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1 ZABmBORER

i H R HRERAR 2000 2001 2002 2003 2004 2005 2006 2007 2008 2009 2010 2011 2012 2013 | &Ff
&S FHERES GHESES (NME) | 40 22 24 15 16 21 23 35 34 25 33 38 45 32 | 403
X5 (%) ] (60) (56) (56) (52) (57) (34) (32) (42) (44) (27) (32) (29) (38) (26) | (33)
PrEHE LA 1 0 0 0 2 1 1 3 5 5 8 5 3 6 40
B G- RERE E SE 4 6 3 1 5 3 8 4 4 7 7 5 8 7 72
B BE R 3 21 9 10 8 5 33 26 28 26 40 34 59 41 57 | 397
S TR 5 35 iy 0 2 5 0 0 2 7 4 2 2 3 2 1 3 33
S 2 3 1 0 1 5 0 1 4 8 6 12 16 22 20 15 111
INA F i 0 0 0 0 0 0 0 0 0 1 1 0 1 1 4
Z DD [ i 0 0 0 0 0 0 3 1 1 2 2 0 1 2 12
e SR A B 51 25 29 24 18 37 42 52 40 71 82 77 72 80 | 700
X5 A ALEE i H 0 2 1 1 0 4 5 3 3 10 6 39 26 24 124
BESER AT 16 12 13 4 10 20 25 28 35 13 14 15 22 19 | 246
(%)] (24) (1 (30) (14) (36) (33) (35) (30 (45) (14 (13 (1) (18 (15) | (24)
IR RS N i H 0 0 0 0] 0 0 0 0 0 0 3 3 6 5 17
(%) (0) (0) (o) (0) (0) (0) (0) (0) (0) (0) (3) (2) (5) (4)](2)
HATRPAL G A HH T H 0 0 0 0 0 0 0 0 0 0 0 30 23 21 74
(%) (0) (0) (0) (0) (0) (0) (0) (0) (0) (0) (0) (23 (19 a7 |(7)
INA FESE 8 8 2 3 2 9 10 13 12 24 17 22 13 23 166
(%)] (12) (21 (5) (10) (7) (15 (14 (16 (15 (26) (16 (17 (A1) (19 | (d5)
FV Yy HELN 51 26 30 21 19 29 59 61 49 72 77 89 76 78 | 737
(%)] (76) (67) (70) (72) (68) (48) (82) (73) (63) (77) (74 (68) (63) (63) | (69)
L YN 14 10 11 7 7 17 12 21 29 22 25 41 38 42 | 296
A 2 3 2 1 2 15 1 1 0 0 2 1 6 3 39
3 g S 26 22 18 18 16 20 41 46 40 54 54 62 62 60 | 539
K5 (%)] (39) (56) (42) (62) (57) (33) (57) (55) (51) (57) (52) (47) (52) (49) | (50)
AR 67 39 43 29 28 61 72 83 78 94 104 131 120 123 |1,072
W1 1 2000~20044FE (3 EBA M H . 2005~20134F 13 EB 4 3 - M H R R E L,
W2 BEEOPREXSICHELT B IE oK &Sz,
3 AAEIRMESES (HIV 2 <), HIV ESERRSE, fumbyto sk Bx [ErEAESE] L L7

4 i?ﬁfﬁ/vﬁﬂﬁ)ﬂ#ﬁzf F EEEAmE] & L
TS ¢ [ H | sl A sl H & HETEEIE A M AR EH Td B

ENEREERFSICE T BRKE T O 7 B OREREIRIR
20034 E LD AKGEMH O 9 5, EIRHFER LD
WK A2 BT B BRI OV TREDES L
893d H 2 [ Wk CTHGRE A I [ WK TR B ZE
BB\ ITHEEF | TRCK TERRBFERFE D 3D
W BN B L OME R EERNCE 2 1R L7z,
EINMZEIZB VT, 2003F L #5805 E
MENOHFHER T [FOR TRRREAR] Th o7z

*2 ERPEHE

A, 20114F. 20124ECTld 6 EihAs [k TR
Al THY, ENEEIIBTHEITORISEE
WAIZHEE L CW A EIAISA SN T2 DD
20134E X5 EFFE o TV B, HBERMBETIE
20104E 05 TR THRFRFE A1 Ol H OEE 25K
LT WKk TRERBAZSH & 2 VW IZHEE ] O
HOBIEAHIEIZH D . 20134E1% [k CTHR
IRFIZFEARFEM] OB OFERINE TORED

BFRDRCKICH T BRI

[ A A3 &R
= = Jifi AR Bl S v [ AR B 56 = Jifi PR B 5 Hp [Nk =
KR4 | BUKRR /T FREi Bk /A RE At
2003 7 (64%) 2 (18%) 2 (18%) 11 14 (78%) 2 (11%) 2 (11%) 18
2004 6 (50%) 1 (8%) 5 (42%) 12 15 (94%) 0 (0%) 1 (6%) 16
2005 12 (48%) 5 (20%) 8 (32%) 25 15 (78%) 2 (11%) 2 (11%) 19
2006 17 (55%) 3 (10%) 11 (35%) 31 35 (86%) 1 (2%) 5 (12%) 41
2007 24 (66%) 6 (17%) 6 (17%) 36 41 (91%) 1 (2%) 3 (7%) 45
2008 22 (58%) 7 (18%) 9 (24%) 38 35 (87%) 1 (3%) 4 (10%) 40
2009 14 (35%) 1 (3%) 25 (62%) 40 47 (87%) 5 (9%) 2 (4%) 54
2010 21 (42%) 7 (14%) 22 (44%) 50 36 (69%) 13 (25%) 3 (6%) 52
2011 42 (63%) 8 (12%) 17 (25%) 67 49 (79%) 8 (13%) 5 (8%) 62
2012 35 (62%) 7 (13%) 14 (25%) 56 46 (76%) 10 (17%) 4 (7%) 60
2013 29 (47%) 6 (10%) 26 (43%) 61 35 (59%) 13 (22%) 11 (19%) 59
&5t 229 (54%) 53 (12%) 145 (34%) 427 368 (81%) 56 (11%) 42 (8%) | 466
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R3 ERNHBESOT7 S T7HIHICS T IEEIRRT

ER G IS
: . BB WRERE | - BB WA | L
R PR T R H at BURR2 /T REH At
2005 10 (43%) 1 (4%) 12 (53%) 23 9 (47%) 4 (21%) 6 (32%) 19
2006 10 (34%) 2 (7%) 17 (59%) 29 27 (72%) 5 (14%) 5 (14%) 37
2007 19 (58%) 4 (12%) 10 (30%) 33 32 (78%) 4 (10%) 5 (12%) 41
2008 15 (41%) 4 (11%) 18 (48%) 37 26 (68%) 4 (11%) 8 (21%) 38
2009 11 (28%) 0 (0%) 28 (72%) 39 39 (74%) 9 (17%) 5 (9%) 53
2010 10 (20%) 7 (14%) 32 (66%) 49 26 (51%) 10 (20%) 15 (29%) 51
2011 26 (41%) 5 (8%) 32 (51%) 63 38 (62%) 7 (11%) 17 (27%) 62
2012 18 (33%) 3 (6%) 33 (61%) 54 32 (54%) 14 (23%) 14 (23%) 60
2013 16 (26%) 3 (5%) 42 (69%) 61 20 (34%) 16 (27%) 23 (39%) 59
&% 135 (35%) 29 (7 %) 224 (58%) 388 249 (60%) 73 (17%) 98 (23%) 420
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20135 DAVERRZEIZBIT A [ 7D T Hild TRER
FFERFEM] OmBEOEEIZ. ZE TOHFAED
HFT—FEL{RoT\nb,
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20004E LLRE D KR H D 9 6, ENTHEBE
T2EERICE T A 7 — 7 235 6 N 727655 B O EHN
ERPRBAZSHIT > OFERHER XM 1 B L UE 41K
R
2000~20134F % 3 U 7= FE N R BASE IR (Fpde
) &, &kT4827 H (404F). BT &H
FEH# S (NME) T657#% H (554). NMELALT
3557 H (B04F) THhoiz,

20134E D ARG H Tl &8 T3537 H (294F) .
NME T500% H (4.24E). NME LI} C296% H
(254E) TdH Y. &KL NME 122w T2 20004
DOFED KR S L o Twb,

R 512, HMET — & OFIF & A R B 583
DR ER L7720 NME TI3HET— % 2 FFH L
7oan H ERIH L 72222 o 72 85 H O R 5 5 5 1
OHIEIZZFNEN542% H £720% . NME LL
AFCIE3494 H £360% HTH o720 NME 128\
T, AMET — & 2RI L 725 H CF B EIN R
BAZSHIR A3 22 o 72 (Wilcoxon #%E. p <0.01) .
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2000 2002 2004 2006 2008 2010 2012 2000 2002 2004 2006 2008 2010 2012
2000 2001 2002 2003 2004 2005 2006 2007 2008 2009 2010 2011 2012 2013 2001 2003 2005 2007 2009 2011 2013 2001 2003 2005 2007 2009 2011 2013

R R
RO Rii482 s H 2R .

x4 ERNBRKRFEEBEOHER

B NME NME LIgt

N N el P9 SD Ccv N i P SD cv Nt FIgfE SD Ccv
2000 43 79.6 779 34.6 04 33 79.6 783 29.2 04 10 824 76.7 50.6 0.7
2001 24 74.5 713 32.0 04 17 66.9 69.7 29.8 0.4 7 88.1 95.9 315 0.3
2002 26 64.1 62.3 309 05 22 66.8 68.2 299 0.4 4 276 29.5 6.0 0.2
2003 24 56.0 62.2 349 0.6 14 68.8 67.7 18.8 0.3 10 359 544 499 09
2004 17 63.6 64.3 30.8 05 11 88.8 749 32.1 04 6 41.5 4.7 16.1 04
2005 34 54.2 65.8 42.7 0.6 16 69.2 716 36.0 0.5 18 35.7 60.7 483 0.8
2006 5l 60.9 70.6 539 0.8 19 66.1 75.0 50.0 0.7 32 54.1 63.0 56.6 0.8
2007 63 524 59.0 36.2 0.6 28 61.3 70.5 40.5 0.6 35 42.3 497 299 0.6
2008 60 44.6 66.6 52.7 0.8 27 784 914 57.1 0.6 33 32.1 46.4 39.1 08
2009 78 482 61.8 45.5 0.7 24 83.9 83.3 45.8 05 54 39.0 52.2 424 08
2010 87 359 529 439 0.8 29 53.0 71.0 52.0 0.7 58 34.1 438 36.5 08
2011 87 42.2 576 45.7 0.8 34 57.1 72.2 46.2 0.6 53 349 482 43.3 09
2012 83 41.6 50.3 41.1 0.8 39 55.7 57.5 432 0.8 44 342 44.0 386 09
2013 88 35.3 54.1 49.0 09 31 50.0 726 60.7 0.8 57 29.6 44.1 38.2 09
&t | 765 482 60.6 44.2 0.7 344 65.7 728 44.1 0.6 421 35.5 50.5 417 0.8

¥ 1 SD (Standard Deviation) : E#E{F 7. CV (Coefficient of Variation) : Z#i{R%k. CV IZfEERZE LT FHMHETEH -2 O THENZRIES D& %
£,

&5 SHET—20OFH & EREEKRRFEELE

HHE 7 — 5 EEN NME NME LI+
DFIH N i P SD N PO P SD Wilcoxon (FPoefi) | N widefii P¥fii  SD  Wilcoxon (HiJufi)
£ 276 433 550 379 154 542 640 410 122 349 436 300 NS
L 471 520 636 474 178 720 805 460 P =00001 293 360 532 454 p =0.5005
At 747 503 612 443 332 651 729 445 415 355 504 416
% % p <001
=6 EREXRARERANDSINE EAERKFREREE
[ s 3t 7] 4 B SN NME NME DAt
~NOZN N ol PHfE SD N PO P SD Wilcoxon (FPoefi) | N Hifii F¥fii  SD  Wilcoxon (HiJufi)
HY 55 451 502 212 27 544 584 218 NS. 28 387 423 177 NS.
L 576 422 593 475 220 620 747 511 p =0.3333 356 349 498 425 p =04211
it 631 430 585 459 247 604 730 490 384 350 492 413
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20004E 7> 5 20134E £ T, 1,0708% H Y oA
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2000~20134F % 3 U 7 g A IR (b defil) 1,
ERTI407 B, #EHFEEME TI775 A, Bk
FanHT1210 A, ARG H T60x HTHh o
725

20134F D123/ B O AWM (P fil) 12, &fF
T101» A. BEHELME T11.07 A, BEHEEN
HT85» H. ML H T41ly HTdh o 72,
20124F L B & SRR L H & RSB o H
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FRE (A H~B43 1) LiEeE (1~12H) o
E\W LD B0, PMDADE 2 Wi WIEHE Cof 54
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LA, AROFHERERICBIT 5808 —k v & 1)L
BB HEFEATILIE Y A, ELHER T8I AT
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x7 BEHREOHR

iy A H BESE A H AGE L H
ARFEAE| N Pl SPIgfE SD CV | N ifE “FI9fE SD CV | N fulfii “P39fi SD CV | N Wi “FIgfE SD CV
2000 | 67 283 319 201 06|51 349 369 197 05| 16 122 158 108 07| O 0.0 00 00 00
2001 | 39 168 261 214 08| 25 232 320 212 07|12 90 157 196 13| 2 142 142 26 02
2002 | 43 177 252 190 08|29 214 302 211 07|13 143 146 59 04| 1 177 177 - -
2003 | 29 191 232 173 07| 24 206 263 172 07| 4 82 90 70 08| 1 33 33 - -
2004 | 28 183 194 182 09| 18 210 246 203 08| 10 79 100 80 08| 0 0.0 00 00 00
2005 | 61 215 207 144 07| 37 215 207 167 08|20 207 197 95 05| 4 209 251 149 06
2006 | 72 228 291 201 07| 42 289 354 225 06|25 170 196 114 06| 5 213 238 139 06
2007 | 83 200 251 207 08|52 230 299 230 08|28 143 177 135 08| 3 108 124 50 04
2008 | 78 190 200 110 05| 40 232 234 98 04|35 156 170 111 07| 3 5.0 84 93 11
2009 | 94 191 196 86 04|71 198 208 79 04|13 152 162 70 04|10 105 154 130 08
2010 | 102 148 185 201 11| & 170 193 205 11| 14 120 179 214 12| 6 105 90 37 04
2011 {131 101 116 76 07|77 119 135 61 04|15 91 97 18 02|39 61 86 103 1.2
2012 | 120 95 96 41 04|72 102 114 41 04|22 91 89 17 02|26 59 55 14 03
2013 | 123 101 99 69 078 110 112 29 03|19 85 114 152 13|24 41 45 10 02
&P 1,070 140 188 162 09 700 177 217 174 08246 121 156 120 08 120 60 91 94 10

F 812, 20094FFE A B A S M7z FHHTFRAAH %
DOFIH & FAAM 278 LT b, 20104, 20114F
IZZFNEN3ahH. 20124126 4 H. 20134E125
b B 2SS AT R A F 2 K L TR SN T 5
(20094F FE ~20104EFF xS A 1y b 7O Y = 7 b
& L CHEME) o FRTEHIAR % 556 L CRRRE 7z
1750 H oA Iz oW Tl %2 L7,

HETEEMA A2 e L 72178 B0 ) H14dH DS
NME. 3#H2NME DS CH - 720 20104E20 5
20134F IR E N zin B IZ BT, FHATREmAHRE
FhG L7z dh B & L % o 725 H O gAY
(hoefl) R L7282 A, 46Tl H £109
# H. NMET90% H £120% H. NME L#ET99
7 H£105% HTd - 720 NMEIZ B THRAIAR
DE B FHEAENH S N7 (Wilcoxon E. p <
001)

X 3 T 1E20054F LULFE D AR5 H O A i %
[HIFEA RIS FESEL £ T L [WhRESE
IS A S MG E T [WREESFHEO M

2 O PR E <)L THEMRR Y S
HAKEFT] 04007 AHNT. FNEFND
WM O YL 2 7R L 7zo RRAEAY ISR AT I 25 S
ENTWDZ LD H A 20114E TIZIFICATAE
(A TR R BRI O [ B R H 2 & B P 1 38 B
fE <l oo AIEEEEME T37r H (77
—40% H)BeELME TL57 A (37227 )
DEIHEDII BT B o 20124 O A MLHL T H X
HF RO B & 701 2 E WD D B R
MFAMPFEHEPS  EETN TS0, 2011
FAZHARD LR E ML TV 50 2013413 HI4E
IZHARCTEEFREEMBE CHEMINTBY) ., BEHF
i B & AHEALEE L H b TR & TR IR T
BLTWwWh,
RIDITHEHFEEOREIFLRM A AL L.
TBOAEF (hdfl) 13537 H (20124E 13527
H). HiEHEOAFI397 A (20124813387 H)
ERELBELIZED SN,

&8 HRIFHlE & FEHE

ST % ESIN NME NME Bk
DOFH N ROl FHE SD N FROfE FfE SD  Wilcoxon (i) | N AF5ufii SF34fE SD Wilcoxon (Hrdifi)
£ 17 91 86 23 4 90 77 25 3 99 94 10 NS.
p =0.0001 % %
%L 408 109 132 120 | 132 120 152 91 276 105 124 128 p =0.3666
&Rt 425 108 130 118 | 146 118 146 90 279 105 124 127

1) 20104E AR OGRS H & 5T L 720 % % p <001

5) PAHHE FENM L /235603 [RIRHRERSFH ], EiiL 22 o 725613 [WRREFHE] O A2 ATl L7,
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2005| 34 21 #

2006 34 20 |
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2008 39 26
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2005| 35 20

2006 | 26 23
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2013 | 1.8 1.3 NZZNNEEN
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[ s@~yEma®mEss MERKBER ~EE
N yEresans~wrams T $rmE~ R

2005| 37 22 _

2006| 43 5.1 [ |
2007 | 30 20

2008 | 2.1 0

2000 | 28 1.1 NGERNEEENE
2010 | 20 1.0 INSERNENEGEN
2011 14 o GINGENNEEE
2012 | ]

%407

2013 1.0

0 1‘0
#m ()

[ ] s@~pmmssEsn NERSEERE~EE
N pepssEas~geps T s~ R

I g7 20mREL A BT TE Y ORI
2OHRAEE 13 H R Do

20

RO THBLURFEOEERF LR (2013F)

. 1TEC Hi i
BRIy
N |hdefE P SD | byl P SD
WEEAME] 76 | 64 66 23| 44 47 26
BEAmE| 18 | 31 33 12| 47 82 153
AHMLE R E | 22 | 32 34 12| 10 12 10
B 116 | 53 54 26| 39 46 66
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20134 DGR H I, 12340 H £ 20114E 0131454
HIZHi &% { OAGRMED S - 720 2012412234
HTd o 72 HATEHMF AR H $20134F121%
2L HARRRE STV 5, EINHFEREORCKT
DRFERIE D HARMEED 70— OVESEOHE
HEWNERBEDO AR E GO FAKFEZED S
fEmzdH b EDHER T2, AET—5 2RI L7
i H Cld. NME C I RR R B S8 0 25 125
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FLUBLTHOBLZVWEDE Lo TWE, F72,
PMDA 283815 T\ 2 20134 & o> H A o 8 47
B2y A, BemAME 9 7 AR ERL TW
T2 (FHTAFG R AHH 5 B 2 B e A B
& LCTHERIL72H6) o HaraHmAH % FE 06 L 7
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F = DR LA D L) OMTHTRL 72,
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T BImORNEE N EIE 1 TR (25%)
853U (T5%) 7R LT\ b, Thbb,
100D > T3 - 72354 25 H O~ 7
VOMEDSES 1 U7, 507 H ASh g, 757
H 2S5 3 VUL & 70 B o O 1 F O #2fiE (O
) OB (55 1 UGS~ 3 U4
DEZ) OIEUHNTHIMEY S D BT
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MEARD ICH BEE LOIFHEE

FDA 282 % L Tw % “FY 2012 Innovative
Drug Approvals” |2 & 4 &, 20124E 1 (2011410
A1 HA520124E 9 H30H) 1SRRI NHAR
e A EEM3SmE O B18Mm . 12T FHD
MY, Fast Track. Priority Review. Acceler-
ated Approval & \\» o 72555l 7 i i % 52V CHKER
ENTZA I N=T 4 TFETH o720 . K
[ Tld. Breakthrough Therapy & o 728172 7%
AT A 2 N—=T 1 T PO % M
i%?é%%%ﬁvﬁ%éﬁféfwéopﬁm
S 7-HR FOFFRIFEIL, EEL = XI5
ST IR TR & LT, BRIN, HARTDH Rk
IR BN TV BN, ZOIRNLE 2 I3 4H
WTHML T, #HREE EENELR EG
FTLLFMLTHD EIFFE ARV, BIZIE, A —7
7 YHIEEIZ VT OHIE T S RO AR U T >~
7 N THIE SN TWAD, ZOwMAH, &
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