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[] Towards Healthcare= CAR-T N|EZX|ZA|D AJ&ro] 2022 38.3AUSDoj|A] 20324
885.321USD 22 AP 29.8%2] A} X uk(biospace, 23.08.24.)

[ CAR-T R2AIQ AA AV 22 R AT ]

=2 2022 20244 202614 2028 20304 20329 | CAGR('22~'32)
USD Million 3,827 10,386.8 16,228.3 27,010.7 47,282.7 88,528.2 29.8%

* x| towardshealthcare

O 20179 wutE]29] Kymriah7t 4128+ ol% #AI7Hx] 670e] CAR-T X|&A7}
FDA 57} 815

[ 0= FDA 591 CAR-T X|&2A] ]

Kymriah Yescarta Tecartus Breyanzi Abecma Carvykti
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AL Novartis Kite Pharma/Gilead Sciences . peu Bristol-Myers 8 .
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. Squibb
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BAIZS YL |02 gBA R eAEgns | 7100 dBA X
S (ALL) 2 £(DLBCL) (MCL) JZF(DLBCL)
(2017.08) (2017.10) (2020.07) A% BA|Z
- Y nE(HGBCL)
OFAIRA 2] a—o
71q1D]JOB 23 AT E(FL) Uty AALE
1 3(DLBCL) E=0 o0 CHEEA] Tk
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Bod = e = (2021.03) (2022.02)
| ATEYALL) | 35IAIYET
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7}143)
A $399,110(DLBCL, FL) $424,000 $424,000 $410,300 $419,500 $465,000
*+ &)1 FDA gH|0]x](23.09 7|& 503%), AEEE Atw AP
1) 7172} 3 $EA(CAR, Chimeric antigen receptor) T AlE XBAE= X5 E4S Yo Yt 7 3PS Axe 4=

AEE T A Bolds 8oz Wydst Ak F32F X 5AI(FDA, 22.03.21)
2) CAR-T cell potency: from structural elements to vector backbone components, Biomarker Research, 2022.09
3) 20224 10¥ 7]= =v) -9 ®])€(Wholesale Acquisition Cost (WAC)), CAR T-CELL THERAPY Cigna LifeSOURCE


https://www.biospace.com/article/releases/car-t-cell-therapy-market-demand-is-set-to-grow-at-29-8-percent-till-2032/
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/considerations-development-chimeric-antigen-receptor-car-t-cell-products
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* £4]:The next-generation CAR-T therapy landscape, Nature BIOBUSINESS BRIEFS, 2023.09
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[ CAR-T ¥ ¢ Clinical Trial.gov 5= &t} Sponsor/Collaborators 4 |

NO. Sponsor/Collaborators Studies
1 o= National Cancer Institute(NCI) 71
2 Zhejiang University 63
3 Shenzhen Geno-Immune Medical Institute 38
4 Chinese PLA General Hospital 34
5 == The First Affiliated Hospital of Soochow University 32
6 Hebei Senlang Biotechnology Inc., Ltd. 31

Yake Biotechnology Ltd. 31

7 Chongging Precision Biotech Co., Ltd 29
8 e Baylor College of Medicine 27
9 University of Pennsylvania 26
10 =2 PersonGen BioTherapeutics (Suzhou) Co., Ltd. 25
11 e City of Hope Medical Center 24
12 Memorial Sloan Kettering Cancer Center 22
13 = Hebei Yanda Ludaopei Hospital 21
NIH Clinical Center(CC) 21

14 o= Kite, A Gilead Company 20
15 The Methodist Hospital Research Institute 20
16 ==L Beijing Immunochina Medical Science & Technology Co., Ltd. 19
o= Center for Cell and Gene Therapy, Baylor College of Medicine 19

=X]: https://clinicaltrials.gov/, 2023.09 7]&
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(BE(Yijia Medica), 23.07.06)
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A O 2R 39 =S(NMPA, 2023.06.30.)

228 102 CARsgen Therapeutics(BHx#5k)0] CAR-T A|ZR|&A|(/d2% Zevorcabtagene
autoleucel)(Sina, 22.10.18), 233 19 Legend Biotech(f63144m)0] CAR-T A|ZX|2A|(HEY
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https://clinicaltrials.gov/
https://classic.clinicaltrials.gov/ct2/show/NCT03542799?term=NCT03542799&draw=2&rank=1
https://mp.weixin.qq.com/s?__biz=MzA3NTk5NjEwMQ==&mid=2651633451&idx=1&sn=5cc57671130280d25248da8f6221ee00&chksm=84901981b3e79097c950c8473663d5201c1a91ec1048fd7e3e72716f35e369a331c63facd438&scene=27
https://www.nmpa.gov.cn/yaowen/ypjgyw/20230630195006116.html
https://cj.sina.com.cn/articles/view/5115326071/130e5ae7702001slgg
https://www.sohu.com/a/624261914_121124543
https://equalocean.com/analysis/2023011619378

* (NCT03932565) vlANZH Y, 3, dad, Fdd, ATY 59 Nectind 7 A8
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70| CAR 2% A] IL-7 T IL-122 W&st= CAR T NZE Xg

O Pfizer, Abbvie, Takeda & Z=2% A|f}E0] ESAMRICE =2 dio]Q HIXQtQ]
> 5H1LE Foll CAR-T A=A 7N
- (Pfizer) &&o|7 CAR-T M= Xa ZHF 7|8F X
Allogene Therapeutics?} Caribou Bioscienceso] Ztzb x| & EX}
* "18W 49Y Pfizer= Allogene Therapeuticsit AR 715 A9KAsset Contribution
Agreement)S A2, Pfizer= Allogene® X|& 25%2 =tH5t1 Allogene2 Pfizer?}

Celectis®} Servier2RF| atoldAS we 167]e] MY AHakst UCARTISO thst el
5H4 (Pfizer, 18.04.03)

x "234¥ 79 Caribou Bioscienceso]| 2,5009t$ FX}, Caribou?t CAR-TH|Z X|&A] 7|
atE A AA(pharmaceutical-technology, 23.07.07)
SHEA F9 yg

s A B 2578 B AlE H|SX]7] FxF(r/r B-NHL) A} T4t

= Cas9 CRISPR 3to|H2]= RNA-DNA(chRDNA) 7|42 AM8sl| &&= =& 3HCDI19
CAR-T AMZX|EA|2, ANTLER 14 A& X188 Z(NCT04637763)

= 0] FDA=HE RMAT(FH AR8Jef R &A), IAE E=H ol 5] jojorg X7

s A e B8 T 2438(/r MM) R} g%

CB-011 | = Casl2a chRDNA 7]|&2 o]&5]] &&= =2 IIBCMA CAR-T AN|ZX]|=2A

= CaMMouflage A|&(NCT05722418) X138 =

CB-010

- (AbbVie) Caribou Biosciences®} Scripps Research®] A}gd¥Ql Calibret
CAR-T M= R|gA| SHF 2foldA Ak A2
* 219 29 Caribou Biosciences® CAR-T A|EZ A|Zo] Cfst &= U glo]AA Aok A2,
Caribou®] RIA|] Casl2a CRISPR 5to]He2]l= RNA- DNA(chRDNA) SAAF HAl 9l M X &
71eg &85to] AbbVieZl X7ggt BAO] Oist & 7HX] Al2% CAR-T A& R|8¥H-S Aot
7iEHAbbvie, 21.02.10)

« 189 69 Calibrot Z|of 493F JA| 7[9F AR BAMS ARSSHs =4 284 A 7Fs

| 3]
CAR-T 3420 thet =74 2 ¥Ush =S(abbuie, 18.06.25), 23¢ 7€ My @3 =i
(abbvie, 23.07.26)

Takeda) Noile-Immune Biotech2¥E| 7|=o]Xst GPC3 B4 IL-7/CCL19 713}
Armoured) CAR-T M| X84 TAK-102(NIB102)9] At 1AHNCT04405778)
X8 =(Takeda Oncology, 2023)

—_

- (BioNTech) Claudin-6(CLDN6)S ‘Ao =2 3st= A7} CAR-T ANZ X]|&A|<}
CLDN6 ¢33t CAR-T Al 5= RNA HBAI(CARVac) 2oz JAA-EH ANZ&
CAR-T M= X|&A] BNT211 44+ 1/24F X188 ZH(NCT04503278)

- (Moderna) £ %83 CARsgen(FHFZi L)1 Ffstol o 2% B/,
DU Claudinl8.2 mRNA ¢ ¥hAly}l CARsgen? A8 Claudinl8.2 A7}
CAR-T AZ R|2A| FE(CT041)] A 7154e Bokste] 37190 A ol

A E(inside precision medicine, 23.08.21)
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https://classic.clinicaltrials.gov/ct2/show/NCT03932565?term=NCT03932565&draw=1&rank=1
https://www.pfizer.com/news/press-release/press-release-detail/pfizer_and_allogene_therapeutics_enter_into_asset_contribution_agreement_for_pfizer_s_allogeneic_car_t_immuno_oncology_portfolio
https://www.pharmaceutical-technology.com/news/pfizer-caribou-biosciences/
https://classic.clinicaltrials.gov/ct2/show/NCT04637763?term=ANTLER&draw=2&rank=4
https://classic.clinicaltrials.gov/ct2/show/NCT05722418?term=CB-011&draw=2&rank=1
https://news.abbvie.com/news/press-releases/abbvie-and-caribou-biosciences-announce-collaboration-and-license-agreement-for-car-t-cell-products.htm
https://news.abbvie.com/news/abbvie-and-calibr-announce-collaboration-for-next-generation-t-cell-therapies.htm
https://news.abbvie.com/news/press-releases/abbvie-and-calibr-expand-strategic-collaboration-to-advance-several-preclinical-and-early-stage-clinical-assets.htm
https://classic.clinicaltrials.gov/ct2/show/NCT04405778?term=tak-102&draw=2&rank=1
https://assets-dam.takeda.com/image/upload/v1690218787/Takeda%20Oncology/Documents/Takeda_Oncology_Pipeline.pdf
https://classic.clinicaltrials.gov/ct2/show/NCT04503278?term=NCT04503278&draw=2&rank=1
https://www.insideprecisionmedicine.com/news-and-features/moderna-will-collaborate-with-carsgen-to-develop-combined-car-t-cancer-vaccine/
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1 UNDP NIGERIA e Supply of Drugs to UN Clinic Maiduguri 20-Sep-23

e Procurement of Forensic Rape Detection

2 | UN-Women Pakistan and Evidence Collection Kits (Sexual 21-Sep-23
3 UNDP Yemen o LITB# 9184658 CHV Kits 24-Sep-23
4 UNDP EGYPT ¢ Medical commodities (IBBSS) 28-Sep-23
5 FAO Sudan e Provision of Veterinary Drugs 01-Oct-23
6 FAO Ditbouti * OSRO/DJI/040/CHA -Procurement of 08-Oct-23

Animal Vaccines PPR and CCPP

¢ The Provision of Pharmaceutical Products
7 UNRWO JORDAN in support of UNRWA's operation 23-0ct=23



https://procurement-notices.undp.org/view_negotiation.cfm?nego_id=10825
https://www.ungm.org/Public/Notice/213682
https://www.ungm.org/Public/Notice/211556
https://procurement-notices.undp.org/view_negotiation.cfm?nego_id=11188
https://www.ungm.org/Public/Notice/213820
https://www.ungm.org/Public/Notice/213911
https://www.ungm.org/Public/Notice/211574
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[] US FDA ©o]orZ 3]7} 3156)
[ US FDA oJoHE 571 3% |

2 AR} AEY(3B) 3ATY 9 y& H| 1
o X138 ZEHd daol@gdsel e 8A ol
08/16 SOHONOS pSEN INC | 190 10A1 oY g St . ERDIIéRﬁ’ng .
(PALOVAROTENE) o 412 MEIA FE|LAF £87] ZH0HRetinoic . ODD
Acid Receptor Gamma, RARy) &X1A]
. = 15 712 A3l 20]g] my=l
ovis | oowtesra |l | 2Ty g gy g o | PRORTY
Ao} o} T
 Rituximab H}O] QA|Z
08/18 HY%ER%PC};AL%ARI?DE APOTEX |+ 77 Q9lo] "MEsHA] oke Chitd A% sxjo] |« NDA #217110
S s 5808 AMgols YA AN
o 14| o]ie] Aof ekAF 9 JgQle] HA|
03/18 VEOPOZ Pﬁiﬁfg&% TCIaste E81st CD55 AWA T 4AA |e BLA #761339
(POZELIMAB-BBFG) CALS AHZ(PLE, 99 CHAPLE disease) X225 ¢Ist |+ ODD
HEEA
EYLEA HD REGENERON |o SA(AAE/]) A shubi/d(wAMD),
08/18 (AFLIBERCEPT) PHARMACEUTI| ©x¥A sHiE2(DME), G =(DR) e BLA #761355
CALS exte] A58 st FAHA
Spes o S 6711E o] RpoA Alst LEREY
FOCINVEZ . A QH(HEC) 22 55k FERE .
08/22 (FOSAPREPITANT) Pharlm?;:leutlca stolalsl @ W(MEC)TH T21%] 04 91 e 0] i3] NDA #216686
s e 2 FEAC HE x2A2 29l
* Tysabri (natalizumab) H}o] QA| Yz
TYRUKO o ALY oy AersMS)t 71E X =2A | .
08/24 (NATALIZUMAB-SZTN) SANDOZ INC ukSo] BEGIAU Lok gl Zxo| B BLA #761322
JE9 R=A
XALKORI ] D « NDA #217581
09/07 (CRIZOTINIB) PF PRISM CV | Xalkori(crizotinib)9] 7318 3] « ODD
o QA LYA XA
. HFI AR SHK Al AEQATE grx3doH o
APHEXDA BIOLINER, | TE&7E SN RRRMRS GRINOL | b 4019159
09/08 (MOTIXAFORTIDE) LTD o]l sAIA AASH o] A7} o]AlZ 517 Y5l « ODD
' 1 2ekAE(filgrastim, G-CSF)1} 8351
mjsFRA
OJJAARA - -
GLAXOSMITHK|s 19 13] 7318 JAKI/JAK2 & oHEJE] A 87 | NDA #216873
9/15 (MOMELOTINIB LINE LLC 93 1(ACVR1) XA « ODD
DIHYDROCHLORIDE) me B
DOLUTEGRAVIR;
9/14 TENOFOVIR DISOPROXIL STRIDES o Ofjo]R L3 71g A= ot £019 AU HIV [ NDA #217016
FUMARATE; PHARMA R 2A ¢ TA
LAMIVUDINE
6) (BLA) Biologics License Application (&2 81714:1%) / (NDA) New Drug Application(2] 2F&] 7}:1%)
(PRIORITY) Priority Review ($-414]A}) / (ODD) Orphan Drug Designation(3]# & 2k% %] 4)
(AA) Accelerated Approval (A1€41A1) / (BT) Break-through Therapy (84 X]&A)|) / (FT) Fast Track (J|~EE®)
— 6 —



https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=215559
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=218193
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=217110
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=761339
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=761355
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=216686
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=761322
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=217581
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=217159
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=216873
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=217016
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o AR At 1gG4 HZZZA|
o ol m¥d 3kK1O] IGA(Investigator's .
AlTFS| 7} e
(lebEitf(gizlinab) Almirall, S.A. Global Assessment) 2 EASI(Eczema P]();ij()jve} %
Area and Severity Index)-75 Az 2 —
=59 A 34
- EcfolEld} W astol Al avo] Wadl
BRAF VE0OE =A®ol7} Q= Aea
Novartis AARF(LGG)S el = 1A o]4f Ao} * EMEA/H/C/
Finlee Europharm e 9 Ecfue]dyt BH-85te] o] Als{7F | 005885
(dabrafenib) Lm‘l’ite . Holz ot ¥ YA W/Ex st Positive |s orphan
A2ES 22 BRAF V600E Z¢Ho]7} 9= medicine
I5a ABuEHGG)Z el = 1A
O] Ao} g} o
* FLT3-ITD g0l A2 et 374 344 * EMEA/H/C/
Vanflyta Daiichi Sankyo | Wid&Y(AML) AJQ1 HRFChAL ATE7F | 005910
(quizartinib) Europe GmbH |» HE%& AJE}etE] @ oFEZRrjo]Z2™ S & /8| Positive |* orphan
AlEFRI 7)o} shstaviel We medicine
Yorvipath Ascendis Pharmal|s 9 B34 715 Alsh5o] e 19 A7} ) ggé%éf “
O
orv1pa . Bone Diseases R 20| AFREE B 5 2 2(PTH) = —
(palopegteriparatide) _ Positive | orphan
A/S A Q¥ . .
medicine
. FoREA S8AACHR) IR e |, [T B
Zilbrysq UCB Pharma ol stxjo] FAl EA 12D (eMG) A&7}t 005450
(zilucoplan) S.A. :] g_ = SE eenTTEe Positive |* orphan
medicine
Zoonotic Influenza Sedirus S.rl o O]Z=220lX} A H}o]2]AC] HAEN1 oo Alms|7t |« EMEA/H/C/
Vaccine Segirus q o st == HA Positive 006375
Herwenda | o .o | AOPIES] D Fold 9 wg | ARSI} |- EMEA/H/C/
(trastuzumab) Herceptin H}o] QA2 Positive 005769
Aqumeldi Proveca Pharma |* Renitec?] slo]lHeg]t 0]okZ3) Ales|7t |« EMEA/H/C/
(enalapril Maleate) Limited o ZAF © JolHE] 18A) 0Jgt AofR] AEX X8 | Positive 005731
Catiolanze Santen O e Xalatan?] sfojHe|t QJoFZ AlHs|7F | EMEA/H/C/
(latanoprost) Y o 7fH}z}o] Q)= AJ0]0] oreF ARMIOP) ZhA Positive 005933
Comirnaty
(tozinameran . o
riltozinameran/ozinameran M BIO;\]TfCh. e Omicron XBB.1. 5% E]—7jj oz §_]— COVID- };jjj—j}j ;]]- . EMEA/H /C /
famtozinameran anuracturing WAAl O = qOox Ao g e ] PP
/tozinameran GmbH 19 mRNA Hi4lo g 27} M55 52l Positive 005735
COVID-19 mRNA Vaccine
(nucleoside modified))
Spikevax s
(elasomeran Moderna Biotech|* Omicron XBB.1.5 5t H&S Ao g I ;; 5 |* EMEA/H/C/
clasomeran/imelasomeran Spain, S.L. 5h= 7R Spikevax HHAl £0] Hi oo 005791
elasomeran/davesomeran Positive

andusomeran)

7) (A #&7} Authorised) FH$IL3(EC)] 3] 7}

(A1 &38)7} Positive) 21kl tjgt CHMPY] &
(N ®3)7} A A7 Positive) 7] 59 AlE 03 7] 285
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https://www.ema.europa.eu/en/medicines/human/summaries-opinion/ebglyss
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/finlee
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/vanflyta
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/yorvipath
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/zilbrysq
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/zoonotic-influenza-vaccine-seqirus
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/herwenda
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/aqumeldi
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/catiolanze
https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty#overview-section
https://www.ema.europa.eu/en/medicines/human/EPAR/spikevax#authorisation-details-section

AEY(4+B) 3|AIY 8 y& SH H]al
(brentuximab axeda Fharma |, 551 sx171 AnA(HL) AlB(Hes ) FAwA | A2
A/C © tee . © le orphan
vedotin) Positive ..
medicine
i e EMEA/H/C/
AlZHE]7
Enhertu Daiichi Sankyo |+ K183 HER2 Seiwlo] ularzmeiNscLe) | o ao’b | gos124
(trastuzumab Europe GmbH AaEos x7h Z2AHA ey
S50 T i ¢ Al
deruxtecan) Positive Tojs)7}
« Y 95 ST A DIRYCFTR) S8Rk
Kaftrio Vertex Sht o]Afe] Fh08del =07t 9= 2~6A] O|gt| A]H&|7t | EMEA/H/C/
(ivacaftor/tezacaftor | Pharmaceuticals | R[] YA MO=(CF) x|22 o5t Z2AHA 005269
/ elexacaftor) (Ireland) Limited | ivacaftore} #H8 QRS = sh) Positive |* orphan medi
* 60mg/40mg/80mg X 75mg/50me/100m 11
» CFTR -g&AL] 3ttt o]Ake] F508del . EMEA/L/C
Kalvdoco Vertex | Eiulol’} gk 246 clat 4o} fael | Almspt T o
r Y ftor) Pharmaceuticals | Y®A HOZ(CF) x|22 935t 2097, ~ccolerated
tvacattor (Ireland) Limited | ivacaftor/tezacaftor/elexacaftor@te] ¥-& | Positive accelerae
Qui(Rox x7) assessment
e THe QWO g QPN Ax| 4l Wiz 7]dt ATk 7
Keytruda Merck Sharp & ;}; R%f O]i ;HHLP %;j ;JO]‘ o e l] }17%:;; * EMEA/H/C/
(pembrolizumab) Dohme B.V. s T e e we ov e 003820
aNEnEe] BE AR(HSS ) | Positive | oo
. . . Al=H&] 7t
Nordimet Nordic Group |* AAl X|& TjAFQl Aolo] &=&w A ~AwA | EMEA/H/C
g (Rex =7 o
(methotrexat) B.V. A2(RA2= =71 Positive 003983
, - = = 1 muoto org o | AIESIZH
Olumiant Eli Lilly o ZE oA £Z9] ofEny mEHL Qhy Q= mAwA | EMEA/H/C/
(baricitinib Nederland B.V. | 2A] oA} Ao} gixjo] x|g(AS= ) Po‘s_i‘Ei_vZ 004085
Pepaxti Wi DAL A0] Blx _ Al=s5)7t
. LAR Sk 712 .
(melphalan Oncopeptides AB 278 57 4 2 Al=o] izt 71E ZAHA EMEA/H/C
Aoz |7 005681
flufenamide) ce =° Positive —
Ryeqo . * o|Xof] AgujarEol tigt ostA Fi= AlESI7E |,
(relugolix/estradiol/ Gedeolr;l Richer ~a/ x| & walo] 9l ojAlQ] EAWA gg/gi;éé H/C/
norethisterone acetate) ¢ AgUEtsof tist g5 QW(A2% =71 Positive —
« EMEA/H/C/
Takeda Aot 004806
Takhzyro Pharmaceuticals ¢ 2A] o]} &t} R4 FUES(HAE) A | ;1:3:17:] * accelerated
(lanadelumab) International AG | 9X]|(RS= ghj) ;—o;igvz assessment
Ireland Branch ¢ orphan
medicin
. . - e EMEA/H/C/
Vozogo BloMarin 1, seio) wajx] ope 4% 47 oja axte) | RoUE | oosazs
( itide) International ALOHAE 2|2 (KO B 271197 . h
vosoriide Limited e oo Positive | O Pran
medicin
. AbbVie S =
fqmpta t Deutschland  |» M Aol ME o] o A*E °.md : 444?&%311{ c
(atogepant) GmbH & Co. KG uthorise
Vivjoa Gedeon Richter . AFoIR 002 Al A3 }\]_%6?_} e EMEA/H/C/
(Oteseconazole) Plc. ce=n = AlA A3 | 005682
Lutholaz Yﬁggygfgﬁﬂcal * 7|3t Ul EU GMP 1% =4 s§22] Als]7} | EMEA/H/C/
(pegfilgrastim) Services GmbH ojzjgoz Al A7) Al A3 005587



https://www.ema.europa.eu/en/medicines/human/summaries-opinion/adcetris
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/enhertu
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/kaftrio
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/kalydeco
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/keytruda
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/nordimet
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/olumiant
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/pepaxti
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/ryeqo
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/takhzyro
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/voxzogo
https://www.ema.europa.eu/en/medicines/human/EPAR/aquipta
https://www.ema.europa.eu/en/medicines/human/withdrawn-applications/vivjoa
https://www.ema.europa.eu/en/medicines/human/withdrawn-applications/lutholaz

AEL(Ed=E) A 9 Y& SH H]il
) SK Chemicals s AlT&7F |« EMEA/H/C/
e AFOIAl o]0 2 XA A Sl PO
SkyCOVlon GmbH o d O]‘I‘l"i O EQ‘] }1\_]_73 7§§4 005998
0 99 N5 AR
O Oncology
Sponsor Interventions Phase Study Title Conditions NCT NO.

e A Study to Learn About the Effects of

* Drug: maplirpacept Phase | Two Study Medicines (Maplirpacept . Diffuse Large

Pfizer (PF-07901801) 1 [PF-07901801] And Glofitamab) When B-Cell NCT
* Drug: Glofitamab Phase | Given Together In People With | vmphoma 05896163
¢ Drug: Obinutuzumab 2 Relapsed Or Refractory Diffuse Large B ymp
Cell Lymphoma.
. . .. e A Study of Pralsetinib Versus .
Roche e g;ﬁi l;?gzizﬁsﬂb Phase | Standard of Care (SOC) for I%Aﬁs;iﬁry NCT
. . 3 Treatment of RET-Mutated Medullary 04760288
* Drug: Vandetanib Cancer

Thyroid Cancer (MTC).

« Drug: Atezolizumab Phase e A Study Evaluat.lng The Efficacy and
Safety of Neoadjuvant

* Drug: Bevacizumab 1 L . » Carcinoma, NCT

Roche Immunotherapy Combinations in

. Drug: Tn"agolumap Phase Patients With Surgically Resectable Hepatocellular | 05908786
e Drug: Tobemstomig 2 .
Hepatocellular Carcinoma
e A Study of Bomedemstat (MK-3543) in .
. . Phase .. . * Polycythemia NCT
MSD Drug: bomedemstat 9 Participants With Polycythemia Vera Vera 05558696

(MK-3543-004)

e Study to Evaluate Adverse Events,
and Change in Disease Activity, When

* Drug: Budigalimab Intravenously (IV) Infused With

* Drug: Livmoniplimab | Phase * Hepatocellular NCT

APDYVIE 1, Drug: Lenvatinib g | Livmoniplimab in Combination With |~y inoma | osg2752
« Drus: Sorafenib IV Infused Budigalimab in Adult
ue: Participants With Hepatocellular
Carcinoma (HCC)
Phase |* Alpelisib in Pediatric and Adult
Novartis e Drug: Alpelisib 2 Patients With Lymphatic ¢ Lymphatic NCT
¢ Drug: Placebo Phase | Malformations Associated With a Malformations | 05948943
3 PIK3CA Mutation.
e A Study of BMS-986466 With
. . _ Phase | Adagrasib With or Without
BI\I;[IS;?S . g;ﬁg: iﬁf 353%66 1 Cetuximab in Participants With e Advanced Solid| NCT
g }ilibb . Drug: Cetugximab Phase | Kirsten Rat Sarcoma Virus Glycine Tumors 06024174
4 & 2 12 to Cysteine (KRAS G12C)-Mutant
Solid Tumors
8) %‘59]0#%0] 71E AY AT 2 gAIEA A2 Al diolEE &7l dadh ook AR E, 2017 ook
AN AES AsE A&7 D AIFAE - THE A9 =2 o))

9) 20224 'zH 6t XNERoy T SEE vlE A 2071 719(2022)S Sponsor(Lead)Z 553+ A4


https://www.ema.europa.eu/en/medicines/human/withdrawn-applications/skycovion

Sponsor Interventions Phase Study Title Conditions NCT NO.
' Phase e A Study .to Assgss the Safety, « Relapsed or
Bristol- 1 Tolerability, Efficacy, and Drug Refracto NCT
Myers |e Drug: BMS-986369 Levels of BMS-986369 in Participants v
. Phase . T-cell 06035497
Squibb With Relapsed or Refractory T-cell
2 . Lymphomas
Lymphomas in Japan
Phase |* Safety, Pharmacokinetics, and « Hormone-refra
Sanofi e Drug: AMX-500 1 Preliminary Efficacy of AMX-500 in ctorv Prostate NCT
(SAR446329) Phase | Metastatic Castration Resistant Carl;(}:’er 05997615
2 Prostate Cancer (mCRPC)
¢ Drug: Camizestrant ¢ An Adjuvant Endocrine-based « Breast Cancer
Astra |* Drug: Tamoxifen Phase | Therapy Study of Camizestrant Early Breast ' NCT
Zeneca |* Drug: Anastrozole 3 (AZD9833) in ER+/HER2- Early CanZer 05952557
* (and 3 more...) Breast Cancer (CAMBRIA-2)
¢ Drug: Acalabrutinib * A Study of Acalat.)rut} nib P'lus e Mantle Cell
Astra « Drus: Venetoclax Phase | Venetoclax and Rituximab in | vmphoma NCT
Zeneca |, % e 2 | Participants With Treatment Naive (J[Cf) 05951959
& Mantle Cell Lymphoma
e A Study Evaluating Sotorasib
Platinum Doublet Combination
Versus Pembrolizumab Platinum « Non-Small Cell
Ameen ¢ Drug: Sotorasib Phase | Doublet Combination as a Lune Cancer NCT
8 ¢ Drug: Pembrolizumab 3 Front-Line Therapy in Participants (NS(%LC) 05920356
With Stage IV or Advanced Stage
IIIB/C Nonsquamous Non-Small Cell
Lung Cancers (CodeBreaK 202)
* Study of XGEVA® (Denosumab) in
) Phase | Chinese Adults and Skeletally e Giant Cell NCT
Amgen |+ Drug: XGEVA® 4 Mature Adolescents With Giant Cell | Tumor of Bone| 0458666
Tumor of the Bone
Phase A Study of Subcutaneous (SC) AMG | Relapsed/Refra NCT
Amgen |* Drug: AMG 701 1 701 in Participants With Relapsed or| ctory Multiple 04998747
Refractory Multiple Myeloma (RRMM)| Myeloma
O CNS(CENTRAL NERVOUS SYSTEM)
Sponsor Interventions Phase Study Title Conditions NCT NO.
Drug: Atogepant
Drug: Placebo for ¢ Comparative Study of Oral Atogepant
. Atogepant Phase | Versus Oral Topiramate to Assess o Miorad NCT
AbbVie e Drug: Topiramate 3 Adverse Events and Disease Activity in Migraine 05748483
¢ Drug: Placebo for Adult Participants With Migraine
Topiramate
_ 10 _
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O Infectious Disease

Sponsor Interventions Phase Study Title Conditions NCT NO.
Drug: Molnupiravir
Drug: Placebo e Efficacy and Safety of Molnupiravir in
MSD molnupiravir | Phase | Healthy Participants Inoculated With ¢ Influenza NCT
Drug: Placebo 1 Experimental Influenza Virus Infection 05818124
oseltamivir (MK-4482-019)
(and 2 more...)
Drug: M5717 60 mg o Efflca.cy, Safety, and PK OIf M5717 in
Drus: Pyronaridine Combination With Pyronaridine as
Merck Drzg: Ailova Lone— Phase | Chemoprevention in Adults and « Malaria Infection NCT
KGaA & d . 2 Adolescents With Asymptomatic 05974267
Proguanil . . .
(and 2 more..) Plasmodium Falciparum Infection
o (CAPTURE-2)
e Study of Immunogenicity and Safety of
MenQuadfi® as a Booster Vaccine in * Healthy
Sanofi Biological: MenACYW| Phase | Toddlers 12 to 23 Months, Regardless Volunteers NCT
conjugate vaccine 4 of the Quadrivalent Meningococcal (Meningococcal | 05929651
Conjugate Vaccine Used for Priming in | Infection)
Infancy
* A Study to Evaluate the Safety and
Tolerability, Pharmacokinetics, and
. 0 Phase | Antiviral Activity of Maribavir for the |* Cytomegalovirus NCT
Takeda |+ Drug: Maribavir 3 Treatment of Children and Teenage (CMV) 05319353
Transplant Recipients With CMV
Infection
Gilead Phase || o1y of Obeldesivir in Children and NCT
Sciences|® Prug’ Obeldesivir Phise Adolescents With COVID-19 » COVID-19 05996744
3
O Metabolic/Endocrinology
Sponsor Interventions Phase Study Title Conditions NCT NO.
Bristol- ¢ A Study to Evaluate the Drug Levels,
Mvers | Drug: [14C]-BMS- Phase | Physical and Chemical Changes, and |* Healthy Male NCT
y' 986196 1 Removal of BMS-986196 in Healthy Volunteers 05981963
Squibb ..
Male Participants
Phase |* A Long-term Safety Study of NCT
Eli Lilly |* Drug: Orforglipron 3 Orforglipron (LY3502970) in Participants|e Type 2 Diabetes
. . 06010004
With Type 2 Diabetes
Bii Lity || Drug: Tirsepatide | Phase éffﬁifey ;;ngﬁ’:d&ﬁ&Ygz%lgEi) " |+ Type 2 Diavetes | NCT
Y|+ Drug: Placebo 3 P pe P 05963022

Diabetes (SURPASS-CN-MONO)

_11_




Sponsor Interventions Phase Study Title Conditions NCT NO.

¢ A Research Study to See How a New
Weekly Insulin, Insulin Icodec When

Novo |e : i
Prug: Insulin lcodec) Phase Given Along With Semaglutide Helps in

¢ Diabetes Mellitus,| NCT

Nordisk |* Drug: Semaglutide 3 Reducing the Blood Sugar Level in Type 2 05813912
Patients With Type 2 Diabetes
O Autoimmune/inflammation
Sponsor Interventions Phase Study Title Conditions NCT NO.
Bristol || Dru CC-97540 « A Study of CC-97540 in Participants With |* Lupus
* Drug: Fludarabine Phase . NCT
Myers « Drug: Cyclophospha 1 Severe, Refractory Systemic Lupus Erythematosus, 05869955
Squibb mide Erythematosus (SLE) Systemic
o Phase |+ A Study of the Efficacy and Safety of  |° > S e
Glaxo |* Biological: . . ; Sclerosis
. . 2 Belimumab in Adults With Systemic . NCT
Smith ) - Belimumab Phase | Sclerosis Associated Interstitial L Associated 05878717
Kline |* Other: Placebo . une Interstitial Lung
3 Disease .
Disease
. .. . e Rheumatoid
Gilead |» Drug: GS-0272 Phase |* Sudy of GS-0272 in Participants With | ) 5 NCT
. . Rheumatoid Arthritis or Systemic .
Sciences|* Drug: Placebo 1 Lupus Erythematosus e Systemic Lupus | 06031415
P Erythematosus
O Cardiovascular
Sponsor Interventions Phase Study Title Conditions NCT NO.
. e A Study to Assess the Effect of .
Bristol- . . . . . e Heart Failure
Myers e Drug: Danicamtiv Phase | Danicamtiv on the Drug Levels of With Reduced NCT
y. * Drug: Midazolam 1 Midazolam in Participants With Stable .. . 05952089
Squibb . Ejection Fraction
Heart Failure
[] Licensing Deal
Axt TNEA cddA | 71=Rd Ao NESA | AN 7=
Ferring Royalty * FDA 391 93¢ 97dA A=A
8/24 |Pharmaceuti - 7 A= Adstiladrin(nadofaragene Als)7} $500M
cals firadenovec-vncg)9] 0= & =2HE]
, | Stallergene e W= og2y] AT wadew x| 24 =
A= [e) — [l o Hlxy
9/4 Nestlé < Gree 53 Palforzia ® 5 57
- ofxEBpPLe] AfalA}
Verge ZHE | gHAl(Alexion)o| VergeQ] Al 7|8t SHEA
9/11 Genomics AstraZeneca BN 'CONVERGE' ZHES g, ola} arz $882M
887Fs7d0l w2 SHEA UE
_ 12 _



https://www.ferring.com/royalty-pharma-and-ferring-pharmaceuticals-enter-into-us-500-million-royalty-agreement-for-new-intravesical-gene-therapy-adstiladrin/
https://www.businesswire.com/news/home/20230903080283/en/Stallergenes-Greer-Announces-Global-Agreement-With-Nestl%C3%A9-Regarding-the-Peanut-Allergy-Oral-Immunotherapy-Treatment-Palforzia%C2%AE
https://www.pharmaceutical-technology.com/news/alexion-verge-drug-deal/
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AR} 7RLA EAAA | 7= Ao LA A =
Insilico o SIX]AKSynthetic lethality) 9F= $80M
9/12 Medicine Exelixis SHEA | USPI(Ubiquitinspecific protease 1) 27| YA (0L AE
— A5iA(inhibitor) $H-24 [SM3091 0]z=3h
Vertex .
- » 037} GPCR(G protein-coupled -
S 1=y S} S HEX] »uk
9/12 | Septerna Pharrr;sceutlc SHEA receptor) E}I oF2 SHIA Y| $47.5M
0 3597
AR} O/d71d/71 ShEE A& L]
o YU LA =2 HER WAEE dNZ9
. 22h9d 182 ¥ S BAoR Aes AAH
/g1 |\TICAISECD NETADMIC o1 51w St | Moderna®] 714 BIAIR] RNA ¢ UATa}
— Carsgen®] APF CAR-T MZ X|2A] CT041
HaEFo A
* Verastem Oncology?] RAS AE5t & RAS H=2
olE/d & o] HA=/d3 GenFleete] KRAS
(elGenflect. | pag gz st | Gl2C QA T2 R gne sNtoR oMol | gHY 3
9/26 | Therapeticoveraste | gior alof py | Fu27 9 b 42 A 566M
FREOoRY » 2|t 37§0] 220l ofs} Verastem?t F
elEol 7 ol Adst ek A8 AR
« ADCe} TPDE ZAgsh Aol wdelE]
AA-Eoll 2T LANDAC)e] e Aot
. TEUA A2 .
Seagen-Nurix _ ey = - sAY =23
9/7 i JL A 7 |o Seagen M2 5FC YA 7] 65T E2iE
fherapedtics Sxistn 9A) B A4 A, Nuriee o wsp | 240N
712 BE Seageno] SRt YA-2F= ARt
AR "HoliR-EAL AT 7
¢ Otsukat A2k Mgk BAGH: R7AAR] BA
Otsuka W22 sl 771t Hlo] = E(genetic payload)
. off|izHfol2| A AAlstal, Shapew 78AIE(Capsid) Ha 2305
31 e — Csshape RYA| 7R | AAVId'T K28 4AK Transgene) QA0 7148
23] S2)AI7d W AZHintravitreally- delivered)o]
7F=3t AAV(adenoassociated virus) 7Hgt
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https://ir.exelixis.com/news-releases/news-release-details/exelixis-and-insilico-medicine-enter-exclusive-global-license
https://septerna.com/uncategorized/septerna-announces-novel-gpcr-targeted-program-acquired-by-vertex/
https://www.precisionmedicineonline.com/precision-oncology/carsgen-moderna-go-after-cldn182-expressing-cancers-car-t-mrna-vaccine-combo
http://www.genfleet.com/en/press_release-61
https://www.biopharmadive.com/news/seagen-nurix-dacs-protein-degradation-adc-deal/693006/
https://www.globenewswire.com/news-release/2023/09/07/2739805/0/en/Otsuka-collaborates-with-ShapeTX-to-develop-novel-AAV-gene-therapies-for-ocular-diseases.html

JIY

O 22 A%, FAAA A, A=old A4, A LY
702, 20239 187] AIA AA POE A4 oje] PO
O (R2E) IPO A% 7]%, otalol-HA|mo] AAQ] 59%2 7MY £& u|EL AHA]

O (IPO HE3410) 7]=(Technology), &% (Industrials), AB]Xj(Consumer), AX|

(Materials), @AAo] L AP-F3HHealth and Life Science), oYx], ojcjo]
=8 a4 w(EY. 23.07.03)

A JEEHIHE, B34t A0,

C1 209 R E 23@7kx] AR slo] ©A|oko} IPO £Y-FRe] et o yo] n]F Lpagh
oM £, FRANAL(Asl0], AR, 37)0] u]F0] 36.2%= Ah9] API(STIFEL,23.07)
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® shenzhen

® Other

M Euronext
LSE

mHong Kong Exchange
WKOSDAQ

mShanghai Stock Exchange
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Australian Securities Exchange | Tokyo
BOMX EOslo Bors

SIX Swiss Exchange

Mum
Pre 2010 Nasdaq NYSE “
Shen.z.g“ e l.l

Shanghai Hong Kong f:":n‘ I

HNASDAQ

B Korea SE
NYSE

B AIM

Hong Kong

2010 to 2019 Nasdaq

2020 to 2023

0% 10% 20% 30% 40% 00% 100%

O (33) 184 4Y9 3 ZZUAIAHKEX) s 2 AR A|AE 78S ol 18ARH DS

E35] &1} o]elo] Y= MY 7)Aol AMAFS §]8stn 21 347[9] HiolQ
714o] AR & 7899 HK$ =&

- 229 HRU9 9 2 Qs BHAX S0z AWAQ Ryt AA,
239 74 T 7IE AalREHeiERE M (Kelun-biotech), 3idEER (Adicon
Holdings). XglE#(Lackna Inc). Z99m#E(YSB Inc). FHH(Cutia Therapeutics).

Br4(Luzhu Biotechnology). #gitrfaEE(MedSci Healthcare) I HEE T fﬁﬁzﬁ

(Beauty Farm) = 8719] 7|¥o] HKEX AHAHS &5 £ 5296,7008F HK$ =

(SecuritiesTimes, 23.08.02)

10) 2 449 $HEIC) AES Aol F& olge] Ay Eio) et AHS 27
171, AA717], QU A Eo]- A2, ITAR- A2, 11 9]9 0}0151]il‘izl HHER], AXEY &
2, PANGIEE, Ao, T, ag AHl, Al AR, b elElgel, W Aus, ek &

& | AFET

A s s, e s s

A | Fes et AT, A% aAdg, A, 8 39, o, g =

2| s A, 8, 599,718 o, FLIITE 5

ERETS) a}o] SHIERA, u57|7] 4%, A=A AFFARA I 2HMO), BY, Ad 5
1) A 29 aad el 4 Faew, Follt ool gl 49El el S0% e A9 43S F80
A o) A A, DAE FolEade] AT 47 £0E 5%, Gl Se At FAE B A 42 A% A
HKD15%(19] 9200%F &) o], @H A 2 IAAZS] A 7li @qu']tﬂ' £ ) (law.asia 22.03.02)
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https://www.ey.com/ja_jp/ipo/how-ready-are-you-to-go-public-when-the-opportunity-arises
https://www.stifel.com/Newsletters/InvestmentBanking/BAL/Marketing/Healthcare/Biopharma_TimOpler/Stifel_FirstHalfBiopharmaMarketReview_07.07.2023.pdf
https://baijiahao.baidu.com/s?id=1773074826807441031&wfr=spider&for=pc
https://law.asia/chapter-18a-listings-of-biotech-companies-on-the-hkex/
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https://www.stifel.com/Newsletters/InvestmentBanking/BAL/Marketing/Healthcare/Biopharma_TimOpler/Stifel_FirstHalfBiopharmaMarketReview_07.07.2023.pdf
https://www.reuters.com/markets/deals/biotech-ipos-bloom-with-spotlight-startups-with-human-trial-data-2023-02-13/#:~:text=In%20the%20biotech%20sector%2C%20there,had%20raised%20over%20%2425%20billion.
https://www.businesswire.com/news/home/20230914457593/en/RayzeBio-Inc.-Announces-Pricing-of-Upsized-311-Million-Initial-Public-Offering
https://www.globenewswire.com/news-release/2023/09/15/2743735/0/en/Neumora-Therapeutics-Announces-Pricing-of-Initial-Public-Offering.html
https://www.biopharmadive.com/news/biotech-ipos-stock-performance-first-half-2023/685252/
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https://www.leo-pharma.com/media-center/news/2023-leo-pharma-signs-agreement-to-acquire-timber-pharmaceutical
https://investors.danaher.com/2023-08-28-Danaher-to-Acquire-Abcam
https://www.pharmaceutical-technology.com/news/novo-nordisk-embark-metabolic-programme/
https://www.otsuka.co.jp/en/company/newsreleases/2023/20230901_1.html
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https://www.finsmes.com/2023/08/fore-biotherapeutics-raises-75m-in-series-d-financing.html
https://www.rapportrx.com/2023/08/23/rapport-therapeutics-raises-150-million-in-series-b-funding-round-and-announces-key-board-appointments-to-further-advance-precision-neuromedicine-platform/
https://www.globenewswire.com/news-release/2023/08/28/2732498/0/en/Superluminal-Medicines-Launches-with-33-Million-Seed-Round-to-Fuel-its-Drug-Discovery-Engine-and-Pipeline-of-Small-Molecule-Therapeutics.html
https://www.biopharmadive.com/news/intarcia-i2o-diabetes-fda-series-a-kurt-graves/692286/
https://www.precisionmedicineonline.com/business-news/epigenic-therapeutics-secures-32m-series-financing
https://www.businesswire.com/news/home/20230905390360/en/Star-Therapeutics-Raises-90-Million-Financing-to-Accelerate-Its-Pipeline-of-Novel-Antibody-Therapies-and-Growth-of-Its-Portfolio-Companies
https://www.businesswire.com/news/home/20230905378534/en/Tentarix-Biotherapeutics-Completes-Series-B-Financing-Bringing-Total-Equity-and-Upfront-Deal-Consideration-to-132-Million
https://www.nimbustx.com/2023/09/06/nimbus-therapeutics-secures-210m-private-financing-to-advance-next-wave-of-tech-enabled-small-molecule-medicines/
https://www.businesswire.com/news/home/20230906788078/en/Apollo-Therapeutics-Closes-226.5-Million-Series-C-Financing-Led-by-Patient-Square-Capital
https://www.marianaoncology.com/press-release/mariana-oncology-announces-175-million-series-b-financing/
https://www.prnewswire.com/news-releases/grit-biotechnology-announces-closing-of-60-million-series-b-financing-301921744.html
https://www.biopharmadive.com/news/actio-bio-launch-series-a-goldstein-jax-mouse/693427/
https://www.finsmes.com/2023/09/arialys-therapeutics-closes-58m-seed-financing.html
https://rometx.com/press-releases/rome-therapeutics-closes-oversubscribed-72-million-series-b-extension-to-support-advancement-of-lead-program-into-clinical-development-for-autoimmune-disease/
https://www.pharmaceutical-technology.com/news/generatebiomedicines-advance-therapeutic-portfolio/
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https://canadiangenerics.ca/the-pan-canadian-pharmaceutical-alliance-and-the-canadian-generic-pharmaceutical-association-have-successfully-negotiated-a-renewed-three-year-generics-initiative/
https://www.aarp.org/ppi/info-2019/trends-in-retail-prices-of-drugs.html
https://baijiahao.baidu.com/s?id=1764020930421209068&wfr=spider&for=pc
https://www.mhlw.go.jp/stf/newpage_29470.html
https://www.gov.br/anvisa/pt-br/centraisdeconteudo/publicacoes/medicamentos/cmed/anuario-estatistico-2022/view
https://www.trade.gov/country-commercial-guides/austria-pharmaceuticals
https://www.globallegalinsights.com/practice-areas/pricing-and-reimbursement-laws-and-regulations/australia
https://www.mhlw.go.jp/content/12404000/001129377.pdf
https://www.theglobeandmail.com/business/article-government-signs-new-deal-on-generic-drug-pricing-with-pharmaceutical/
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pakil AEd 3AIY XS5
1 Eliquis Bristol Myers, Pfizer XA, T2 1A
2 Jardiance Eli Lilly, Boehringer Ingelheim MBAR] A, Gi| =24
3 Januvia Merck & Co. G X 24
4 Xarelto ]&]J, Bayer SO 1A
5 Farxiga AstraZeneca SRR gA, AYN
6 Entresto Novartis AEX
7 Enbrel Amgen E0E]ATAA | A
8 Imbruvica AbbVie, J&] FAet XA
9 Stelara 1&J S0t ATEA, AXM
10 Fiasp / Novolog Novo Nordisk X 24|
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UN focus on pandemic preparedness, universal health coverage, and TB(23)

9/20

L Prle
oo o |Mao

gz o2 A xRgle] 1.9)F 3]9)(HLM, High-Level Meetlng) 27 %

[ A 78R £AES](UNGA 78)ol4 @AY o, ofE] 3! g, @E¥A U 23, O

2sH(TB)

_19_



https://www.goodrx.com/hcp/providers/how-does-drug-pricing-work-in-the-us
https://www.fiercepharma.com/pharma/europes-generic-drug-industry-faces-perfect-storm-pricing-pressures-covid-and-war-ukraine
https://www.fiercepharma.com/manufacturing/akorn-pharma-bankrupt-calls-it-quits-closes-all-us-sites-and-cuts-entire-workforce
https://iethico.com/blog/f/the-akorn-bankruptcy-and-its-impact-on-patient-care
https://www.justice.gov/opa/pr/major-generic-drug-companies-pay-over-quarter-billion-dollars-resolve-price-fixing-charges
https://www.who.int/news-room/events/detail/2023/09/20/default-calendar/un-general-assembly-high-level-meetings-on-health-2023
https://www.biopharmadive.com/news/medicare-10-drugs-price-negotiation-ira/692044/
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(WHO) INB Bureau to develop a proposal for negotiating text of the pandemic accord (H3)
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1w | Enhanced Drug Distribution Security Requirements Under Section 582(g)(1) of the Federal
=™ | Food, Drug, and Cosmetic Act—Compliance Policies(33)
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Wholesale Distributor Verification Requirement for Saleable Returned Drug Product and

Dispenser Verification Requirements When Investigating a Suspect or Illegitimate

Product—Compliance Policies (H3)
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https://www.who.int/news/item/13-09-2023-inb-bureau-to-develop-a-proposal-for-negotiating-text-of-the-pandemic-accord
https://www.who.int/news/item/13-09-2023-who--wipo--wto-renew-commitment-to-support-integrated-solutions-to-global-health-challenges
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/informed-consent
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/enhanced-drug-distribution-security-requirements-under-section-582g1-federal-food-drug-and-cosmetic
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/enhanced-drug-distribution-security-package-level-under-drug-supply-chain-security-act
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/considerations-use-real-world-data-and-real-world-evidence-support-regulatory-decision-making-drug
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/wholesale-distributor-verification-requirement-saleable-returned-drug-product-and-dispenser-0
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Enforcement Policy for Face Masks and Barrier Face Coverings During the Coronavirus Disease
(COVID-19) Public Health Emergency (H3)
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* “Enforcement Policy for Face Masks and Barrier Face Coverings During the
Coronavirus Disease (COVID-19) Public Health Emergency (Revised)

Nontuberculous Mycobacterial Pulmonary Disease Caused by Mycobacterium avium Complex:
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Institutional Review Board (IRB) Review of Individual Patient Expanded Access Submissions
for Investigational Drugs and Biological Products (H3)
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/enforcement-policy-face-masks-and-barrier-face-coverings-during-coronavirus-disease-covid-19-public
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/nontuberculous-mycobacterial-pulmonary-disease-caused-mycobacterium-avium-complex-developing-drugs
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/dscsa-standards-interoperable-exchange-information-tracing-certain-human-finished-prescription-drugs
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https://www.hkn24.com/news/articleView.html?idxno=334301
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