 A 1117 95.63 578 51.75 | 48.77~54.71 | 09746  0.8207
65 %ML 45 3.85 24 53.33 | 37.87~68.34
EFRO 20 A 91 7.79 42 46.15 | 35.64~56.92 X CMH
20 &L _E 30 A 345 29.54 176 51.01 | 45.61~56.41 | 0.6705  0.1395
30 FE AL 40 FEAH 273 23.37 139 50.92 | 44.82~56.99
40 % 2L 50 A 282 24.14 148 5248 | 46.48~58.44
50 kLA L 65 A 132 11.30 76 57.58 | 48.68~66.13
65 %L 1 45 3.85 24 53.33 | 37.87~68.34
Sy At 4 0.34 3 75.00 | 19.41~99.37 Fisher
A3 1164 99.66 602 51.72 | 48.80~54.62 0.6253
PR L 1079 92.38 560 51.90 | 48.87~54.92 Fisher
bHh 89 7.62 45 50.56 | 39.75~61.33 0.8261
PEfAGE L 779 66.70 415 53.27 | 49.70~56.82 Fisher
bHh 389 33.30 190 48.84 | 43.77~53.93 0.1717
R el s O BEAFRE L 889 76.11 484 5444 | 51.10~57.75 Fisher
bh 279 23.89 121 4337 | 37.47~49.41 0.0016*
IR e e L 1165 99.74 602 51.67 | 48.76~54.58 Fisher
bHh 3 0.26 3 100.00 | 29.24~100.00 0.2503
v i e 2L 1165 99.74 603 51.76 | 48.85~54.66 Fisher
bHh 3 0.26 2 66.67 | 9.43~99.16 1.0000
IR L 580 97.81 304 5241 | 48.26~56.54 Fisher
bHh 3 0.51 1 33.33 | 0.84~90.57 0.6077
ARHH 10 1.69 5 50.00 | 18.71~81.29
TLILX - 7L 1006 86.13 535 53.18 | 50.04~56.30 Fisher
bh 43 3.68 22 51.16 | 35.46~66.69 0.8763
B 119 10.19 48 40.34 | 31.45~49.72
FEAE AR 18 A 163 13.96 82 50.31 | 42.38~58.22 x CMH
18 % bA L= 30 kAT 266 22.77 134 50.38 | 44.20~56.54 | 0.1691  0.0357*
30 JRLL_E 40 A 127 10.87 70 55.12 | 46.04~63.95
40 3R R 169 14.47 102 60.36 | 52.56~67.78
e 443 37.93 217 4898 | 44.24~53.75
iarsili] 6 A HA 219 18.75 122 55.71 | 48.86~62.40 X CMH
6 5 HBLE 1440 67 5.74 40 59.70 | 47.00~71.51 | 04283  0.3163
14EDLE 3 45K 130 11.13 70 53.85 | 44.89~62.62
SAEDLE 4 4ERT 33 2.83 17 51.52 | 33.54~69.20
4 DL b 5 A 27 231 11 40.74 | 22.39~61.20
5 4E DL 1 10 4EA 91 7.79 45 49.45 | 38.80~60.14
10 4L 1 20 S A 94 8.05 44 46.81 | 36.44~57.39
20 £ I 64 5.48 39 60.94 | 47.93~72.90
N 443 37.93 217 48.98 | 44.24~53.75

YHTEAEMGE  Fisher : Fisher D IEfEME, x° 1 x*BiE, CMH : Cochran-Mantel-Haenszel B (FBH#EH-2) *p<
0.05
DR (ZhE) MR E L,
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=11 FBHEEEEFIOBRKERHIEE (CGI-D) DHEXR (2)
- Pl | REEEEE | dGE | BB it 95%
st i3l SO | (%) | REBUEC | (%) | (KT g
" piE
AN AT 5 1168 | 100.00 | 605 | 51.80 | 48.89~54.70
AR O I zL 924 | 7911 | 487 | 5271 | 49.43~55.97 Fisher
B 244 | 2089 | 118 | 4836 | 41.94~54.82 0.2492
SSRI + SNRI D HijAESR | 2 L 1102 94.35 574 52.09 | 49.09~55.07 Fisher
DA HY 66 5.65 31 46.97 | 34.56~59.66 0.4483
SSRI DHTAEFEEDOEM | % L 1114 | 9538 | 578 | 51.89 | 48.90~54.86 Fisher
HY 54 4.62 27 50.00 | 36.08~63.92 0.8893
PR R TREIE | FEIR R L - TEH 0.09 1 100.00 | 2.50~100.00 2 CMH
(CGI-S) TERE L RIRRE DB 0.60 4 5714 | 1841~90.10 | 0.0185*  0.4878
DIRKE
LD IIR 146 12.50 76 52.05 | 43.64~60.38
H S BE DRIRAR T 506 | 5103 | 287 | 48.15 | 44.08~52.25
PR EEDRIIIRE 282 | 2414 | 171 | 60.64 | 54.67~66.38
TR 2R R 117 10.02 53 4530 | 36.08~54.77
RN VXA TINE VN 10 0.86 6 60.00 | 26.24~87.84
P 9 0.77 7 7778 | 39.99~97.19
DRI X GUPRILARAEIE | 20 £ORNE 2 0.48 1 50.00 | 1.26~98.74 e CMH
(LSAS-J #ralat i) 20 5554 1= 40 AN 18 | 436 10 | 5556 | 30.76~7847 | 03056  0.6892
(A& B &) o b
40 #BL L 60 Ak 69 1671 29 42.03 | 30.24~54.52
60 LA I 80 sk 84 20.34 51 60.71 | 49.45~71.20
80 B E 100 A 101 | 2446 48 47.52 | 37.49~57.70
100 #BL 1 120 2R | 87 21.07 42 4828 | 37.42~59.25
120 #0 F 43 1041 25 5814 | 42.13~72.99
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20 mg 9 0.77 7 7778 | 39.99~97.19
Z ot 9 0.77 5 55.56 | 21.20~86.30
YHHEEMUE  Fisher @ Fisher O IEfERIE, x* @ XM, CMH : Cochran-Mantel-Haenszel #d (HHEIHE ) *p<
0.05
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Specified Drug Use Results Survey of Escitalopram in Patients
with Social Anxiety Disorder

Yuji Kawada, Hitomi Sugiura, Chinatsu Kushiya and Kayoko Asakawa

Pharmacovigilance Department, Mochida Pharmaceutical Co., Ltd.

Background : In Japan, escitalopram was approved for use in patients with social
anxiety disorder (SAD) in November 2015.

Objective : We administered the Specified Drug Use Results Survey in patients with
social anxiety disorder to evaluate the safety and efficacy of escitalopram.

Method : The study was conducted using a central registry of patients with social
anxiety disorder who were newly administered escitalopram. We administered Drug Use
Results Survey A to evaluate the safety and efficacy of the drug, as well as Drug Use
Results Survey B which incorporates the Japanese version of the LSAS-J and QOL data
in addition to Survey A.

Results : The incidence of adverse drug reactions (ADRs) was 15.04% (177/1177).
The most common ADRs were nausea (5.95%, #=70), somnolence (3.48%, n=41),
malaise (1.19%, n=14), and diarrhoea (1.10%, »=13). Serious ADRs were observed
in 2 patients (0.17%). Of the 1177 patients included in the efficacy analysis, CGI-I
improved by 51.80% at the time of the final evaluation. The change in CGI-S was —2.1
+1.09 (mean=SD) in patients with a CGI-S of 4 or higher at the start of treatment.

Conclusion : Compared to the result of clinical trials, we did not identify any new
concerns regarding the safety and efficacy of escitalopram.
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