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1. Wilson JREEREIFTZIER FDA REEIEINE

KB : $PREZ 2017-12-15 17:48

EA

12 B 14 B , B8 Wilson Therapeutics AEIFR , Z£E FDA BIREEEANERF T AH
TE Wilson fiafr 254 WTX101 ( [UFREEER —RERE ) . FDA ROMREBEIAE STENNRYI RS
LUBT = ERRAYIIT A R EIRYE. WTX101 2—REBREE) ( first-in-class ) BIHE
RE&ER , BEEMSHIERTLE , [IEEHITRT Wilson g RS,

Wilson Therapeutics AEIEFEHIITE Jonas Hansson &7 : "FAJIEESULEI FDA
HISREBEIAE , WTX101 JLAATFHE Wilson X IS A oy 1% ERHEN
IEARFRR, RIEEENRTFEILLFATTLAERES DS FDA /A& , LAIIR WTX101 RKAYEH
TR AR RIIEIX MR REE .,

BB AN FET—IE Wilson mEE ST 24 ANFIREZ 0 2 AR
(WTX101-201 ) #E , iziti&mH Wilson Therapeutics faSizE., HREH , KXk
FA WTX 101 EBEREREEAEHIFEIEEN | MESRRERELFRIFIERR  LINREER
NRERERER, ot , BRIAILKERRABLGES RS RFINEESLAIER. —IT

FRUREY RIARIERHITR , ARIFRITHE 2018 F4IAAE FOCUS 3 Bl EFIEE.


http://news.bioon.com/fda/
http://news.bioon.com/fda/
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SWETEREL , WTX 101 B fEHBEEE =TSSR |, IR T B/ —FMEER
ZEtEl. ETIE, WTX101 AILLGERRERTAEA IR S RAvRFEE IEHHRH ( SRS
PRHBRIER ) (BHIEAYERR.

WTX 101 33 FEMEFERmA e thRIH T RIFES | SiEl =t S B E
(ALS) , XJ ALS HU/RTr BE3X1E T FDA IULZIARE.

RE—MERENMETER  FEENEIEMRTETEEEXEEFR. BTEES

BEst HERSHERNSEERREES  MESRAVEET IR AR MARHEH. Wilson

MYEFRAFTEREEN | B—ME AR IHEH RIS EEMRRE , ATP7B {55 EH
RITHRET R AEURIRE. BEFFITRYEER: , IFERSRNEIMART , FRAIRFEb S
BEFERRR. REATHFERZEMSSEITIRATZIR. MESHER | FRESH
BERL.

£ Wilson BIIBRERAA=F 02—  BETEELNS 1 BHIEE 8BS 1.5 5
BE. BaifE Wilson fisB& P ERINAT /552 T 20 tHES 50 F4XH0 60 5N, BFB
RILISK | —EIRBFAEHFRIGT LR | ERDAFERERBRENIRRTR. (EWE

Bioon.com)


http://news.bioon.com/fda/
http://xy.bioon.com/course_video/zhong-guo-ren-qun-ying-yang-he-yi-chuan-yin416058.html
http://news.bioon.com/
http://news.bioon.com/
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2 RA M B RRAAATHER R T RELD IR R AR HFHE R AE GFERER
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FEERHPRDRT. BSFDRT (RTRCE T EAH E R LS R T 2t
BIFRIEN) NEX , BERAnEESBERERT (KT REBAYIGREEITFEINA

& (BB ) ) , IAFERENFIEEIN.

BERBMUAMNAT 2018 F 1 B 14 HRnET B FHMHHTRIR,

J79EEIEIHET , IMRFZAEIH] , MEARBAFTK , IBEFHPRDRT. ESHEDAT
(RTRUETESIES RS mETSmMEFIER) (T (2017]) 425) |, ikt
AYIEARONI TR EEERRR , GRS FEITEIERSHIVFHERE. WEE

XKEELFTUT :
. B RENAERSRIB

(— ) HBEAEREIRRIIEHBEZA , JUAERERAmEE SR B mEiTH
B ( LUNEFRAESL ) REEERRRSNEE | LIEImRLERIERA7EM. SEiE
IRARIHIERTATTHE | SR RRERNE R HEE. PFIBANERI BRI RN


http://news.bioon.com/tags/%E5%8C%BB%E7%96%97%E5%99%A8%E6%A2%B0/
http://news.bioon.com/tags/%E5%8C%BB%E7%96%97%E5%99%A8%E6%A2%B0/
http://xy.bioon.com/course_video/lin-chuang-shi-yan-de-feng-xian-jian-kong239833.html
http://xy.bioon.com/course_video/lin-chuang-shi-yan-de-feng-xian-jian-kong239833.html
http://news.bioon.com/tags/%E4%BC%9A%E8%AE%AE/
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IFRIIETS %R, MEBNAFMIRIRARARETENR H A REIENTB R SRR, BISANK
BRIHLINERIARESHTE RIRSDIEIGRIISHIEARFY |, FIRRSHEREPOITICRYERE,

(=) BHBEARNIRR (A SRARIHAEREERNE (I4T) ) (LITHRe@E
ATHINE ) B, IBRPBERmMSN RIS (M 1) . AEPOIEEERARNEREIBRIER
15 XA , SHEABEETEERRASN AR, BBANEEASNEFTZH 30 Xig3s5s
BROEERENER (FHEF2) .

(=) BERPOENMERSIBERRSWEHTERET , ANETBRRSINE
FEDaI S X, BB RESNERWEEITFE NS BRIEAFRH REEEN S
FMEHBA, HBEANANRBECEEEER , AFEATTIERTRSNAY , MBS HEF O/

Ih " RISAZE SRR EEARRIESEZ RSN RIS,

—. ERRRENAIBTT

(M) @@ KEHBEASIE EEARBLCHENSWNERTT. SINHIEE
BARER , HEASHEPOENEFRITEANESRIRRINIRT S  BEEARBRXKE
AR |, LANRINEHIER S SIFLIEIRR IR E LT E NG RE A ZAH TITIe |
FAREHAFRIRHERFNEN.

(R) BB NN DB RINEERREWEE. WITIERFR , WETHRE
EEGIFEERAREYE | SHFUFTRIRARNIERT , HEARAEIERENZ EiRHIE
PRIIIRERTS. NEMREIRFEEARNE | ImRLIES = TBEIRE MBI el
TERBEIEARLIENEREN , BBANSTTREAFREXARIE. SWCE(FAH

TPSEEE | FHEAZYIA. BRI EEAKIE.


http://xy.bioon.com/course_video/lin-chuang-shi-yan-de-feng-xian-jian-kong239833.html
http://xy.bioon.com/course_video/lin-chuang-shi-yan-de-feng-xian-jian-kong239833.html
http://xy.bioon.com/course_video/lin-chuang-shi-yan-de-feng-xian-jian-kong239833.html
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. IEARIES R IR SR IFEE

(7)) BB ARERRHTZ | Bl PARIR IS FRISFRIRERIESK (B 1-3) | 1R32ImPRI G H
RER, AREPOEIREBRRERS 5 BRZAFEIUEE. FERIREXRIRHZEEN
ZIEERHEAR - BXEZ AR 60 BR , RNEIZHEHEHOEEHREEZ A , FBEATLUR
RRIRAZHY T =T REIm ARG,

(t) MEEEARSENERAK | HIZE 60 B E T LIE I SEE W TERE
R, BEMERFPANIZIRBLMTTAEIT. BENAERAEIKSERERITHER BRIk S | B#T
AlRRETEFRRER. WEFETIEPERENA—HE. BB s i LHIRYA0
WREANHDERBRY , MR E E—RRMATAER,

(/\) BEBEAEREFITERMIIRARKEIZGRHORENEEENN , AIHRRREHY
BEFRAYIRFNE. MTHEETER , BEXEEFTEREN , AFPONLUMSHRT

UBAIERIBA | FIBBERERITEE SN,

(L) WTFEHERFHAFEEITEKRR , AFPOABTEEREFN TR SV EA
BHIBA , HEANEERIEZ A2 60 HR#NERF , AR ARG FEH OEMEE
EEREEENAY . BIBANRRERSEFRESYIRARNG ;| KRR RSN TR
AABEREFITERY , P OLAEENENEG L IVERNREA | FIBEEREAESEFT
RImANIZAIRE |, XEBIEEIELL,

PO, EfttEXEInN


http://xy.bioon.com/course_video/lin-chuang-shi-yan-de-feng-xian-jian-kong239833.html
http://xy.bioon.com/course_video/lin-chuang-shi-yan-de-feng-xian-jian-kong239833.html
http://xy.bioon.com/course_video/lin-chuang-shi-yan-de-feng-xian-jian-kong239833.html
http://xy.bioon.com/course_video/lin-chuang-shi-yan-de-feng-xian-jian-kong239833.html
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(1) WTFEAIEERER. SYIRRIISERRARER , BRIBARBIRERRERR
1Y, ERELAANERZPOIRRIICHS , AREARRTENERMIEXESRE
ShElRARIRIeR , RIS AT EERDIERIE RS,

(+—) BREFRIGRRIERY , £5emk I 8. DHImMRIRIeSS. FFRIEIRRINEZ

Al , BRIEANRZGFEPORHEERZRRSNEE , sIHIERLE SRR ERSAEPL
HTITIE,

(+=) EREFRIGRIIRHY , NUIEIIFNEMERIRARITICETE | WNET*NEEE
HTREE, NIRSSSTFHMENERARER (i 3)  SEXRHBEESIHOTRTIER |
(EFEERRIHPIHERBBEXEMNRS | WTREIRRLESTE. EXAFEE
FAREEINZINE XN , MiBig e RiE o TURHEEHE, BEFOE 40 HASE
PRANFEERIBAYR AR .

(=) PBEARRFEHENENME |, EeEEXMR. BEIRRNLEFEITEIERX
& ARFRIaRSEIEREHBRR. MEHELENEEFNG  JRHEFHRE

VERGERPOBFEREIN LTI
(M) BRBEANMRIEHREIERE | FHEZ ST ATERN R ERE

(+1) EEFITRRNAMIEIN , SRR SERZER. (£¥% Bioon.com )


http://xy.bioon.com/course_video/lin-chuang-shi-yan-de-feng-xian-jian-kong239833.html
http://xy.bioon.com/course_video/lin-chuang-shi-yan-de-feng-xian-jian-kong239833.html
http://xy.bioon.com/course_video/lin-chuang-shi-yan-de-feng-xian-jian-kong239833.html
http://xy.bioon.com/course_video/lin-chuang-shi-yan-de-feng-xian-jian-kong239833.html
http://news.bioon.com/
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3FAXRFMBEATEENE L E
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12 B 12 8, #E ( Bayer ) 3#Mafh , ExRBmAmaESEELE ( CFDA ) #H/EOMR
ZHESIFFRICIEE( BmRE Fak ? ) BTFEEESIRAAREAT R iR ( HCC)
BE., XUEFEEMRIAT HCC Z&iafTaInes,

I3cAFE ( regorafenib ) @—FKEEEHIHIR , SEMNEMEITEAEKNZHEE , HhaE
TS EMERRERKR BN, SF 3 B, kIFEEiks CFDAIUE , BTH#E
ML BRI B8R RBERIVERE. 5B 6 B , kIFREREREFE L.

BESEERRE | IXAFRHRERE NIRSIHE — 4 ARTiE | IEESEE FDA #hERT

NeH., S5 4 F 28 B, [ERESIRET FDA fiLE regorafenib AT HEZIIZ=AL
IR RO BB _—ZiATT | A/9sEE FDA 15k 10 SRt ERERATELZYD.

FrémpeE (HCC ) BReENAN—FMTERL | AGHEHFEE RS FTERGIRY 70-85%,
BHARPAERLRLHHN (HREERS 2015) 15 | 2015 F2EKFHEHTA 854 AA | 5L
817 ; HhhEHTA 46.6 5, b= 422 75 , FERME ARAMERRIIED. RTFASHET
EREREEMITRE  BRER , RHERTPEERAMHE | RSt | H2iEER


http://news.bioon.com/tags/%E6%8B%9C%E8%80%B3/
http://news.bioon.com/Cfda/
http://xy.bioon.com/course_video/chang-fei-bian-ma-RNA-yu-zhong-liu959063.html
http://news.bioon.com/Cfda/
http://news.bioon.com/fda/
http://xy.bioon.com/course_video/gan-ai-de-zhuan-hua-yi-xue-yan-jiu198411.html
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KTFARN , NNIBREEI AT A BEEESREERHE , Elt , X FhiEAET
& Bgarerad,

—Iihin AR AT RIAFEaTr R HIIHENER E T I IR RIS
RESORCE £RER , mXIFCRENENABRENSERH (42 0S 10.6 B vs.7.8
B, P<0.0001) , SREFIXRERELL , IwiIFBHBEFRTXGTEERT 37%. TiHE
417HA PFS o EIRCAFRHRIFEG B EME( B4 PFS 3.1 B vs.1.51H P <0.0001 ),
LA BT SR s B T R E NI A IS AL, I, EnXAFiaTNEEREEE
BRI RREHIE,

RESORCE HARHIRRMDITER , NBRERRAFRIAT R  RAAFH I X IFEF R
BT AR (FEFEREPAAFREIERZE 26 MNA. X TFELLRERECANERRES
TT7oREE BRI RN, (E4)% Bioon.com )
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http://xy.bioon.com/course_video/gan-ai-de-zhuan-hua-yi-xue-yan-jiu198411.html
http://xy.bioon.com/course_video/gan-ai-de-zhuan-hua-yi-xue-yan-jiu198411.html
http://xy.bioon.com/course_video/gan-ai-de-zhuan-hua-yi-xue-yan-jiu198411.html
http://xy.bioon.com/course_video/lin-chuang-shi-yan-de-feng-xian-jian-kong239833.html
http://xy.bioon.com/course_video/lin-chuang-shi-yan-de-feng-xian-jian-kong239833.html
http://xy.bioon.com/course_video/gan-ai-de-zhuan-hua-yi-xue-yan-jiu198411.html
http://news.bioon.com/
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4 HNEA CAR-TIRIKHIERZHE, RESFEZALAF

G . #5 CFDA 258k 1Pt 12 A 11 HPE, REtEAr BRI IR 22 =) H4R ) LCAR-B38MCAR-T 4 i1
A [ i 1) )35 243 i R F S o IE NS PR, R R MRS 2 B CAR-T 97V

KIR: KHMRE 2017-12-13 10:43 B EAEE AL YBHEL CAR-T

TEFE/RBRE
WIFESMARKRBRIESFNNARG

P& CFDA Zj b i PFHRo0y 12 A 11 H#EE, M aEa AR AR A | (R “rM e a4E
Y7 ) R LCAR-B3SMCAR-T 4H Al 5 44 [m 4 ] 51387 245 1 PR FR S E B =02 2, X2 RRE T A
RIS SZ PRI CAR-T JT7 1.

2ES BHRaiR | HRaXE hiRXE  ERsX BB FHEM

LCAR-B38M CAR-

: : BB TR AR
CxsL1700201 | EIEREMA | ATAEN w5 1 5 REREHEEEA | 2017-12-11
(&% : LCAR- & RS

B38MEEES|F)

LCAR-B38M J2& i 5l AL 7 A WIHE 2 i — R BE A b 41 B BT B (BCMA) ) CAR-T ¥7¥Z%. BCMA
FAAET A B AR T, J& T TNF 2R, & — PN E ) B MM EMbr S . i nif
A AP SEAETE CAR-T IR S L2, 72 2017 4 ASCO -4 (LI R MR Ph 2543 4l
[N E L

rRErE AN, B NIEAE AR AR CAR-T J7VAIX— AU k.

11


http://www.menet.com.cn/article/taglist?tag=%e5%8d%97%e4%ba%ac%e4%bc%a0%e5%a5%87%e7%94%9f%e7%89%a9%e7%a7%91%e6%8a%80
http://www.menet.com.cn/article/taglist?tag=CAR-T
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CAR-T 4l fuya sy ism =S | K

RIERGNRE SRR, I R8T A B RTME—A ] BEA)EC A B AE )
J7i% e CAR-T S B8y V2 R e e 6 97 A1) “ILL” , &Y N &Sz RE UM HE AR 2 — .
H AT CAR-T 4HfvG YT 2 50hk H T e A8, (RR T R 8407 —H#E, BN IEYR YT 1Y
—28 7775 . & Coherent Market Insights 4347, CAR-T 4UAEVAIT TTTAE 2028 HE4ER 17 37 I A%
FE B 85 123K T8, AKRBITHIHZ AHTHE 350 1432 76-1000 143E 62 4],

B2 SRV NI 2y N M N

FE CART-T 7 ¥EIIT K b, SREREREN S, o EEHIE, WA H AR 5. EEZ
CAR-T HiAR ML, R AIKEGRIE Ik, & REHELWA W LS. KA
TN Kite (8 & FIAEYUE) 7E CAR-T JT LM TF R FAb T-9de i, N CAR-T HiR % AkE
8, B4 CAR-T M. HAMER 2 5N R 258 75 AIE & B B AR ES T — &
S, Bl Cellectis (ffFH 544 T 4HAR) « CBMG 2%,

o LR AR T — IR, BEE CAR-T 4Ly 7 78 [E f it Pk k fe, [
AR BONAE CAR-T I K LI H 115 58 [ [F) 41y 4 2K CAR-T #FJE A 55— B BA . 4555 [ Clinical
Trials. gov WX “Chimeric receptor” M Z R, #i% HuiH E B0 CAR-T Ik R
WHEOE 116 B, Caados L, (kTR E. Hdmths., BEE, 6 RAT
WHEYIELERTS, 2015 SELL G, HEBEZD. BIGAY. 2R hIsASE A w2
A1 J& CAR-T 4 MLIE YT -

] P9 IR 2 40050 ) Al
HEEY. S1F8E N CAR-T Hiin %8 s

2017 E 1 H 11 H, BREEGEAM, @I R A" Rash o aE M, e E S
ik Kite Pharma 2] (4 5 FIAEUSIE) 1) CAR-T &7 7 i KTE-C19 (7 51 4 N Yescarta) , N
Ik e SR S SR A BRATSE NG YT T B . KTE-C19 T~ 2017 4F 10 H 18 H3k75 FDA Hkufk, 243k
B ORI CAR-T J73%, X ML MR A 4 B 3 19T 2% 2017 4 12 H 5 H, EEIUREYF

12
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B R A (fapx “ SRR )72 BIFIKRILAI0 TG T B3 5 s AU CAR-T B2 A1+
2. MfENEREEZMAEE Kite Pharma K& E AR, HEIUR IEERHRHER KTE-C19 FIHAR
R B IUESE TR, SO0 TR HHESNZ MG 7 7 S AE E AL . $e R B TRk,
5 R YURFI 51 HE) KTE-C19 A nI RE 2 1 K Be £ Bl A _E T ) CAR-T 7™ i

KTE-C19 #EK N W =BRGP P (R 2R 25 R

#5194 Frlaxicabtagene ciloleucel]

| ExEe
HPWER axicabtagena ciloleucel
HREW (F30) HEEB KTE-C19
Bt Kite Pharma Inc BHEd (030
ESHEEL Daiichi Sankyo Co Ltd; Kite Pharma Inc; Shanghai Fosun B5HEALR (R
Pharmaceutical (Group) Co Ltd
2016 RBB A (EH %) WRF RiETE WL, EMARKRHY. R F
| sonEn
EBMR 2k DMRE =95
b)) BEige k1
wa B-lymphocyte antigen CD19 modulator(CD19)
bi-{v2:d Acute lymphobl leuke B-cell lymphema, Cancer. Chronic lymphocytic leukemia; Diffuse large B-cell lymphoma: Follicle center lymphoma. High grade B-cell lymphoma
Mantle cell lymphoma: Non-Hodgkin lymphoma: Primary med | large B-cell lymp!
EEE (P
A= ARSNSERTH = RREH
(i B A Rl J8OR)

Pt 2 YR RETE, IR

PE L2 AR T 2014 FEAE L E A s BT, O EE —NMESEE 9 A e b
[ g0 E M EE 2 R A F] . THEL B A CAR-T I IRWT 7 £ B SRE 301 RN R AZ &
£, 2015 4F 2 H A 1200 JSUSIE T AETSCE SRR (301 B2 Fie) ¥ N AR B 21K 4 T CAR-T 77 i,
AR B S S SR U AL . P4 LB 7E CAR-T J7 2 A PR 156 £ B AR TP R IR R — 31, M H

13
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I B A IR RIS 45 SRR, WD EoRIR e r= B A 22 4. RIATAE 2. 1EA—RW
& HA % SRR EGER B &5 (1) CAR-T J73E “CBM-EGFR. 17 [—
HU TN, W R AL T BRI K

7H LU 2 1) CAR-T = S it A 28

W PR A, £ 2 Fh SRR SR

HY AWK i& B E B BRHR
CBM-C30. 1 AR CD30  HSPFR=H8
CBM-EGFR. 1 SC kR EGFR  ISFK—=#3
i dib.E BARREHEEEOMA: B ERACH: 8 KB EBRHKER: ot Uer=n

E@pies
CBM-C20. 1 g% HEM CD20 =323

CRUE: KN AERZYI0E KR FE)

A ZRMAMIIR T BOR 27 1R

R

AR AR 9 SeAT B E N S iy T kI R A W], FENSS NIT K AR T BOR (CAR-T.
CAR-NK. aAPCCTL A1 aAPCNK £ AR) MFTIAEL 254, 2015 4F 6 H, LRAEYH T 2000 15 514
AR T, OL A BTAF], T CAR-T ARG BRI 7 K= AisfE. A HAS
24 34 CAR-T U H AT Im R =, Hrh @8 7RG AW 2 Fhac ks, Bk B e B A Ak

TN E

14 75 1) CAR-T 7= i AF R 8 2%

BB EREROEW LK i& PLAE LA R BB
anti-MUC1 CAR T-cell therapy XitEa MUC1 7 St
CAR-pNK B HE®E =47 St

PCAR-019 BMs;: HE®E CD19 [ s

14
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CRUE: KN BRI A )

BEGFAEY): BVET CAR-T STk M ALE il

BRFFAYT 2014 48 10 F 30 HAE_B#EROL, SUFrEOR. 2855 TR E LU AL R+
= NARHIRN, EERIGHEME LR AT R IEK. £ 2015 423 7, Bt Lilgi-
DrEEBIPRE 1 CAR-T R & 1F. 2015 £ 9 H, RHFAEYS Lilg i@ v 7o frat CAR-T 2
WIEIRITREE T 9] 5 FE RS SR B BTN OO R R 2 Rl SCAR IR R CAR-T
J7i%,  H TR At S — BT A AR T (HCC) DL B0t 22 T4 M J2 fot 8 (GBM) #E_E Il PR
WEFLET Bl

BHFEAEWIHT CAR-T 7= N 4 5 2%

.34 s Ream s BRak

S — 20 HEmE AR{L CAR-GPC3 T

G —m (L) AL CAR-GPCI T

SN LU R AR CAR-CLDIS T

SH—m RESS ABIL CAR-EGFR/EGFRvIII T
¥ EERE MM HES AR CAR-CDI19 T

G- MRea ABE CAR-CLDIS T

G~ FEREBS AR CAR-BCMA T

CRIR: B~ w B /)

[E AT CAR-T JARIIL S a4y 2B SOl N. [EiEAEEAR, bR
WEHTRR, FESEAE——RUA,

SEABAE S ISR 50097 T B LA CAR-T iRy AR I S ey ikAg 2 1 gtk
&, BRI o EE 2 W KT . A BARTRIEH], EWRIHAEAE I i &
Sy CERUEE AR AR (G T RRER AR M RGEESE) « X SEARRRCR
AESEE 2 A L AN AE RS B2 2908 AT (055 ), 1048 ) il B 22 AR REAS 2 AR 1R, 1k CAR-T
JTIERIER L B AR

15
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5. 600 fCfHwtcZiTiss, WEITHE

Gl . A R D ) 24 5 AT R SR PE A TAREEATROKIX, [ A 2G4 R RO . AT 2 B
FRMCRIG, BEJERE . BOR. RER RIS A 5e %, M, WEEK, o LiiRes
& AL RO AR S 25 A K R T I AT LIE AT Bk

KiE: KA REA] 2017-12-11 10:04 FPp &Ll

RN

it 5 R 07 ) 24 Jo AT 7 28— EOPE PP AR E AR, R A 25 A X IR TR I
JERIT 25 AR TR, B R 2R SR RIS TS AR 528, M3,
RV, R RAUEIRAS A < A S E o A 2 2 A S [ T I A LB A Bk

%, 1E CFDA E LT — BRI I &) 6 NME . 240F 9 KA R 13 A fh
HATALT R LIRS . 11 H ), B R 2 B B HE R | dh 2 dh A & ha ol
(CFDT), CEAMERIFE 4, BRI T — RIIMIIeE TAE. Eif 13 Sk, rikse
RGBT ST, B3 2 [E A DU 1 AR SN T 4 AP LSS T 3 A S AL b Ao TG
ULV RS R BRI R KB E G2 —, AR EN R, R E LR
K, HEEANEAAER B

R AN /N

AR R IE, 25 ik, AR NRBIRREEF RA . 40 AL T SR
R BEAh, ARREEVEIR BRI R . RITPEI A, BLR W), B A 2R
EOIE 51 B R S VR A

ORI R AT REG, T B S EUSVERTN, BEm g A a8 LA T4 i
o TEER Rl K RIS R, T3 5T%H1 T8%HIE LI ¢ R Fe A N IR AN S A I e, 45
B LGB T ™ S
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M5 (2017 EASL o OITHHaF R 2 50) FRH, X FAPRGT BigdtR=R 8 k4. &
VAR T AN AR B R I 2R YT . S IRIT AN IRBOKRIRE . PR A R,
UEHESD TR T A B

sEAL R RAE R BiET

Guit B R, BE LR R I PUR B H L1089 9300 3N RVEINR 1B S e e
HLAE, B O RIS GAE SR 10 7322 A%, AL AR [ o th e EOSTRVERT 2« - AL AN
FHE AT R IT A S 2 1 E 5K

w7 E B S A E D HEERE ({ZT)

IREEY
606

o i8
ol —
16
J'J.l . 1
406 57 1
400 347-19 12
297 88 10
BES 268.52 0
300 23133 g
200 l 6
4
100
2
0 o

2010y 2011y 2012y 2013y 2014y 2015y 2016y 2017E

B, 2016 3 [ FHm A 25 2 A AR T 500 1270, EPNFRIEA4YGTT s E
SRR IS . B am i 1128 DU SOm &S, T-PLRSOMIT 5 11 88 v 55 R AR
PR BEAh, g EoUrRORL. RO SR VEE IR T, AN R A O AL GRS 70
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2016F ERNER BT LV BT mILE 15 m 5 /5

0.13%
263% m REFH BT
W RRERE
24 .88% W 55 SRS
| FH=XR
m FRIERER
‘ 39.65%
29.73%

i 10 £, FE R 2T HE TR Ol 1 20%, B ARSI, 2017 43Kk
] FFF9 FH 24 S A0 BRI 600 AZ IR

B RATI (et QT R PATER ) WUIHRTE I, SRR 24 A9 AQER 29 s 5 i
AR R FH RN CITAIG B8 R EE O IR 2y, et B HEsh 15t LB 295 5 (HBV) H
AN

BB L, T

m EANZFHFEERH TS 1ZT) BT
180 16276 35
180 14395 30
140
2
120 25
100 0 5 A piysa 20
80 6881 15
60 i
40
20 s
e 0

2011y 2012y 2013y 2014y 2015y 2016y
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PaK A R o, 2016 SFE NPT ZAPR & 2T LA $] 1 162. 76 /4o, [FIEL E
IR T 13.07%, SR ASLEERE . B g SR B A E A 24 1 R L 3 B HT LR BE 25 A
A EAES AL X L 2B A B 2R

i w7 HAEBSHVERBETS (L)

24.48

: S3aa

2131 222
20 44
b 188

2011 2012 2013 2014 2015  2016v  2017E

[

5] Py 204 2 i 2 B R 4y, TEVF S b SRS R BB 2SI R . (B
RIHRFEOT, 2016 FHONHRHFAMTEL)ETIHHE 24. 48 1¢7t, FILIEKE
9.83%, FEEEMRE SZEMZ AT, T 2017 XA 5K 7 B L B 27 27, 1
K2 10. 25%, 4 2)E R4,

BB R % 0BV 11137

BB T2 5 A I 3856 01 % (BMS) #1265 28 7] B A R ) B P A 5 AL ) IR FH 24 &
2005 5 3 H A E 25 A& & # R (FDA) #b#E BT, P&t 44N “Baraclude” .

5 20 Jm KR =2 b, BB RBWIONERERE T 07 AR MR, W
A OB E TR THRRIT A B0 S T RB R I A . RE RS R R
LRFH, 2016 4F BMS A w1 Baraclude &ERATI405E 3] T 11. 92 {22 7C.
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BE-RF AN RS, A TRITRANEA R EEE GRS 2 b 2y
S 2R 98 G, A& WHO 45 R HE 72 8 FH (158 30T HBY 254, 2005 4F BMS ¥ B & R 5551
AHETTY, BMmaA “Hige” .

R R e R HBV, DNA ], 7 R0 3 PR A 22 4 1 9 [ ) 22 3 S v 28wl (1A%
FRI LR IGE, 17 HEE 25 R AR BAR, AMdrsh 7 2RIk . b
= Py 2 bR e, E AT, JE Sk 16 R RE R F R A4, 10 KA R A= i)

|II

09y 2010y 201ly 2012y 2013y 2014y 2015y 2016

PE K P e s 2016 4FEH ST AL ERE R B R FHHIFIH A &40 13. 63 1278, [F
b b —4F48 K T 15, 37%, 2010~2016 4E-FHyHaME A 33. 28%, O NPT 2 BE L 1) 3 B 1

fifro

HHT, CFDA Stk 1 9 HKAAE = B~ bl EAEER B E R 355 4+ i ik R
g, T BEEESR EA CHEEE T SR 43, 25% A, 1IE KRS “UEA” (S 40. 67%. F7
JNZREG ) “F5 215”7 (G 5. 81%. Mg AR “RRHE” L 4. 78%. VLI IER “4E )7
L 4. 05%. BEAh 5 A7 S AR e rg oA 2ok “RTE” L DU R 25 “H R
WAREPIERAR “ARig” « LRI AR “ DTUBGE” MR T 2l 35T 7 .
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MEHERTUAE Y, B E P20 ) B, 3 2GR e I L IR AE R, M 2010 4E
Et 95. 82% =2 KMz, N FEF) 2016 TR 43. 25%.  [E F7 253887 A iR dm

LUEEGRE P

TIEZZ—FKEEHIX . 77220, BT RN R 25 R B, fEBUH . JE5T.
BUMN RPN DA B 2 Ak, 2 FEE AR 1 KA TR 1 KImREE
FHETCHT o

NEH 68 FRA I, Bt 53 Awh A HAERZG 2 A, ARy 27 AL i 24 4,
PLCIHRR 2R R (7)) MREZTFTIEZO SRR, Best, 04T Al T
PRI Fr . SR VERT R VE D HRIEBL A R I 25 . IWRIE 2R 91 25 W8 2 A b
RENESHR S EENEL JLE R YN LBy 3OO . /N LB BT /ML
S ORI IGE 250 5 4 FIE R Fr s WA Fr o BUEE G AL ERBE R, B R
SrUR B ELEANK, (A2 1% R TR o A B 24 ol SR A v 7 AR
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6. 40 LI A & Im T3y, L THRETERERE, B —BUER?

GniEid: AT, tTehZ —BEVEOALE], BE L 2RI DOR S IR A M B . JEHR T
FNBELACF TR Wahfess, ST IR S0 2828, B, JT RO 25— BEET, H
A BRI ZGAES T2 EORIE S R 2 — 8 fRE 7 2594, s BT F 3R E ) 2947 ML iR B 1A KT

KIR: KA MRE 2017-12-11 09:40

RN

BEHT, TR SRR LE], B 2 2GR DR S IR 2 A A W 2 B . T
HORM B NBL AT TR I ThRess, S8 RIS SO5HI 24525800 ANH, R, PR
Dl 25— SV, R et O 2578 R EORIE S SR 2 — 2, ORbE TG 24, REls
ST i 2547 Ml (K FEAR AT

I, SR R b U B R R 2 R A S O (CEDT) E it Bl & S 1) 6
MEGT, 200 9 KM 13 A bl H ATAE T RS AR o WL s08 2500 i DURUIE 254 A2
CRPEHPREI T Z —o WA, Jo LHrPHEF 2 5 T I8 R BT AR RPIRZE W 24 R BA Tl
KEFE—

EEANP RIS g

e (EPD) & N XA R G = KR — . R AR 2, B RRIEL —. EPD
BEME PR E RO RS A AL 2R, FEORAEIN R R 2L, RO 2 H K
PEtEZs), JEA M2, FIRSSIRERG . 2990907 XHIUR KA Al #2408 70%, KR 253677,
PHCL B TR, IR AR

PEth A DA LR, EERIESIVERON & E 2 5 R 8. 2%, 15 BPD 35 B A
5000 2 No NI BALRRMAEIR LT, BRGNS 218 200 71N,
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BRI RGO, B BRI T%oo FEHERIOA AT, HEE S
LT ORI ELE 1000 A, 3Erh 600 4 5 A7 A S0 I 56 5, T A EF 3 SO 26 25
PEE] 40 Z TN BRSO, 1A KRS

[ HURE B2 52 B K DR kKA 1 2015 i (R EBUER 26 TR R D) X
AR PR SN LR R ENS RN T SR . 2017 4E 2 B, FHEEUN Y
4> (Hong Kong Epilepsy Society) BT J A ISHURIIN 2 NIRRT o X2 ZHipiH . BARPEF-,
FIRHIE AL G AR A S T HR TSI, SR 7B AL AEDs ZE IR i EEAE

PN B3R T O i dh

2017 (EKERZ 5 B3 WEk 7 13 ANPUEUH (EPD) 25 . BLFE% St AEDs 2549, R ik
N R AEDs #5372 .47 1538 (LEV) « BE-REF (0XC) « INEEmsE T (GBP) . 7% =Mz (LTG) . FEHL
fi (TPM) &5 5 2459 .

— E A S EFARBRTS (1257) gz
i 4096~ 40

20
20
15
* 10
10 66 6.23
: . 5
. ;

2008y 2009y 2010y 20--y 2012y 2013y 2014y 2015y 2016y 2017E
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FR N EHE, 2016 4EH [ A SRS AU TR AL 25 1T 3735 31 1 35. 22 27%, AL E—
FIGK T 16. 82%. HRHE 2017 4F F AR A Gert- B T, A5 A SL RS AU SUBN A 25 2%
Ui R I 40 AT I IEE, /e b PR IR X — AU SRR A Rl AR B IR T A SR B 4 T I
30% I {73 % o

e Chi IS EPD T

ARPIERD, B R (EPD) i KIME e G 2o, S ESNEA — 2. 3 D25 RR
CaBNE N1, ERMERE, R E D NI 2. BEE 256 R, X
Dl 25 1) 717 S8 1 OGS BT S R, S SR PR i SR 2 it

¥ CFDA B M%(#E, /& 5P (Keppra, FFil=%) 2 F125%52& UCB Pharma S. A ¥ 5,
7:E NextPharma SAS AE 77 IARIAW, LL& 2017 4 7 A 25 H#tt#ER 2 AF] Patheon Ttalia
A FEESTRIE . 25 Nk, B NHEERCE 4 N R, 2 R RYINE SR 25 )
2 WHLRUH L5 5 o B IR E AR 2 BRI R 251 2 ZHiPE3H F o kak, E
Jo SRR VSR B T R AL T AR R

mm ERESHTAUEREZNBRERAGEH (A

30000 80

15000 40
0000 X
.4 20

5000 377
10

om I
0

2"; 2010y 2011y 2012y 2013y 2014y 2015y 2016y 2017E
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P K N s, 2016 4F 8 ST AL E B A2 R I 25 e 2 /2, ALK
T 16.63%. EANVLA TN 2017 FEKEF] 2. 5 AZTCHIFIEL . 2017 4 2 JFEAT AL IRV
FF 2% 54 99. 38%, WHLEUHT 25T 5 50 5 0. 44%, IR ZL I A2 2 FaiE F
0. 18%.

mm ERESHDAVEREZUBRIBEORKFED (Ax —IBKE

60C0 30

4927 25

5000 4525 4608 4528 20

4034 B

4000 3517 3686 3696 15

305 10

3000 5

2000 .
1000 -10
-15
0 20

2014Q1 2014Q2 2014Q3 2014Q4 2015Q1 2015Q2 2015Q3 2015Q4 2016Q1 2016Q2 2016Q3 2016Q4

H T8 Sor, 72 Qg 2513 3500 808 Fr Al A IR . 2016 47 5 sl i 4 SL BB
FE A PEE A T 92. 8%, HIIRIEWBGH G 7 7. 2%, 2017 (EKERZE H3) REH

VIR T ) LB S, 1 W4F Patheon Italia 078 4 PO 3E VRS RVE B i %
HHTBE
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mm EAECSHTAVEREZABIBOREEERS (Ax) —IBKEY
700 60
& 578.5 s
500

40
400

30
300
200 .

9412
100 10

C l

2014Q12014Q22014Q3 2014Q42015Q1 2015Q22015Q32015Q42016Q1 2016Q22016Q32016Q4

o

— EPEVP O R A e

o S PG IE A ME— BAT T O AR DU 25, SR & KA, EEAAE)
Mt Al R AIHIZY . AC SR EEA R HE RERHIZG . a2, Jbatiy
25 IRIIME LR 20155 2 S Al 28 T FOGREHEX A Al

YE AR T UESR i #e,  HUBT 502 [ A 07 1 24 5T AN T 28— B it e s tR i aalh 22—
FESLIE BRAR T 0, /2 L4 PYAE R R U IO — 2 M1 25, TI4E CFDA H: S AFHEIIIE A 20 R,
PO ZWERBRIGI TR “ ehrdE”

EPRAE TR 20 A 24 U BB KR, 2016 AEAEE A L EST ML A B4 [E E 1
—AEEK T 531%, M 2017 FE EPEHRIEE, 2017 G B —aEHE K 188. 89%.
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2017 ¥ FERESEST AL EREZNBRIBIER

“LEFRERSAT INIFEHBHY -« ERIZEEHY

T E A — EE PP AR Y TR S L. e SRR R, — BaEd vy, AR A
FIERG ISR 25U ) 58 S PR — D . M H B 2 LR H I T e s ok G IR
TP S I AR, AE R A S BT LA dE 90% PA_E MR AL,  BOBT 2 s TR AL,
R CHLVEIHBEMTR L — SO Ay, A E Cokids). MERE, AkBEAD™
a7 S 8 EOK BRIk 2 4, RS e S I AR HT K, 30 AU e S Ak, 224k
i S5 AP L AG S 25 U 25— D3N, O8N HAMESUHT B K
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7. DA EBREZFWKFTIR CFDA HLHEVR YT B FE B /R %K e R FE
kB : $mREZS 2017-12-14 17:51

BAZG{ET4 (Eisai ) IREHEM , MEREFZY) Aricept ( REE | RIER , BAS .
donepezil hydrochloride , ##BRZHIKT ) FKPERMANARNEEELRE ( CFDA) fitiE
BYMENE , BT EEM/R%ESIREE (AD ) Biafr. HXRHNE , (£ Aricept lEAFEEN
WEREEEE AD FEIERMER AD XHE ST 2540,

CFDA #tifE Aricept ;&7 EE AD , RETEHEFREAI—I I HAllmFRFAF Study 339
RUEEE. ZIARE— 24 F. SH0. FEl. WE. TRFIXIE. JTHHAR , £HE 38
KERFRE  HEANET 313 fIEE AD FEEE , 4T Aricept (10mg , 8H 1% ) BT
SR e, ZAFRPBELLT 1 RLAIREHSECE Aricept igyr4E (n=157 ) BiRAlia
77?2 (n=156) , AriceptigyT4H7ERI 6 FAEHMRA Smg FI& Aricept , Z£ER 18 FEH
fRFE 10mg FIE Aricept, HARRITELRZIRTR 24 ANTEREER (SIB , L&
ZHRAVARITIRE ) SO EXNELRITN , RELLRRIRT S 24 FIRREDSRENER
( CIBIC-plus , Bid¥tBE REBRZERIGRTLEAIIE ) BoTESEERRSaeE
823 (MMSE |, iHM&IARIINEE ) B ENEZINZIL.,

BTN, FOaTTSE 24 8 , SZBHIEMELL , Aricept jaf74E SIB 1B HENEZNTL
SN T RITFREXNEERE (29 vs -2.0 , ZF=4.8, 95%Cl : 1.56-8.08 , p=0.004 ) ,
BB THRNEERR, XREZRJNHE , AT 24 Al , SXEFIAEL , Aricept jafy
{8 CIBIC-plus BOEMNELITI T Rt FENNEELE( £F=-04 ,95%Cl :-0.66-0.03 ,
p=0.04) , KBA Aricept AT BIENZEFIEEEIRKRENNKE | (BER—NIRELRS
MMSE S5 FERARAHAITZREER.
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ZEMWI5HE , Aricept [RITARRBHRERN 26.7% , RENR 4 MAREHSD 5/
OENSEE (5.7% ) . BEEIER (4.5% ) . QT [EEER (3.8% ) . k8 (3.2%) . 29 fIE
BRETEARSEH (SAE) |, AriceptinfrH 1141, EHIH 184 (p=0.08) , KZH
SAE BIANN ST IR,

IZIARNSEEIEE &K T (Journal of Alzheimer's Disease) ¥t , XE 9 : Efficacy
and Safety of Donepezil in Chinese Patients with Severe Alzheimer's Disease : A

Randomized Controlled Trial.

Aricept : B MRERTTREEERZMER AD IIZ51)

AD B—MiHTIHARIHERFIRITIHRR. IRARLLUCIZIES. KiE. KA. KA
MERIIRE . FUTIIRERRS | IR AT ANESEEIERMRTIFILE  mEES
B, WENMVBERZINE  MExBIASIERINERE. BRI, ZRREEBE YRR
RIZESs , BB ARAEE | 2RI ERFRAN 10 &,

BETHBARRIADEL , ZKE AD BEAHCEHASE—, BRIKLIE 600 /5 AD FE.
tesh , BEEAORIZFEERMN | AD BEVHEBEZSIEN , FUTRREXIEERER.

Aricept B {CPMEZEAIRREES ( AchE ) MIFIRI , ZZR—HEBERERENE.
AEERY AD JRTT 5. Aricept BISIERIRIRBEHERITIREAIERITER | BERE D]
AchE S| BRIZERPEREIKAE , NTIRESZATMAIZEBRIKRE ; BRILLZSh , Aricept ATREIR
BEE , SESEEERZAEGSEEREZ R,
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Aricept F 1996 FF5kEE FDA #t/E LT , BASIRE 5K AD IFERITEY) | 12258
aTARAIEN. SENERR. MMFEER  ERAlRA LG AD NESRELY).
EZ=HAI , Aricept BIR2TX 100 S EZRALE.

BHTF 1999 & 9 BIEFEMIFHEH Aricept , ;AITREZHE AD, BZW LK,
ESBUF. B, IEBUFALRIAR T i2E1F , [EERRRHERXTE ERSERN AR SRR
MiCIZiZATIE M EN. BEEIXIENERZER AD BUhiE , BMEOTFH—PREFTE
AD BERIEERE. (% Bioon.com)
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8 FAE o/ FIEIE PD-1 #4157 2 MG R 45 SRR R

kB - Z5REREME 2017-12-14 11:42

B4t ( Regeneron Pharmaceuticals ) #1Z#&3E(Sanofi)S K& ¥ —In 2 HlmeRi
WORIFAIRIRZRZEER | TAF(EH cemiplimab X 82 7lliEEARZAXBIRZHREEE ( CSCC ) BEHT
TR MR,

CSCC VR T EEHBNE_KREmKRE. CSCC RERIIARIFITS | BINSRE
REGEIETEIEEER. HEZIMBNEE SR AZRFABIRMITLER. IERIEEER
fi7fy CSCC fEMmEIBRA.

Cemiplimab 2—##EE PD-1( ZFI4HAIRFETER 1 RIER RIS B Regeneron
1 Sanofi {RIEL RSN EFF .. Regeneron FRANTIEER Velocimmune K ,
RBBFNEFI2 AIRIUAR, B&I Cemiplimab IEANFIRRFF A ER.

EMPOWER-CSCC 1 22— 84H , FrER 2 Blafiile , BEFECE5HK. B8

##ett CSCCIBEBMERS 3 mg/kg FIEA cemiplimab, ERFEANMAFRENERME
CSCC BEUEB=FEZ—IX 350mg FHIEH cemiplimab SERIEHAFIARITIBRAY CSCC
BEGREES 3 mg/kg FIEAY cemiplimab,

kAT cemiplimab RISHEUERTR , RMTHE , BELSEREER (ORR) 7 46.3%, F
(#5491 ( DOR ) mRIAZ! ( 38 fil-hE 32 GIEMRIEEHITH ) . FEDHES , XIFFB
BEMRTTRD 6 N BIRES. ARPNRSMEERSINET PD-1 Z5Y—3. HRAST
MEUREIERE EMPOWER-CSCCT 19 82 (IBEMER. HPAXA=HZ _MEEEES
FRINE BT EIT Z BRRAEHRRE. kB EMPOWER-CSCC 1 1 1 HAlmRiZ3AISHT
FERIGTE 2018 FHIEF AR EATT.

32


http://xy.bioon.com/course_video/lin-chuang-shi-yan-de-feng-xian-jian-kong239833.html
http://xy.bioon.com/course_video/ge-tian831892.html
http://xy.bioon.com/course_video/chang-fei-bian-ma-RNA-yu-zhong-liu959063.html
http://xy.bioon.com/course_video/lin-chuang-shi-yan-de-feng-xian-jian-kong239833.html
http://xy.bioon.com/course_video/lin-chuang-shi-yan-de-feng-xian-jian-kong239833.html

e P DR BB 25 I AT LR )

(‘hma Pioneer Pharma Holdings Limited

Y FEPLEA GRS FAREAYTHY CSCC BE |, BRNZHE FDA HUERYS /2 | MiskHA
CSCC BE1EEEIER, 3900 Z 8800 ASET-. " Regeneron £IKIGRFT &R HFRELRE
FHERIPEFEE Israel Lowy Btk © "XEBLLKEARENRIESAR | FHAMES
HiTZEEREEEIT cemiplimab BIRIFAAZIRAFWFANE R , EARFURIINSE
HARERGESERE | BAXIMARSEENEDITSIINSTTK,

"EMPOWER-CSCC 1 F 2016 FHin , UESEE 7 EE |, SRE TIRH CSCC =ER
WENER, " BEIELTRIREH Elias Zerhouni BEERR : "BAJESFSLIRAVSEN
WEME , RIRJIXLGEHR CSCC BERMERRT 75 | B IBSMERIEEHRT ZRIFF RN
B, LU cemiplimab {E/9 SRR MR ITEERIER—I T AN ST A,

XL KRG A /9A) FDA 1RASATRANAEMIFIFIFATERIE ( BLA ) RUERL | IZBRiEEE
Ba) , ST 2018 FE—ZFE5. RNAREER (EMA ) IR0 ISHE
2018 FHE—FE5Thk, XLHWRIEL 7 2017 FEEInARIEFS (ASCO ) F2 HRE
HIFEAR 1 HAIGARIRIEHT RAFILEER, Cemiplimab BEF4E5%E T FDA fRRISSHMTZIA

Eo
HA VT ERFNEFAS LIREIESREXTIEALIEHIFRES | (BREBIXRHE
RYBRITSRERE IR T | R HOBERETRIRAT o5, (Y% Bioon.com)
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9. BRR}Z5% OMIDRIA 3k FDA #t#EHTFJLE

KR FRER/SBERAR 2017-12-13 22:41

Omeros NEIR—HKEUMHRIEMHIZG AT , —ERNTHRER. FAMHEEHNAEDH
RN FIIERRT A , BB IREYIAIRIE. *MAN SAIP XS RFTRmINZREL.
IEH | iZASE FDA EHE 7254 OMIDRIA ) LRHEARIREHBER LS MRS |

HOE TSR FetERTZU RIS (SNDA ), EE¥S OMIDRIA ( X8RS LIREMERSERIRA
AR ) BENES KEMATILRIEE.

2014 &, FDA BEfUERIREIZSY) Omidria BTFEREMBERAERA , XBEiZA T
FARFREAREES ) LIRS,

)
OMEROS

ZZ5HRINIAE 78 ) LRIBE AT 7RIS | BEVLSECAFEZE | #1T OMIDRIA B

KB EREAT, BRTERENIY LRIFIRABEEREZ S , FDA i&%F OMIDRIA g5t
6 MREEEMXTHIZAYRREEN, RIE "BRHBEmBmMLIZmiEER" 5 505A T, XIN
Zoh 6 BRI SIGERRS FDA "B PHIHIZREFIHREX,

IHXINE AR , Omeros EEKFREEHIITE Gregory A. Demopulos &= : “Fidi]
RS GWEH FDA #EE) LRLEZE T($A OMIDRIA FRESMITIZIR R, WE , FE
RRRANERILE , iEEZANESEMRRAERFARNEEETLIXE OMIDRIA 198
TR, BWENERT)IREEPCERATEREEAER RN ENE
ZH)LERE  XRIFESASHN—HE."
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B 1 BZHi&#{EE OMIDRIA f9{AHIZ5 5.
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10. H4MEF PD-1 B8y "(ZiBen" sk

kR : FmREZ 2017-12-13 18:16

SX (12813 8) ™F | EXEWHIZE (AIN) BRAE (BFR EIEEY" ) B9
PD-1 BmEANTSNR “EEEy” EfeRiE (CXSS1700038 ) RIEERBRAMINEE
BEEAEE0 (CDE ) 18 |, e/ HIE LHIE PD-1 i, Htb 2 ERIEERE
Opdivo Z /558 2 NI+ E_Em#Y PD-1/PD-L1 254,

SHEBEFTRICS IBI308 , HIEENENET OB, FRIGENEZS , 1BI308 i&
ER TR NEREATE . |SEELNR NK/T EEMERIRRITE | TERT QT REILINE.

E R PD-1/PD-L1 Z53¥RHbIRAR A BREIZ A5 , BRIERREZ camrelizumab 4F
lGER I R ; 1EEREZS. B, BLEWS 1 AN AHITIGER | B ; =M. 28/25
BRREE. MNET AR/ IBEE. B4y, Eamll. BrEUS 1 M ESYEFIGRK |
HA,

36



e P DR BB 25 I AT LR )

(‘hma Pioneer Pharma Holdings Limited

BEOXRTF | BREARMASIR , HEERAKRIARET PD-L1 BrafEiiix
SHR-1316 j£53igki | Bl (1N [BiRES 4 ALYIRRIERMIRR ) , AERNIG

PR PD-1/PD-L1 Z5¥p S IENI—R.

PD-1( programmed death 1 FZ2FMIET 2K 1 \@—MEERISZNHEISF /9 CD28
HEERIRALR. 1 PD-1 BrefEiiG S I4ERRMT PD-1/PD-L HIHNS S eI LA AR SEERIZIN
MARRRINS EMIFTNRE | 18R EBMERIIETR. IMRABRIRSENRMG | S
B=] | KA ERRIEMEAES.,

LB E BRI GBI RmHEUEE R , FiitEl 2022 F |, £kGaiaT iimiiEE M
2015 /Y 615 {Z3E5TH KE 742 23550 , S0i8 SR arRHEE T,

HRIRIFHEA PD-1 RERE mill#F Opdivo Y 2015 SEEEERRN 9.42 {ZE7T , 2016
TFIHEERN 37.74 {23550 2017 FRI=ZFEHERN 35.87 {2557T. MEEERERIARETHARE PD-1

TURZSHIRYTHE SR RESCIEUEEEN HEIBIK. (E4)4 Bioon.com
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11. FDA 4 H#tHEFERIE £ B HE

SR : Z5RAEEE 2017-12-13 10:30

<E FDA SREMtES=2¥5 ( GSK ) #Y Nucala ( mepolizumab ) XN ASEHE |
FALLETT BRERRM AT ME R ( EGPA ) RIRFEE. EGPA B—FEINBESRE MR
7%, ISBUNER., Nucala 25— FDA fit/ERIEJialy EGPA BUZ5¥), It5h , FDA %5
Nucala I LZSEE.

RIEEEER BARRET ( NIH ) B9%5t , EGPA ( LABIFRA Churg-Strauss Z&1E ) X
MERIFIESEE R, SKFRERIEAE ( —MEE RSN a M ) .
INIERIE, AXRNOETLINSMEERS , BN, BiE. KK, ORFIEE RS,
EAT 8100 BABFLAE 0.11 £ 2.66 MNiwfl Ritd 100 BRFASARERE 10.7
£ 14,

Nucala 2HE%H DNA SAREFRITAMIE M 2= -5 RIERTRETIAR. Nucala ZgI7E 2015
FHANERTIAT 12 S LB HFIERNERES  XEEERECEES T RIS
77 (BRARINTEE AR RE.,
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Merkel 13« "B EGPA BB HEAIT— N ANBERAIIRE | NEZIEFRIZHTAIGER
AOEREABRBT AR, NBRFR., REF MR EEEIERZETLAT EGPA
BEPEEEENER. SKHUER mepolizumab AEFRRMH 7YX EFRERNEE
BERMHEI M A8E

MIRRA HHARBIEEIAR R Michael E. Wechsler {5114 : "EGPA BERZELRZRER
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12 Lilly and Rimidi partner to make diabetes management easier

15 DEC 2017

Companies will strive to make diabetes management easier through effective use of connected

devices and a diabetes management software platform.

Rimidi, a digital health company that provides software and clinical analytics for chronic disease
management, and Eli Lilly are coming together to develop provider-focused tools that will integrate
personalized solutions for people who use insulin to manage their diabetes. Rimidi will integrate its
diabetes management software platform with Lilly's integrated insulin management system in

development.

DIABETES
= N\

{d v

The non-exclusive agreement between Rimidi and Lilly will strive to make diabetes management
easier for approximately 30 million Americans with diabetes and the healthcare providers who care for
them by helping people use insulin more effectively while optimizing diabetes management within the

normal clinical workflow.

"Diabetes management is a collaborative effort between people with diabetes and their healthcare
providers. With the right support they can achieve better results together," said Lucienne Ide, CEO of
Rimidi. "We are proud to partner with Lilly to facilitate personalized management of diabetes. This is a

'better together' story."

Rimidi's platform helps clinicians personalize care by leveraging the individual characteristics and

clinical histories of people with diabetes to identify individuals who may benefit from specific management
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approaches. Lilly's integrated insulin management system combines a connected insulin pen with
glucose-sensing technologies (e.g., glucose meter, CGM) and software applications to deliver personalized
insulin dose recommendations. Data from these devices and apps will flow back to physicians to truly

connect care.

"To make diabetes management easier, we need to enable and empower people with diabetes to use
insulin more effectively,” said Marie Schiller, vice president, Connected Care and site head, Cambridge
Innovation Center. "Our partnership with Rimidi is one step in making this vision a reality. Diabetes is a
challenge for patients and can be tough for physicians to treat. Connected care may be able to reduce many
of these burdens, allowing physicians to focus on the most important clinical decisions and improving

outcomes."

Rimidi's diabetes management platform runs on top of leading electronic medical records systems,
providing a seamless workflow experience for clinicians at the point of care. Rimidi's understanding of
clinical workflow enables primary care providers to leverage analytics and expert systems, such as Lilly's

integrated insulin management system, to improve care for specific patient populations.

Lilly's integrated insulin management system, comprising cloud-based analytics, patient engagement
solutions and connected devices, is one of two platforms being developed by Lilly for the Connected
Diabetes Ecosystem, which is being designed to make diabetes management easier by enabling people to
use insulin more effectively. The other is an automated insulin delivery system, which is a hybrid

closed-loop platform that uses connected devices to automate insulin dosing.

Both platforms within the Ecosystem are currently in development, and some clinical trials have
started. In conjunction with a variety of partners, including Rimidi, Lilly is working to make these platforms

available to patients within 2-3 years, pending FDA approval or clearance.
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13. New formulation of Oncaspar receives Marketing Authorization in Europe
for patients with ALL

14 DEC 2017

Freeze-dried, or lyophilized, formulation aims to improve supply management by providing the

same dosing regimen as liquid Oncaspar but with a three-times longer shelf life of up to 24 months.

The European Commission (EC) has granted Marketing Authorization for Shire's lyophilized Oncaspar
(pegaspargase), as a component of antineoplastic combination therapy in acute lymphoblastic leukemia
(ALL) in pediatric patients from birth to 18 years, and in adult patients. The approval - which authorizes
Shire to market lyophilized Oncaspar in the 28 member states of the European Union (EU), as well as
Iceland, Liechtenstein and Norway - follows a positive opinion adopted by the Committee for Medicinal

Products for Human Use (CHMP) of the European Medicines Agency (EMA) on 12 October.

(Shire

“This approval underscores Shire’s commitment to patients with acute lymphoblastic leukemia

through continued research and evolution of asparaginase therapy,” said Howard B. Mayer, SVP and
ad-interim Head, Global Research and Development, Shire. “With this lyophilized formulation, we aim to
make pegylated asparaginase, part of the pediatric standard therapy in acute lymphoblastic leukemia,
available to patients in countries where liquid Oncaspar is not currently offered. Additionally, with
extended shelf life up to 24 months, treatment centers will have flexibility in inventory management to

help ensure continuous treatment supply for patients.”

Lyophilized Oncaspar builds on more than a decade of data and research with liquid Oncaspar, a
pegylated asparaginase, and works the same way as the liquid formulation. By depleting serum
L-asparagine levels and thereby interfering with protein synthesis, Oncaspar deprives lymphoblasts of

L-asparagine, resulting in cell death.

The new lyophilized formulation offers the same dosing regimen as liquid Oncaspar, but with a
three-times longer shelf life than the liquid formulation. Asparaginase is a critical component of the

treatment regimen for ALL patients as it is a proven approach to inducing leukemic cell death.
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Shire expects lyophilized Oncaspar to be available in European markets beginning in the first half of

2018.
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14 CMC Biologics and Harpoon Therapeutics collaborate on

exciting new TriTAC molecules

14 DEC 2017

First clinical candidate, HPN424, is in development for the treatment of metastatic prostate cancer
and expected to enter Phase I clinical trials in 2018.

CMC ICOS Biologics and Harpoon Therapeutics have entered into an agreement for the development
and manufacturing of HPN424, HPN536, and HPN217 — three TriTAC molecules in development for the

treatment of various human cancers.

Harpoon Therapeutics’ TriTAC molecules are half-life extended and designed to simultaneously bind
to cancer cells and T-cells, triggering those T-cells to attack the targeted cancer cells. These molecules
contain three binding domains: one domain binds a specific tumor target, the second domain binds to
human serum albumin, and the third domain binds to T-cells. Harpoon’s first clinical candidate, HPN424, a
prostate-specific membrane antigen (PSMA)-targeting TriTAC, is in development for the treatment of

metastatic prostate cancer and expected to enter Phase I clinical trials in 2018.

“We value our partnership with CMC Biologics as our CDMO for the development and manufacturing of
this first wave of molecules entering the clinic,” said Gerald McMahon, President and CEO of Harpoon

Therapeutics. “CMC Biologics’ exceptional track record, expertise and guidance, and unique capability to
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ensure accuracy and quality will play a significant role in the successful production of our TriTAC

molecules.”

“With great strides being taken daily in the discovery and development of new oncology treatments,
we are delighted to be working with Harpoon Therapeutics on these exciting new TriTAC molecules,
enabling CMC Biologics to participate in the roll-out of transformative new treatments with the potential to
significantly impact patient lives,” said Gustavo Mahler, CEO and President at CMC Biologics. “Our advanced
CHEF1 Expression technology will facilitate production of high levels of recombinant protein in rapid
time-frames, with a focus on an accelerated process, precise outputs and excellence in service. We are

looking forward to working closely with Harpoon Therapeutics on this important endeavor.”
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15.  Sanofi ends development of Clostridium difficile vaccine

4 DEC 2017

IDMC concludes that the study is unlikely to meet its primary objective.

Following a planned interim analysis, the Independent Data Monitoring Committee (IDMC) for the
Phase I1I Cdiffense clinical trial program concluded that the probability that the study will meet its primary

objective is low.

Based on this, Sanofi has therefore decided to discontinue clinical development of its

experimental Clostridium difficile vaccine, to focus on six key vaccine projects currently in development.

Cdiffense is a trial designed to test the efficacy and safety of a candidate toxoid vaccine in a

subpopulation at risk of Clostridium difficile infection.

Sanofi Pasteur, the vaccines business of Sanofi responsible for the program, is informing all
investigators, regulatory authorities and trial ethics committees. In addition, investigators are notifying
study volunteers of the decision to stop the program. Data from all vaccinated volunteers in this trial will

continue to be analysed for more information and shared with the scientific community
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