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Wb, AR R, K A ESRE PRI R, RIS i
SREEAL. R RO B2 I T

H X Dt &R BAEE e dor, AR PIRSNEITCLm G 7 iRk LEH 24105
TR, H15E 1 PIRCSIAT A H o KRR 2GR 0 B R AL T, DAt LR b
FIBE AR o A v B AR S AT A . & & )L A2, RAEA R LB AR A &
AR R DL IR T 3 T L ESE A LE MR, A MZEER N L. B =
FOE TS, B WEGE. iR Db RS EIR S 1 1IE G E ) LE 2 1

KA AEF . T LE ) LE SR I R 2SR A ROR k. 7.
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T AR BHR. BREEEZAE

2017-07-10 FEMIHA

HAT, R EA T H —— bk R R R B IE 0T, 5k 1 BT A2 R
FL b, Uk, ALK, BRERN SR, PR R A F E AT S, BT
MR B HE AR, R, FAR T g2

b /R, JIRHEEE B

TH2H, R ENETIH —— KRR R IE AT, 48 T, LK SRR
PR e i /R A SR KA BI85 — AN IH , H AT B35 A B 100 2N, A4F 6 A NIRIEGE
MERA R EOE PN E AN

FSAEMG R AR L2 B/, IR C &R R & .

HLAE 2016 47, TN 3™ Bkt E AT R R BT ok, FRAET N T E BT I
H—— iRER R . N7 @R AL, ARAMNIEAEES, SI12EETM T 42 5
TCHIEH -

Pz

ARER TIRE BAERURAMPT R A R B e Bl

I BBk 1440 12

TR E S, 7 H 3 H, JIRERITE RIS L = RBIOH , K risitkl
fER W 500 1470, TIECIRST. @EOMIZG, HEAE . FRE. ERL k. #ss.
JEALSE T RE At T G By R KA e M e o

Nz BERT A FFHIE 2R A BT 700 42 (RER ST P2k i) « 90 42 (300 KA #HZFr) #1150
T NIRRT I T2 E bRl be) 3685, IATEEEST Pa ks BN B 21 1440 1278,

B BOURZEAT HLHR R BT s 5 A B iX
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EH, BRSREPRMZE T RTIFEIF LRI . 2577 AR 55 1 S 5 F By
Wo XUTHAMM & B, NIREBR A “BZEB” M odr 5, IRFELTIE R T SHR B B
P ELIR 19X 2 7 4 B P R 55

XTI E AR H A

L JRRR AT AN . RS T S5 le . SiHIALST . XU S &% HEEREE RS
fif )T SR A AR . BOEREISF RS . BRE S BRI, LR RRALTT AN L2
JTAEER . PSS .

e, X5 & EAECTT AN S, HILEWEE . X5 A @KL ENTE—
FWAEY], BEJEIEAT T ZHE AR .

2. HRZMABRERMZLIT A, MM SRS G TERRERS, RESE
PR EIRS . 5OR B 205 A TN R 8 BT, 3L i 28 P B R AT
SR AR R R

3 R RATERR T 60 RERIHERCR T GERA . BR A RN BENER
R BTG 5O G EIUH SR g ah i8R 155 51 L=

A A LIRSS 2 1 TSR S OGRS 6, T DL SR T
TR, TR P 5 TR R 3 AP G R PR T 35
7.

I EAKES A EER25™

WAKESN MR _EERZE?

HAP Gl AGAIRS] 2016 428 H 8 H, AFrwsm BB, EEBITENAR ( “+
=7 ERBH R (B (2016) 43 530, FEEE “H=1" MRIERGEH, @5
R EATH R E S o E KRR T AN HESI R bR R BUSRZLA . [ 58
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S E] 2020 4, @RS EMBIER] 8 T2 UL b, BONHESI A B AL & RF Bk S X HL 2L
71

=

2016 4F 8 A 19-20 HAaE DA SR KRS Wi, BaFERMERE, Hsa MmN,

BARCAA TEFKRIEF, KER AR E TR — R ik iEE. £RIEEK,
eI A & GDP LU BRI 15%, TAEHE, 05 B A EMEK 4%~5%, K2k
JerbEZ . Bl o EER LRI £ 900 1238 7T, T3 Eg R O &l T
1 {2375,

HLEE BRI IR BT A R R BT R U, AR I — U R B 7 B it 4838 18 T
P BB IR K. XEEAE, RERZRAHREH 2R, HE5E, REZE A R CATH 2
KK

Btz 4h, RIEEH 8300 JIHSR N 3 ALZ LSRN, X LLHHE 1K) 7 Ja w2 o &
MIRER oK. MIRERABIED], FREERFRER B AR 112 NIRAEZAE ik

Paut, MASKERME TR R, JIRSERAKREZBE T ARG, TR
TR MR, By NA ISR, (i BEE S W S 55 ) R A AT ST B T T
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N~ FEAEVEZ =GR ERINE T B LR 20170714 HRES

1967 4, HENRMIEEHE T —BHEY R sk, UHAITUESY. K E
e 24 S ERORMS &, R i &SR IVAiAL R . AEOZIH 10— 870,
R KRB T B Ny, B R ER 2015 E3 DURK. hth2HELET, —
AP r B AR 24577 b 28 SOT UL 1

AL, b E A 245 A R R YRR T “best—in—class” o A4, FHCH
FHEEZ5RHE L CFDA 42758 “H[E3E 7 VEGFR #If|7l——Fruquintinib (W& J2) 1) b 1i7 B
o BT, —LoAnfErh R E 25 AR LI IEHEE “first-in-class” {Fi&Z54), F
BATARRIE A, toan, e E R Oy, FLREIESTHE R R 258, TR
FERIE 2P LA R IR BT L 25 . BAR, 2405 [ 245 AU it kol 55 A Je e vh [ 2 22
N T AR E S, EIAEEAEE = EIX R R4y, #fhit, 2016 4
E 25 FGE 1170 /23670, SURTERE, MOveRRE K. EAMRITER, Kt
RAGRAERE, A DU G X — T 2D

SO — U BRI 25, SR, 53 X A ERZG AT (K TTRREE ik 50%HH LE,
Har E R 4%, (B2, X— & HIEEPEET, X EEAE TEURF . 254 DU AR5t
WU BT 2R A (52 4 3 - i geit, v EBUR A2 A5 R OB N 2007 4R 20 1236 7T
EFFZE 2012 4R 85 123570, WK T 4.3 £, 2012 4, o[ [ 25 25 KUK B e 4
(Venture capital , VCO) RAANH] 1 1234, A 2016 Fid 1 10 12364, K 7H#HIT 10
firo B 1 fiR. B, 2012 FEREEATRBN IS 1190 1237, HEL 2007 G FEFT

9%,

2% 243 Mk 5 o) P P SO AR YR G A R B R 2R I “AER” o JEAESK, CFDA BhfES,
betm, xR B R R TR T, BEAT KRB — ZrE PP O, X B 25 e a2 A o v PR TE
A, B ICERE IR

WA 0 o B A B 24T ML AR R s R AR A . “ MBAERRS, 10 E)m, 4xBRix
R — D RAZ AP E, B IR E ASE. ” A5 CEO John Oyler /2 #LIE.
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I‘ZIHJC':F' E‘J%ﬁg “ i:El;ét‘ ”

AT EE R RS RS R ALZ(CROs) , EATTNARLE 7 I il
WHR A T E AR AR S . bodn, S 245 B BRAE AN B AL K

ACHIM R 2GR T 2000 45, 4T H AR PR Z5HE R A i, IR A8
ZIH4TH . EF Christian Hogg (NHC#3H CEO) fEJEHR 5 4F )5, A KR IARH AN A H]
Ak SR E k. G, Eab TRk, MM DURRAFEE. J. Corey, JFHAEMH: T
BT 15 SR 7R SO RS B 0 R RHE S, MRS BE s LUBUIRAOTE 2 4128 — SCmi R
WEABMTL, SRAE T AL R, TFAORT— AU R T804 (best—in—class) o Fruguintinib

B FE ™ o

55— AQ VEGFR #i)741), Hh i B 5 22 5 T K ) sorafenib (RALARJE) 5 5 — 4K VEGFR
FHGR,  LEQER ) sunitinib (B R JE) s EANIHE 2 P am il 5. |2 A BELWT RN, 2
o E AT, BB TAX VEGFR RIS I 2 2, T In A E . T, A
W EC) T T3k EIEFEVE K VEGER #1571, Fruguintinib /N5 =X VEGFR M7, £
—Ui 416 45 Bl B E SN 11T Wi R Ik B TR & mi. £S5 6 M2 IrH)
ASCO K b, AT At Aol F A 1 stk

Fruquintinib, JXANFHCEIESALRKE TR ML), KON E ke e [ A iR
R 252 — . e E, AT IRRB AT EAR, PER M EE BB B T 8 iR
HASE. 15 4K, MO G 412560, 4R T 330 BRMESIME, 8 Mikik
ZIHER 1 IR o

ETHFRRN, T2 L — AR AL, Oyler MITEBRZR T 2010 4EBCA 6175,
VIR TR “best-in-class” FUMIEZIM. MATHIE AL L L) BGB-3111, —Ff
Bruton P2 BRI Al (BKT) 171, BGB-3111 LEaRA=H) ibrutinib (K& ¥ JE) X BKT A H A
AT EIER, ARG, BGB-3111 £x7E B & LUCRISE PR B,  HUAS BE 47 (197 3L
7 MEE LY E BGB-A317, —Fft PD1 40, AN Fe 2ARSE &, BEM AR T 24018

Fri
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ANC T3 PR B PR 2R AE [ A HEAT i PRI AN R], 7 B e MR BEAE ORI . 5 [ BL &
FEDT Rl AR RS . RONAE A ], — Sl VB 24 I PRI 7T 7 B AR 2RI SO, HRIX
S AR E K T 2, AR AT BRI AR, A HRIERAZ L L. s i
HE, EUFMINTEIRAS CFDA FIMLHERT, Wi O&mERMAIE, DAEIEAMIEN S L
2 A PR AN A Rk

EGeth, Hh ERAE ARG T A 22%, PR AR A R T A SR — e A
HARAE T, B R U 25 (10 I ASREARAE S B4 i, (IR K RSB R A4 2 W] DAL 28 7] i
R IR HEAG 5L, RRAE AP B AR 55 T 2 300 73 A PDL ST ma Rz, BIAE R AT
0% & N AT PDL #0fI57A ST, B2 s e i s i 1/3, FE T ) E A S8R
I5 100 123670, IR n,  FEEA N PDL I5H B AT e .

o [ FA A AR VB 20 R A Fl ISR TE A, — KB T RPUmt A A ], B AE 2015
FEIRZIT T 10 LRI G RSS2, —ZIEEHT T DNA etk A B % &
WEMRERHE AR, Bl 5uReE . K EERERE T Ok A R, FERR S 2 T

[A] [ 7L

2R, AIRZ T EAEYI R 25 RH50  7 (I F )= BB SRS, EL U & 4 il 25 FIER &
AVERTSET7 ST A . e, 2014 SEROT PR S, RS 1 R =R e, 38
3E - F I S Bt K A AL AL S AE T E DT A I VE AT B B SIS R BN AR )
ITIRIT R H CHI# 2y

“HAET, EEEVEZTISELT 15-20 FERTHRISEERARS, 7 Lk EIX 25751
KPS Kerry Blanchard Yiil. “/EFRERFOM AR AR F, oL 5-10 4, JFH
TR BT < AR SR S 2R N BUR D, BT /N A R IEAEIGEE R % . 7

W R 24 4 “ PR

P EZENER S B4, BEAMAACAW L TR A ESRA & BN

B Gy Gy RIAE B AL AT BB, BSTEA O, DAL S B A 2 Rl AT SRS T7
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i FEPEALTFRO L o RLEHRES I 2 FER A AN E AW B 25700 244, X —J7
STt EWEARE A RE ST, 3T A Bl S [ 24 B Ay S BRI R 1 R R 2T A

AR 25T ML R PROE B, 752 CPDA A 2 MRS« TRIXERT AT %%, CFDA B4y &
R, WHEBT AR ARG HE L, B0 25—BE A A S0 2 B2 OR SR s e, 3
L BRI BRORARIE S5 1 22 008, TR MR, A RE MRS 30k Hh IR 251 4 FY)
W70 BUTE, o E B 25 NANH Hh— 338 ], o [ 245 AT A MR BERS T A L E T 25
XA IR RIS, A ZHERRR, APEBATIARTHREAR . AF . el
L PR P A 2R H R 7e %, IRATA =2 WAk B 25 A R “ 3L .
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. TEREZRHUMR 1 RFr 25t % 76 JB SRt IR

2017-07-14 HE=MIR

VUIRE= 242 R AT IR A FRE R LI B A R EFH 2B AT, AR 25T HHE 2 7 & A4
25 IR =] B L AR AT ER 25 R IR R AR 1 R EIHT 250 % vt Je i H st 3RS B 5
B 2 i B E B R AU ) T-TTT il PR AR AL (bR 5 2017004312, 2017104313

2017104314 1 20171L04315) -

227 h JB A R CDKA/6 (4B 90 e s 4 i 6) s, 0P T FLMRAE . e
W25 2 S AR 09T -

I PR BTRIE 25 R, AR — B4R 1K CDK4/6 #i77, Mt %' vh Je A 22 oo IR MR
SARFATE C TER+ ] ) FUBRE B PN - il i 7 IR 245 . [RII, M0 Je AT AR ) 254K3)
SFHRFIE, BEVSA ROE T I B R, AT I R KT SRR I PR AR FE 45 SRR ]
R R, AEBONIGIT IR 2. sehh, T CDK4/6 it n s s /E ILE], it
04 JE R] AR 2 AN EE i 29I, BAT A I PR SO R R T S S

&

FUBRIE N A BRI R R B 2 —, BRI AOW BIZ0IE 138. 4 T3, el
VERIR AR 22. 9%, £ 45.8 T3 B E LT UM . fagiit, T ESEILIRERT A EEL 16.9
Ji, BETEHL) A5 75, eV W EIE MR SE T IR 22— BExF ER+FL,  H AT &
ZRVER)FE CDK4/6 f0fIFF), LBt CDK4/6, Pk M a4, BE Wi R 4 o 1
e

i OCH AR BR) S h AR R R GE IR R UL PR BOE RSB R,  h THAOA B
FRIREBR L, 738 AL T 2 DR MEE N iR L kS 21 2% O bR A B R P, 2 AR DA SE A DR
FARIGE DR, LRRTIEHAIT . I S8 R N, ImIR 7R,

% Datamonitor HdE Eon, 2016 FEFLARIEIRIT W) EBRESERN 126 123576, Tt
2024 FEN4IEF] 250 1270, 2016 SEN R R 25 A BRESESTN 1. 98 1225 7T, il 2025 4E

BILF] 3. 76 /3Tt
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H T b 3 Py OB HEIR G 1 DO B0 B B RIS 25 (RARHE LD, R 2 75 e
DL 22 I R BRI IE S, R W7, R B B KT3I /1, JF e iE S SR AR iR 7 14
it R RSN DY AR 24 5 iR AT e (0 3L — e, SR 2 oAb dh 2kt — D LA, HEZ)
VUPRE= 2 RO RET5 25T 3 R AT R B2 A
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J\. Amicus E A C.[a] FDA &3 DNA
2017-07-12  FHiREZY

AR, P REMEAE B S AR Ak EE Amicus Therapeutics AR AN, iHRIE 2017 455 P02 i)
FE FDA $EACHTMIZMERE (NDA), AR D IRAEHELR ST 254 migalastat YRYTIEAT HLIR

(Fabry disease),

Amicus

4 Therapeutics

VA B PR VRIS TR IR, tignhd o R FUBETFRF A Ca-Gal A) ) GLA L[R5
BMEIEI . a-Gal A [EZAEYETRE R M MAREA T R YRR, BRFIR =0
Befi (GL-3, BiHERRIy Gb3)o BRMRERER I a —GalA ¥ /KF- 58 GL-3 7EZ 520 ML 1A 4H.
SRR, AAERRRZL RGE. OIE. BRI, FFFCREL GL-3 (KT PN B 5 A B
T8 ) R ZERIBE T A ORI, 3/ IR T AR TR PR« 08 o O JEIT R XS — R BE
R

Amicus Therapeutics & &FRUEIHEMEAR AT Z—, FHETFRIRIBST I %7
A SRR SeRETVE, W T Z M AL AN . Amicus [ E 2RI H QR4 XHE
A B (0 B — T VRN T2 AR migalastat, DL IRYT Epidermolysis Bullosa ¥ Pompe
o S 8 BRI 1) /N o T 2500 o

Migalastat 5 7EI7 BA 5 AL A (amenable mutation) [Kigifi Bk . HET%
HIASNINEE, 5B LIS A migalastat T A RN IR . ZAEHELEST 25408
AT SR E B TR R RBEE A, I R] DUEBR LG 5 K AR B A Py BRI TR
(GL-3). i Amicus A @Mt 4BERVEE WL 35%-50% (3240 BB H T A B Bk 5 ks
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L3RG, BEE RS (BC) B4l T migalastat, LARM4 Galafold? EAMEE AR 16
5 LN DR — LK IR TSR, SRS A VEAT B B 5 AR
Migalastat 7EFf M LGB E WA R 73k HAL IS MR E7E X
FEHEAT 31T

¥ Galafold"

“#  (migalastat hydrochloride)
123 mg gélue

Amicus IEAEMRYE H #i4r %63K (Subpart H) #EEHT NDA 4252, Pl E o] BE3RAS ik ik
(accelerated approval). Amicus FJ &R migalastat A R0/ EURIEY (GL-3) ¥,
DL © 58 BN R 78 A s R T8, BT Ik NDA 258 . 2 Wi, FDA ¥ 2RIt e P4l B

JiE (G RS, DAL Z I CASFFEORIX — 44k 3 IR 7.

A Anicus Therapeutics AR HHKHFEHEIMATE JohnF. Crowley JE (7oK Amicus
B
Amicus Therapeutics A m)# HKFEFEMATE John F. Crowley SE/EFRIR: “3&[H FDA i)
X318 SR E G E R BT 26 [E VA B s 1 BRI . AT IEE R HERE FAT1 1 NDA
P52, JEIE X E migalastat FRALAMEFIRTE AR A& migalastat 294K R IFFOI LR %1,
JERAE T 858 BRAEFIRII N SR O W I R IX—FEHE 2P I R iR PRI )
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AAnicus Therapeutics AR HMEE¥E Jay Barth flit (B RKIE: Amicus BR)
Amicus Therapeutics [ EEESEE Jay Barth L thiiil: “BATMIGARRG TG, ©FE
B SRTEAT B 22 56 B TS T s R R FR) BB DR BRI 5 D8 SO TR 2 AE BR B DA EL 31 B
LRARAUE, DARAEATRATLE H A 0 &= KRR 37 55 [ 5 W A i SR S R B Aili . FDA X
migalastat HC4E 0B PRI 7 BATIHNF AT R IR Ehril:  DLRMY A dknt . DA

FFEL PUEF AT O ATV NDA $252 Bag i KB AL, AR B LM

migalastat 732 EFRHALA 5 HOKE . 7
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s KRR 5 EREERITHIR K TOPS 4
2017-07-13  HriR#H %

EEZj 453 H1 A 7] Evaluate Pharma ST Aifhil, XAk 5 GEMEEZ5mia i 1 1,
2022 FHPEAEH A T2 SMERM B ZER, (HRAETIR G if 2 26 A TRB IS 2
W], IR ZIIAR S B 5 RS RRRE A T A IE L, 84 2022 ARSRIE R T A
MR BRSRE A i T3, AT SERE ST S BRIV AR MY, TRAEAIRESR, X 2L\ =]
[ 2022 4 TOP5 HifE 2515 B R

1. Revlimid CRIBEERZ)

LN T AR RE 2590 Revlimid FOFE ARG 22 51, L4, ZEYINE
BYEERI =L T0 {2300, BT 2022 4E, Revlimid MIASESIT BT ILD 142 12E T,

PR 2R = SR Z R D B B I, — R R A A IEAE AT % 25 I AL =B
ISEAE PR Je ST T 72 AR B SRiEPER B 40Utk R — iy T - R KRR PEAS TR L2 LA
SRR LR — 2R T V. 2 Revlimid A W] RER 2N AWIBA T IE R IS 299

2. Opdivo (Nivolumab)

LAE, WiStE AT Opdivo HI T AR/ NN — 2B )T MR R IT LA R AE, (AR
BOR T T ERE K AIPLE ., (HR2RE WL 7 IXRIE ARG, Opdivo V& KK, kit

2022 SEZ W ERUE A 99 103 TT, & 2016 SEZZHER AT [LE TR 2 52 % .

Opdivo MIBKEVRTT R R AR B OB R &, 3 52 4w THRIFE 2018 45 5L A
Opdivo & H6yT 19 T AR /NAH Bt ¥ 77 1) B PRAE FE R B 45 2R o e i A AR
AR, TRt LB Opdivo KRR 100 44570 HHH B KBRS o

3. Keytruda (Pembrolizumab)
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BRI T 5 1) Opdivo — 2R ¥A 7T B /N Mo i e oA GE B A5 B Th i IR 22 KR 1 ik, (B2 BR D
) PD-1 455 Keytruda BIh3RTE T — 263677 A6/ N0 B Jitiee 38 ERE O AL v
EvaluatePharma #iil] Keytruda ¥ &7E 2022 4183 95 123 e BRI, IXAHZ 29 L 4F

LW 14 {23678, K EIEF B KRR,

FRVD AN 7] H AT IEAE SR A Key truda HAl DUNE BORE FI3RAL, RN, 259008 #EAT 5
AN U E S I I AT 7T o (EZ:, SE[E FDA Bl t % 2540 Fl 1 22 1B B R Y 0 1 7 300
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+—. Viagra Might Make for a Safer, More Effective Stent

(FERFERREF B G Z2H M BE )

2017-07-10  Issued by drugs.com

It's worked wonders for men battling erectile dysfunction, and now early research suggests that
Viagra -- when added to artery-opening stents -- might cut a patient's odds for clots.

Stents are tiny mesh tubes surgically inserted to prop up failing blood vessels. But as South
Korean researchers explained, these devices can become less effective over time as the growth of
tissue around the metal device narrows the artery again.

But in their new study in rats, the researchers found that coating stents with Viagra (sildenafil)
might help prevent this re-closure from happening.

"If similar results are found in clinical trials, sildenafil could be an ideal drug for coating
drug-eluting [emitting] stents or to give orally after stent implantation,” study lead author Dr.
Han-Mo Yang said in a news release from the American Heart Association. Yang is an associate
professor of cardiology at Seoul National University Hospital.

One heart specialist in the United States believes the approach holds promise.

"The risk of stent closure because of clot and scarring remains the 'Achilles’ heel' of this otherwise
life-saving procedure," said Dr. Avneet Singh.

Although the research remains preliminary, the use of Viagra in this way "may open the frontiers
to making cardiac stenting procedures even safer and more effective,"” said Singh, an
interventional cardiologist at North Shore University Hospital in Manhasset, N.Y.

In laboratory tests, Yang's team found that Viagra reduced the "bunching" of clot-forming blood
platelet cells by 30 percent.

And when used in rats, the drug also increased the activity of enzymes that prevent artery walls
from thickening in response to an injury -- suggesting it could also have this effect on people
who've had a stent placed, the researchers said.

"Our study is limited by involving only animals,” Yang noted, and experiments conducted in rats
sometimes fail to pan out in human clinical trials.

However, "if clinical trials show that sildenafil reduces [artery re-closure] after stent placement, it
could be used in the clinical setting right away because the drug is already used in the real world
for other purposes," Yang noted.
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Singh agreed. "This is another example of 'drug repositioning," where a clinically tested
medication is successfully used for an altogether different condition,” he said.

Dr. Carl Reimers helps direct cardiovascular care at Lenox Hill Hospital in New York City. He
called the study promising, but pointed out that the drug was tested in the rats' carotid arteries,
which lead from the heart to the brain, not the coronary arteries closer to the heart. And because
this was conducted in rats only, he said it is "premature to assign clinical significance [to the
findings] at this time."

The study is expected to be presented Monday at a meeting of the American Heart Association in
Portland, Ore. Findings presented at medical meetings are typically considered preliminary until
published in a peer-reviewed journal.

36



= W R JE R S 2 P B AT PRV il

38 China Pioneer Pharma Holdings Limited

-+ . Study Spots Cause of Global Outbreak of Infections Tied to Heart
Surgeries
(EROBEFARBRENREIEH)

2017-07-13 Issued by drugs.com

Factory contamination of medical devices likely caused potentially fatal infections in 33
open-heart surgery patients in several countries, investigators say.

The patients were sickened with Mycobacterium chimaera bacteria, which can cause infection of
the inner lining of the heart and spread to the rest of the body.

Genetic examination of M. chimaera samples suggests that heater-cooler units produced by
LivaNova in a factory in Germany were the likely source of infection, according to the study.

The devices help keep a patient's circulating blood and organs at a set temperature during heart
bypass procedures, according to the U.S. Centers for Disease Control and Prevention.

Patients became ill in the United States, Australia, Switzerland, Germany, the Netherlands, and the
United Kingdom, according to the study. The results appear online July 12 in The Lancet
Infectious Diseases.

"Whole genome sequencing is the most powerful tool for tracing pathogen [germ] transmission,"
study co-author Stefan Niemann said in a journal news release.

"Our study closes the missing gap and provides evidence that the international health-care related
M. chimaera outbreak can most likely be attributed to a point source," added Niemann, a professor
at the Research Center Borstel in Germany.

However, the researchers said the investigation should not be closed because hospital water
systems and another brand of heater-cooler units, Maquet, were also found to be contaminated.

That means the risk of infection might continue despite eliminating contamination at the
LivaNova production line.

Infection with M. Chimaera bacteria during open-heart surgery remains rare. But since 2013, more
than 100 cases have been reported in the United States, European Union and Australia, and many
countries have issued guidelines to reduce the risk of infection.
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+ =~ Pfizer Announces FDA Accepts Supplemental New Drug Application for
XELJANZ® (tofacitinib citrate) for the Treatment of Adult...

(FDA) E2FH T AR JAK #i#7 Xeljanz (tofacitinib) BI—#4#h78 Br2h HiE (sNDA),
% H1E 53K FDA #it# Xel janz Al T EZEEEINERHHEFIKA (UC) RABE KB

2017-05-19 Issued by Business Wire

Pfizer Inc. announced today that the supplemental New Drug Application (sSNDA) for
XELJANZ® (tofacitinib citrate), an investigational oral treatment for adult patients with
moderately to severely active ulcerative colitis (UC), has been accepted for filing by the U.S. Food
and Drug Administration (FDA).

The FDA has provided an anticipated Prescription Drug User Fee Act (PDUFA) action date in
March 2018 for the SNDA.

“Ulcerative colitis is a debilitating inflammatory disease that impacts the physical, emotional and
social well-being of nearly one million people in the United States, many of whom are not able to
manage their disease,” said Michael Corbo, Chief Development Officer, Inflammation &
Immunology, Global Product Development, Pfizer Inc. “We look forward to working with the
FDA as they consider the application for tofacitinib in UC, with the goal of offering, if approved,
the first oral Janus kinase (JAK) inhibitor as a therapeutic option for people living with
moderately to severely active UC.”

The sNDA submission package included data from three pivotal Phase 3 studies from the Oral
Clinical Trials for tofAcitinib in ulceratiVE colitis global clinical development program
(OCTAVE Induction 1, OCTAVE Induction 2 and OCTAVE Sustain) evaluating the safety and
efficacy of tofacitinib in patients with moderately to severely active UC, and OCTAVE Open, the
open label long-term extension study of tofacitinib in patients who completed or who had
treatment failure in OCTAVE Sustain, or who were non-responders in OCTAVE Induction 1 or 2.
Full results from OCTAVE Induction 1, OCTAVE Induction 2 and OCTAVE Sustain were
published in The New England Journal of Medicine in May 2017.

About Ulcerative Colitis

UC is a chronic, debilitating and often misunderstood inflammatory bowel disease that affects
millions of people worldwide. Symptoms of UC can include chronic diarrhea with blood and
mucus, abdominal pain and cramping, fever and weight loss. While the exact cause of UC is
unknown, it is believed to be the result of complex interactions between multiple factors that
include genetic predisposition and an exaggerated immune response to a microbial trigger. UC can
have a significant effect on work, family and social activities. Despite receiving treatment, half of
patients continue to experience symptoms. Under these circumstances, surgery to remove the
colon (colectomy), may be considered for some patients.
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About Tofacitinib Citrate

Tofacitinib citrate is a Janus kinase (JAK) inhibitor. It is not currently approved for the treatment
of UC.

As the developer of tofacitinib, Pfizer is committed to advancing the science of JAK inhibition
and enhancing understanding of tofacitinib through robust clinical development programs in the
treatment of immune-mediated inflammatory conditions.

XELJANZ/XELJANZ XR U.S. Label Information

XELJANZ (tofacitinib citrate)/ XELJANZ XR (tofacitinib citrate) extended-release is a
prescription medicine called a Janus kinase (JAK) inhibitor. XELJANZ/XELJANZ XR is used to
treat adults with moderately to severely active rheumatoid arthritis in which methotrexate did not
work well. In rheumatoid arthritis, XELJANZ/XELJANZ XR may be used as a single agent or in
combination with methotrexate (MTX) or other non-biologic disease-modifying antirheumatic
drugs (DMARDs). Use of XELJANZ/XELJANZ XR in combination with biologic DMARDs or
potent immunosuppressants, such as azathioprine and cyclosporine, is not recommended.

e Itis not known if XELJANZ/XELJANZ XR is safe and effective in people with hepatitis
BorC.

e XELJANZ/XELJANZ XR is not for people with severe liver problems.

e Itis not known if XELJANZ/XELJANZ XR is safe and effective in children.

Important Safety Information

o XELJANZ/XELJANZ XR can lower the ability of the immune system to fight infections.
Some people can have serious infections while taking XELJANZ/XELJANZ XR,
including tuberculosis (TB), and infections caused by bacteria, fungi, or viruses that can
spread throughout the body. Some people have died from these infections. Healthcare
providers should test patients for TB before starting XELJANZ/XELJANZ XR, and
monitor them closely for signs and symptoms of TB and other infections during treatment.
People should not start taking XELJANZ/XELJANZ XR if they have any kind of
infection unless their healthcare provider tells them it is okay.

People may be at a higher risk of developing shingles.

o XELJANZ/XELJANZ XR may increase the risk of certain cancers by changing the way
the immune system works. Lymphoma and other cancers, including skin cancers, can
happen in patients taking XELJANZ/XELJANZ XR.

e Therisks and benefits of treatment should be considered prior to initiating
XELJANZ/XELJANZ XR in patients with chronic or recurrent infection; who have been
exposed to tuberculosis; with a history of a serious or an opportunistic infection; who
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have resided or traveled in areas of endemic tuberculosis or endemic mycoses; or with
underlying conditions that may predispose them to infection.

Viral reactivation, including cases of herpes virus reactivation (e.g., herpes zoster), was
observed in clinical studies with XELJANZ.

Use of live vaccines should be avoided concurrently with XELJANZ/XELJANZ XR.
Update immunizations in agreement with current immunization guidelines prior to
initiating XELJANZ/XELJANZ XR therapy.

Some people who have taken XELJANZ with certain other medicines to prevent kidney
transplant rejection have had a problem with certain white blood cells growing out of
control (Epstein Barr virus-associated post-transplant lymphoproliferative disorder).
Some people taking XELJANZ/XELJANZ XR can get tears in their stomach or intestines.
This happens most often in people who also take nonsteroidal anti-inflammatory drugs
(NSAIDs), corticosteroids, or methotrexate. Patients should tell their healthcare provider
right away if they have fever and stomach-area pain that does not go away, or a change in
bowel habits. XELJANZ/XELJANZ XR should be used with caution in patients who may
be at increased risk for gastrointestinal perforation (e.g., patients with a history of
diverticulitis), or who have a narrowing within their digestive tract.

Some people taking XELJANZ have had changes in certain lab test results including low
blood cell counts, increases in certain liver tests, and increases in cholesterol levels.
Healthcare providers should do blood tests before starting patients on
XELJANZ/XELJANZ XR and while they are taking XELJANZ/XELJANZ XR, to check
for these side effects. Normal cholesterol levels are important to good heart health.
Healthcare providers may stop XELJANZ/XELJANZ XR treatment because of changes
in blood cell counts or liver test results.

Use of XELJANZ/XELJANZ XR in patients with severe hepatic impairment is not
recommended.

Patients should tell their healthcare providers if they plan to become pregnant or are
pregnant.

Itis not known if XELJANZ/XELJANZ XR will harm an unborn baby. To monitor the
outcomes of pregnant women exposed to XELJANZ/XELJANZ XR, a registry has been
established. Physicians are encouraged to register patients and pregnant women are
encouraged to register themselves by calling 1-877-311-8972.

Patients should tell their healthcare providers if they plan to breastfeed or are
breastfeeding. Patients and their healthcare provider should decide if they will take
XELJANZ/XELJANZ XR or breastfeed. They should not do both.

In carriers of the hepatitis B or C virus (viruses that affect the liver), the virus may
become active while using XELJANZ/XELJANZ XR. Healthcare providers may do
blood tests before and during treatment with XELJANZ/XELJANZ XR.

Common side effects of XELJANZ/XELJANZ XR include upper respiratory tract
infections (common cold, sinus infections), headache, diarrhea, and nasal congestion, sore
throat, and runny nose (nasopharyngitis).
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Please click the direct link to the full prescribing information for XELJANZ/XELJANZ XR,
including BOXED WARNING and Medication
Guide: http:/labeling.pfizer.com/Show Labeling.aspx?id=959.

Pfizer Inc.: Working together for a healthier world®

At Pfizer, we apply science and our global resources to bring therapies to people that extend and
significantly improve their lives. We strive to set the standard for quality, safety and value in the
discovery, development and manufacture of healthcare products. Our global portfolio includes
medicines and vaccines as well as many of the world's best-known consumer healthcare products.
Every day, Pfizer colleagues work across developed and emerging markets to advance wellness,
prevention, treatments and cures that challenge the most feared diseases of our time. Consistent
with our responsibility as one of the world's premier innovative biopharmaceutical companies, we
collaborate with health care providers, governments and local communities to support and expand
access to reliable, affordable health care around the world. For more than 150 years, Pfizer has
worked to make a difference for all who rely on us. For more information, please visit us

at www .pfizer.com.

In addition, to learn more, follow us on Twitter at @Pfizer and @Pfizer_News, LinkedIn,
YouTube and like us on Facebook at Facebook.com/Pfizer.

DISCLOSURE NOTICE: The information contained in this release is as of July 13, 2017. Pfizer
assumes no obligation to update forward-looking statements contained in this release as the result
of new information or future events or developments.

This release contains forward-looking information about a potential new indication for XELJANZ
for the treatment of adult patients with moderately to severely active UC (the “potential
indication”), including its potential benefits, that involves substantial risks and uncertainties that
could cause actual results to differ materially from those expressed or implied by such statements.
Risks and uncertainties include, among other things, the uncertainties inherent in research and
development, including the ability to meet anticipated trial commencement and completion dates
and regulatory submission dates, as well as the possibility of unfavorable clinical trial results,
including unfavorable new clinical data and additional analyses of existing clinical data;
uncertainties regarding the commercial success of XELJANZ and XELJANZ XR; whether and
when any applications for the potential indication may be filed with regulatory authorities in any
jurisdictions; whether and when the FDA will approve the SNDA for the potential indication and
whether and when regulatory authorities in any jurisdictions may approve any such applications
and/or any other applications that are pending or may be filed for XELJANZ or XELJANZ XR,
which will depend on the assessment by such regulatory authorities of the benefit-risk profile
suggested by the totality of the efficacy and safety information submitted; decisions by regulatory
authorities regarding labeling and other matters that could affect the availability or commercial
potential of XELJANZ and XELJANZ XR, including the potential indication; and competitive
developments.
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A further description of risks and uncertainties can be found in Pfizer’s Annual Report on Form
10-K for the fiscal year ended December 31, 2016 and in its subsequent reports on Form 10-Q,
including in the sections thereof captioned “Risk Factors” and “Forward-Looking Information and
Factors That May Affect Future Results,” as well as in its subsequent reports on Form 8-K all of
which are filed with the U.S. Securities and Exchange Commission and available at www.sec.gov
and www.pfizer.com.
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+09. FpA Advisory Committee Votes in Favor of Pfizer’s MYLOTARG (gemtuzumab

ozogamicin) for Acute Myeloid Leukemia
OEHR LB E Mylotarg 3REE FDA EX R RS WIT B AR (AML) )

2017-07-11  Issued by Pfizer

Pfizer Inc. (NYSE:PFE) today announced that the U.S. Food and Drug Administration’s (FDA)
Oncologic Drug Advisory Committee (ODAC) voted that the results of ALFA-0701 demonstrated
a favorable risk:benefit profile for MYLOTARG (gemtuzumab ozogamicin) 3 mg/m2 on days 1, 4
and 7 added to chemotherapy for patients with newly-diagnosed CD33-positive acute myeloid
leukemia (AML). The role of the Advisory Committee is to provide recommendations to the FDA.
The FDA decision on whether or not to approve the MYLOTARG application is anticipated by

September 2017.

“We are extremely pleased with the Committee’s recommendation and believe this is an important
step toward our goal of making MYLOTARG available to patients with newly-diagnosed AML,”
said Mace Rothenberg, MD, Chief Development Officer, Oncology, Pfizer Global Product
Development. “We look forward to working closely with the FDA as we continue the regulatory
process. We are grateful to both the investigators who led MYLOTARG clinical trials and the

patients who participated.”

The ODAC discussions were based on the Biologics License Application (BLA) currently under
review by the FDA. The BLA includes Pfizer-sponsored studies from the original New Drug
Application (NDA) for MYLOTARG, an investigator-led Phase 3 randomized, open-label study
(ALFA-0701) and an individual patient data meta-analysis from over 3,000 patients in five
randomized Phase 3 studies (including ALFA-0701). These studies span 10 years of research and

include more than 4,300 patients.

“Clinical studies investigating MYLOTARG have provided a significant body of evidence

supporting the risk:benefit profile of MYLOTARG in AML,” said Jorge Cortes, MD, University
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of Texas, MD Anderson Cancer Center. “Based on the totality of the efficacy and safety data,
MYLOTARG, if approved, has the potential to be an important treatment option for adult patients

with AML.”

Due to the critical unmet need for patients with newly-diagnosed AML, there has been great
interest among AML investigators to evaluate MYLOTARG in this population using different
doses and different schedules of MYLOTARG. These investigator-led clinical trials have provided

more information on the efficacy and safety of MYLOTARG.

ODAC is an independent panel of experts that evaluates data concerning the efficacy and safety of
marketed and investigational cancer treatments and makes recommendations to the FDA. Its vote

is not binding, but is considered by the FDA in its decision-making process.
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