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[0 (A1) 229 vlo] QA|D2] Al4tat vk x| 2A] A A|&A A4 A

o)

O (dlo]A|ga]) 22¢ 1919 o] 2= o|s AFHF 22% ‘d7dsto] 26\l
4239 dojo] 2 Aog ot
- 79 BSuAE 2o 55 w2 U 2023 vtoloNUs] F2 F7U(The
Increasing Access to Biosimilars Act) 3l A& £59] o|HIE=R O] AJAO]
A E7t AY
O (U|gr X&A]) v|gk 211 Bt 48 =F7HE Al 5 M2 Alad g+
20309 =249 "t XgA A 1.0009 28 2 A%
- Novo Nordisk®] Tt x| 24 AMAICHeQ} ‘9] 1H| 9] v]TkR|gA] AR AA
- oRe ORI @aAo] 71150 ujgk|aA] APl AIglets £ Sojtbs 2R 5710 o
25l glol} njEe] AR BEAISS BEIRK VAS 2 o2 uy HE A

O (719) 20234 0P AGALEY A4E AROE MEA 7H48)

O '189RH 239’ 127|171K]9] &&& AMEH ZAaet Z715 vhEsitirt 20229
iyl 20239 1&7] AdF 57t
- (326GSK) Prometheus Biosciences 1089 =g & ©9l4 (3IGSK) Bellus
Health 2099 &2 +2 915, (32BMS) Novartis A|ZX] 84 AHALA]A Q14

O YRR 9, SIOFE 7T VIRt ARt 2 B OJoRE OERS Fop| 9t Ax| 241

O FU71d 22 1E538
O (915]7}) SKu}o] Qo] A= AloF Af|-H}o]E‘ o] Azt Almt 5]7}
O (2}o]AA]) theRIet o] d ulo]Qof A}7FHS AloF 56 24 $477Mo] L/O
O (BE5UR) AYFY st EJAEL A4 X EAL s3I AloF 7ju 2= L




22t HIH0|Q AIS 3

1 A&

) 22% ujo]oAlWal APFE 20219 1569} 7,000 Z2iolA 20224 1919 P 12
2 A 21.8% &, olF AWH 22% g7Fsto] 2026 F0)= 4232 Do 2 Fo
2 oj|AHResearchandMarkets, 2023.02)

O (A% 89l A=2stA ofz0] gst Av]& ictof] tigh ~8 571 Blo| AU tigh A

AY, ol& A8lA Al5AIRl eHxe] vlo]@A|d e 8% 27} outsourcedpharma, 2023.04.14)

- 203297kA] A hE 109 Delst G 55709 BSHAET vlolo ojorEe S3

Ttg, S Hio]eA|daio] o oY mjE2 2,700 Eojo @ Jo=z F4
(Mackinsey, 2022.08)

O =5HAH Q2JX]'2 Hjo]QojokFo] dojof E5|TtaE 1, U-§Y & HIXY A4S
3t violeAda] AY} 2 FAo| wat vio] ALY A G &detd A%

- Johnson & Johnson, Takeda, AstraZeneca, Roche & 7]E} Ak} BEH| AE|SO]
OJoFEE5|7} Utmr &t dio] QA|W 2] A&} &df(fiercepharma, 2023.03.13.)

[The top 10 drugs losing US exclusivity in 2023]

djo] e A2
ad | AEE 424 7HA} T ‘229 O]= ujEH AZEA
ofl’dA17]
1 Humira | adalimumab AbbVie AP7THS S $18.62 billion 2023.01
. Johnson & _ . _
2 Stelar ustekinum AR $6.39 billion 2023. 3}817]
Johnson
lisdexamfeta - .
3 | Vyvanse min Takeda Al7gAlet $2.53 billion 2023.08
4 | Aubagio | teriflunomide Sanofi AP H A g $1.5 billion 2023.03
5 | Actemra | tocilizumab Roche AP tH A $1.2 billion 2023. sHt7]
sodium Jazz X - .
174 K1
6 Xyrem oxybate Pharmaceuticals A173 %815} $1.02 billion 2023.01.03
7 | Symbicort | Pudesonide/ | eneca | 387)/mKs $973 million 2023.07
formotero
. Astellas Pharma/ JRP— s
8 Lexiscan | regadenoson Gilead Sciences A A st $720 million 2023
9 Gattex teduglutide Takeda st $540 million 2023.03
Trokendi . Supernus X . .
1A RIS}
10 YR topiramat Pharmaceutica A174 %15} $261 million 2023.01



https://www.researchandmarkets.com/reports/5733738/biosimilars-global-market-report#tag-pos-5
https://www.outsourcedpharma.com/doc/the-global-market-for-generics-biosimilars-through-2032-0001
https://www.fiercepharma.com/special-reports/top-10-drugs-losing-us-exclusivity-2023#d4a4e4fc-0076-4870-821c-78fe03cc9756

O HUMIRA®E: X|Z7HA] 7HAF Wo] =] xR AY

o AQEstA AFZ, 20039 &A] o]F AbbVie(d
o] Abbott)ollA 2,1429] 229 UjE2 7|55t Aof H|AEAS] °JofFE

- FAW7ER] 87) Blol ALV Ul= FDARRE 591, YHA| Yl AE/AH] &

[0] FDA §oj2t Hlo] A 591 ]

s Halc 3|Ag FDASQIY | EA(NR)Y st | s ustyd
1 Amjevita Amgen 2016.09 23.01.31 A X
2 Hadlima Organon 2019.07 23.07.01 a/x X
3 Cyltezo Boehringer 2017.08 23.07.01 A o

Ingelheim
4 Yusimry Coherus 2021.12 23.07.01 A X
5 Hulio Viatris 2020.07 23.07.31 A X
6 Hyrimoz Sandoz 2018.10 23.07.01 A X
7 Abrilada Pfizer 2019.11 23.11.20 A o)
8 Idacio Fresenius Kabi 2022.12 23.09.30 S| X
9 SB5-HC Organon 23.07.01 a o)

10 AVT-02 (Alvotech)/Teva 23.07.01 1 o
11 Yuflyma Celltrion Approval ™03 7 ) o X

Pending

12 | ABP - 501 HC Amgen 23.07.01 1 o

13 Hyrimoz HCF Sandoz 23.07.01 al X

* FDA 2 cardinalhealth & A28 T Atg XA 2](23.04.20)

J&J9] Stelara(Ustekinumab)= THAMS 7AM, AMA A

d, 38
ste APHAGAY XAz, 229 o= tiE 63 IFT 2 7

ok
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i)
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=
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oR
olr
tlo
2
olo
o
|o
Hu

S

pu

- 239 51¥l7] Biocon Biologics, Alvotech @ Amgen®] Hlo] @AY AIU-E ofAtstal 9loL}, ofxl
FDA 591 AEL A

Takeda®] Vyvanse(Lisdexamfetamine)= #0]2 Z/1Q] 385 ZAoff x|aA|=2, ATt 2019 Aol

of mulrElde AssteiN Y AUS TR

- Afolo] mujsrE]Zo] TAlITto] Q15E]7] oHQl 2014~1510] ofu] 3] HAjo] UL, WAl WA
© EEKClA ofEte]A), i, v]ofER|A(0]A uhdeh), AH==7T FDA A7 591& #55H, 239 84
=5 grae} 3 vloloX el Al AY oAt

Sanofi®] Aubagio(Teriflunomid)= 7 7det5 A|laAlz 229 Ul= UfE 159 225 715, "174

207h9] iRt} Fols £ 239 39 12 U}R0| BRIES FAI 5 Y= 2FE] gl aloja uo]

Hoffman La Roche?] Actemra(Tocilizumab)= FOEJAWAA, AN Z WA, 4ol EXrY HAH,

ALO|E7RI W F2+t, A2U195 A3F5 o8 St A=A

- S8 S JIZlo] Bu S=io] 22uH9 A2AZ AHHD 2249 129 Do) BhEe V1S

- AEZ|2o] mstpal Alge] ofela) vto] AR CT-P47 EAIE sl 24/t o] MY S| tigt
FARHA FaATS 713Y Folu|, 1 9 Fresenius Kabi, Biogen 50| A A% &4
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=2 H|ekH[o|Q AMAHZSE

o

o=lo] 71+ 2 A&} mo| &M (pharmaceutical-technology, 23.03.24)

- (§3) 20069 HE0] vloleTa] 3L AROE 21WAA 50%0lAe] A%
2982 AN AR AEfES SRl FHAZTY slol oAU OJfE 5UL
9 MG A ohos vloleAlYe] wqo] Futstel Al R JH4st

(Ul=) HiolAER] A2 =2 AofARY]
159 Al F2ANl BRo] QAIHE AREA9)
2197HR] A<t 97%0] 4ES HolH 7MY
0% lo] o] WARARHHS)ZE iAol YolA] slol et Hade AT AlY
n2AES H>YSIES St Hlo]AYE HIA

Biosimilars Act) A&

E3MzF So2 Aafo] oLt
RHA] @ (filgrastim-sndz) 491 o]%

w2 47

SFAMH(The Increasing Access to
(congress, 2023.03.03.)

O Hpo|eA|H2{] FFA &t A= I AT 23He Yol EUolA 57HE ZE ‘"ol eA|dz]-Qa]A|'d
OJokZ 'y} ‘Hlo] QAW -Hlo|A|WY Ats WA 7I5 WEIHEMA, 22.09.19)
cf) 0|22 vlo]eA|U] AlFo] 4 ug 7I's HEHIE 5512 Y FDAO| #71 Hlojg| A& Ta
O 239 49 7% UCIFEA(EMA)S 197] Hlo] @oloFEo] thst 757] vlol@A|UalE £9I3t e, nj=
FDAE= 117]] vjo]@ojekzof tjsl 40712 vio]A|d 2] 521
[HlolA|de] A7 55 %4(23.04 71%)]
25 volox U] 72
L] Q2R A/BAY e — s

1 Humira/AbbVie Adalimumab 10 8

2 Avastin/Genentech (Roche) Bevacizumab 4

3 Clexane/Sanofi-Aventis Enoxaparin sodium 1 =

Eprex, Erypo/Janssen(EU
4 P } rypo/] (EU) Epoetin alfa 3 1
Procrit, Epogen/Amgen(US)

5 | Eprex, Erypo/Janssen (J&]) Epoetin zeta 2 =

6 Enbrel/Pfizer (EU), Amgen (US) Etanercept 3 2

7 Neupogen/Amgen Filgrastim 7 3

8 Gonal-f/Merck Follitropin alfa 2 -

9 Humulin/Eli Lilly Human insulin 1 =

10 | Remicade/Janssen (J&]) Infliximab 4 4

11 | NovoRapid/Novo Nordisk Insulin aspart 3 =

12 | Lantus/Sanofi-Aventis Insulin glargine 2 2

13 | Humalog/Eli Lilly Insulin lispro 1 =

14 | Neulasta/Amgen Pegfilgrastim 8 6

15 | Lucentis/Novartis Ranibizumab 3 2

16 | MabThera/Genentech (Roche) Rituximab 5 3

17 | Genotropin/Pfizer Somatropin 1 =

18 | Forsteo/Eli Lilly Teriparatide 5 =

19 | Herceptin/Genentech (Roche) Trastuzumab 6 5

A 75 40
* (&%]) AJIMC(23.04.04 7]1&)



https://www.pharmaceutical-technology.com/pricing-and-market-access/comparison-humira-biosimilars/
https://www.congress.gov/bill/118th-congress/house-bill/1352/text/ih?overview=closed&format=xml
https://www.ema.europa.eu/en/news/biosimilar-medicines-can-be-interchanged

[ 229 v]9t X 24| A% 203090+ 1,000 &2 2 AY(CNBC, 23.04.28)

O djdlo] A% S ¥sh A2 A2Y 59 §40R FF D At ALH PR Al
(Pharmatechnology, 2023.03.28.) 2t

- (A A8 a9 HIT o) Bt meddnt A5 FUdM g€ AeY 7% S
Sk

(=]

A8 SR 24 5 MER AleY UiF
- (33) 32 A%A 4 L oy A e LMo o2 Agele] 50%7}
ujoho 2 ujok x| 289 A% St
* 20208 71% =9 o vigt Ql4ke 29 24 How, 2026Wd= = v REA] AP0l
1209 Jots vt Zloz MUH(ARHIR, 2023.05.01.)
O FPAY dzFol Fhsotd v R=A] AlF2 149 Novo Nordisk?} 0
FDARZYE ‘AMAMIcKSaxenda, liraglutide)S H|TF X842 SQldte  o|s
g golstia, 219 "¢JaH|(Wegovy) & EA|stH H|UA&A] A &5

- Novo Nordiskts &7 278 Aluh22etol=(x| %% Rybelsus) %S 95 U4
34 X8 Z(ClinicalTrials Arena, 2023.05.27.)

-

- Eli Lily= GLP-1/GIP o]&Ar&A 7]¥F H|uIX|gAx] ‘OF-Al2(Mounjaro,
tirzepatide)” YAF 2188 =
« ORALZ2E 229 G A[EA2 FDA 59 %, H|THX|EA|2A FDA 414 5Qlut &7
NS g 5 F4

[GLP-1 28~ AF&A Hlal |

FEB(HED) Ford 45 EoF 71s Y =7} o} Aex
(anzlzrgrllﬁgde) 18] WAL | Type 2 e ehl W A, AU
(sfrizgiiia 418l 37| Type 2 9% el A
ooy | F 18 oA | vler A2 T e N/A
Duseltige | 1 mEA | mpe2gmy | OV IGEE g ug agay
e | 218w | Typez gy | TS aa
iy | @12 T | iz Rz e N/A
Eonptige) | ® 1% TR | Type 29y chl Asas
Brureon e | & 19l metaat | Type gy | 10 1 B -
(Thféiﬁﬁfﬁa 18] motRAb | Type 2 G el AELS

* (£4)_GoodRxHealth, 2023.01.10



https://www.cnbc.com/2023/04/28/obesity-drugs-to-be-worth-200-billion-in-next-10-years-barclays-says.html
https://www.pharmaceutical-technology.com/comment/obesity-market-growth-2031/
https://baijiahao.baidu.com/s?id=1764653396975587471&wfr=spider&for=pc
https://www.clinicaltrialsarena.com/news/novo-nordisk-announces-positive-results-from-oral-semaglutide-trial/

22t FoHI0|Q ArlE g

o

O FAAMOE Blgt A7t Fskgol vt 2o OAY @xAe] PGS SAY

w2 AsHFierceHealthcare, 2023.05.09.)

(B2 A2 P AulA Al OAE d@aA|of 719

2lAHg Z9 yg
Teled c A T ¥ Yu Aok m2Iee malst A Ao] AulA &
eedoc « GLP-1 QAW 7|9t k2 2|™st AAICHA} Te] S AH|A JlE
Everly Health o H|OF A At XcHX]| 2] S AUst 7MY g8 AulA &
WeightWatchers o 27 917 3JA} ‘Sequence’S 9l4df HITE X|BA| AR} A&
Calibrat o ‘ol 7H] 7} EA]E)7] Aol 20204, GLP-1 SAWH|S makst okzal ujalo] 7]oish
abrate Q012 x|E5P| st AF AJEh 4 Tel2 B35t YT wist me 12 AT

O Blgt RaA 287 F7H0l Wt 0T chro] BHYAL B8, BAS SO
olo2 ¥ AL 7|n(PharmacyTimes, 2022.06.24.)
- 0}0] BHEISS HIRk|aAlE Sl Dllvanity drug) ot Ben] wel AR Au
- olmEl B8 3 MAL TE, 25, olx2lg 59| Babgo] Esp WSy, 685
ol £ & FH Al 1@ Holl= 4 Alse 2/37F g5ko] a9 A4 2 EX
[] 54 ole] REAG X
av| a7 g7t ey uRzIg i
* dynamic purchasing system (dps) 25-Apr-23
1 UNDP ofm7tAEr | for the supply of antibiotics and @ 07:30 AM g3
iv fluids (New York time)
¢ Procurement of medicines for 25-May-23
2 UNDP E2IWYARH treatment of patients with @12:00 PM A3
cancer in Turkmenistan (New York time)
_ . 22-May-2023 12:00
Y| AERQ] e J3
3 UNRWA | AERQI Supply of Medicine(Paracetamol) (GMT 3.00) 2
. . 08-May-2023 05:30
g|oku . - 23
4 UNOPS Sl Supply of Anti-Retroviral Drugs (GMT 3.00) 2
¢« PROCUREMENT OF 08-May-2023 12:00
A 213
> UNRWA lefer PHARMACEUTICAL PRODUCTS (GMT 3.00) o=
. ADQUISICION DE KIT DE
REACTIVOS, ANTIBIOTICOS Y
MATERIALES PARA FORTALECER
A LABORATORIOS DE SENASA
EN LA CAPACIDAD DE PRUEBAS |05-May-2023 23:59
2TatA . 213
6 FAO et DIAGNOSTICAS DE INFLUENCIA (GMT -6.00) =
AVIAR PROYECTO: HIGHLY
PATHOGENIC AVIAN INFLUENZA
(HPAI) EMERGENCY RESPONSE
IN LATIN AMERICAN COUNTRIE



https://www.fiercehealthcare.com/health-tech/telehealth-companies-target-100b-weight-loss-drug-market-patients-grapple-access-costs
https://www.pharmacytimes.com/view/calling-them-vanity-drugs-some-insurers-refuse-to-cover-new-anti-obesity-drugs
https://procurement-notices.undp.org/view_negotiation.cfm?nego_id=4291
https://procurement-notices.undp.org/view_negotiation.cfm?nego_id=5278
https://www.ungm.org/Public/Notice/198489
https://www.ungm.org/Public/Notice/197563

kil P77 =7t RS lligdkiy H]aL
02-May-23
7 UNDP zZoct e SUPPLY OF UN CLINIC DRUGS @ 12:59 PM A3
(New York time)
_ . . 01-May-2023 14:00
A EN= H3
8 FAO 7| A FMD Antibody Kits (GMT 5.00)
¢ Adquisicién de Medicamentos
para el Ministerio de Salud 03-May-2023 21:00
et 213
9 UNOPS Htet (MINSA) de Nicaragua(Digoxin, (GMT 0.00)
Valproic acid, Atropine <)
* Invitation to Bid (ITB)
UNFPA/DNK/ITB/23/003 for
Multiple establishment of Global Blanket | 30-Jun-2023 18:00 215
10 UNFPA destinations | Purchase Agreements for (GMT 2.00) ==
Pharmaceuticals, Medical Devices
and Kits MegaBid
¢ Procurement of Anti Venom .
1 WHO WZeiA] | Vaccines, 2023/1352674 03-May-2023 13:34) - 5 5
(GMT 5.30)
for Bangladesh
e Supply of Short Tandem
12 Government - Repeat-Based Polymerase Chain |16-May-2023 12:00 215
Chemist ©° Reaction Amplification Kits to (Hong Kong Time)| ===

the Government Laboratory
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g
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=)
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https://procurement-notices.undp.org/view_negotiation.cfm?nego_id=4923
https://www.ungm.org/Public/Notice/198030
https://www.ungm.org/Public/Notice/193563
https://www.ungm.org/Public/Notice/199245
https://www.gld.gov.hk/egazette/pdf/20232714/egn202327142175.pdf

S 24 FofHto|Q MAF 3

2 JlE

[] US FDA 9Jok= &]7} a1&H)

[US FDA 9JokE 5|7}

rok

2l

sqax  TEY ERE 52 Ulg ol
o uva (}g_\ﬂ‘rtg) o T [e) R LY
Qalsod » 7pAtsH2A|A & £ 1(SuperoxideDismutasel,SOD1) :W
04/25 o BIOGEN Bolg 7hu gt 294 HAss e
(tofersen) * ODD
gt A BAIZ 71452 e
Zejula C R G JTUY R YU Bugel |
04/26 (NIRAPARIB GSK 9= Aolo] 9x] X8 4208447
TOSYLATE) o Qo] ¥ig 7|9tk stek Q¥ R|&o] ¥hE oF & ARG T
TAZ2H| 2R 2] 284 o]4] 3 ]
04/%6 LIVTENCITY TAKEDA PHARMS | oot (M) 21t/ qre ager o |* NDA
(MARIBAVIR) USA . oo/ S 08 W On R #215596
Aof gRH12A4] ool R &A|
04/26 HADLIMA SAMSUNG BIOEPIS | §0ol2t AJge(Ql e AP 9] APt dAlst « BLA
(ADALIMUMAB-BWWD) CO LTD NEL #761059
« " 2E|JE| 2 (steady teq) 7]0] HL5 5 %]
UZEDY - . - _ |+ NDA
04/28 (RISPERIDONE) TEVA HolRArE: 2ame]E A7|AE&F AFE ol 8.t #213586
4 2y TR A =2A| 7
04/28 VEKLURY GILEAD SCIENCES |s 401 @ 4o} 8xHA3 282 o] A} A|%3kgo]AHo] [« NDA
(REMDESIVIR) INC COVID-19 X 2A] #214787
LIQREV ol 1 _ _
* 7391 mlEWUANPAH)Q] R &of| AMEE= * NDA
04/28 (SILDENAFIL CMP DEV LLC o N
2 - _5) o
CITRATE) 2 A xmrtol o AE|bA|-5(PDE-5) A& #214952
DOLUTEGRAVIR | LAURUS GENERICS | ] « NDA
o SHY|E 2H}o|g8] A OFE 2 X
04/28 | (DOLUTEGRAVIR) INC gelEsuolRis ofFRA HIV/AIDS AleA #215319
SYMBICORT
AEROSPHERE * g majg HEHCOPD) #HAfe} /Al A2l |0
04/28 (BUDESONIDE; ASTRAZENECA AMEEE Z2E|IAH 20| Eo} X|&4/d #216579
FORMOTEROL HEf2-ot= g AFLA|(LABA) 2% 2220000
FUMARATE)
* 2.54] o]d9] Wil = 2E(GH)Y ol dul=z |,
04/28 (SOMASP?\%RTOAE’}BECO) NOVO NORDISK INC| 913t Aoz} 9= 2of ghat %] 24] o
» G522 Z2%(GHD)o] e Al REA|
LUMRYZ o 73019 & A k= et 33 £5(EDS)o] |+ NDA
0501 | (sopiuM oxyeate)|  AVAPEL NS 1 g gala 5y Alany #214753
+ PRS2 357] NEZ5Y vlo]2ARSV) |+ BLA
05/03 Arexvy GSK diAlO 2 60| o]AF RSV #125775
MOTPOLY XR * Al%50] 50kg O]/%fQl Ao &AL, AJQE9] * NDA
05/04 | (LacOSAMIDE) AUCTA BEAQ WS WA A|8A) #216185
MYDCOMB - I
(PHENYLEPHRINE * ER70E SHEel R sfolERdRetols
05/05 . EYENOVIA Aot AxgolE @] 55 7ol WAt Ado
HYDROCHLORIDE; e ol o merle #215352
TROPICAMIDE) e 59
CEFAZOLIN o Aot 45 RB0] AFREl= AERALHA * NDA
05/08 (CEFAZOLIN) | FQ SPCLT PHARMA |* o 5 1211413

1) (BLA) Biologics License Application (B&2]%F% 81714:1%) / (NDA) New Drug Application(%12F17}H:17)
(PRIORITY) Priority Review ($-414]A}) / (ODD) Orphan Drug Designation(3]¥] <] k% A A)
(AA) Accelerated Approval (21&A41) / (BT) Break-through Therapy (841 X24)) / (FT) Fast Track (J|~EE#)


https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=215887
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=208447
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=208447
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=215596
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=215596
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=761059
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=761059
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=213586
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=213586
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=214787
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=214787
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=214952
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=214952
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=215319
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=215319
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=216579
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=216579
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=761156
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=761156
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=214755
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=214755
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=216185
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=216185
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O Oncology
Sponsor Interventions Phase Study Title Conditions NCT NO.
* A Study to Evaluate Pembrolizumab
(MK-3475) in Participants With « Esophageal
Pfizer . Drugf chhtaxel Phase 1 Adva.nced Esophageal Cancer Squamous Cell NCTO5319730
* Drug: Irinotecan Phase 2 Previously Exposed to Programmed Cell Carcinoma
Death 1 Protein (PD-1)/ Programmed
Cell Death Ligand 1 (PD-L1) Treatment
. o e A Study of Giredestrant in Participants |* Endometrial
Roche Drug: Giredestrant Phase 2 With Grade 1 Endometrial Cancer Cancer NCT05634499
e A Study to Evaluate the Safety and
Pharmacokinetics of the Intravenous
* Drug: Tiragolumab and Fixed-Dose Combination (IV FDC) of e PD-L1-selected
Roche Atezolizumab Phase 2 Tiragolumab and Atezolizumab in Solid Tumors NCT05661578
Participants With Locally Advanced,
Recurrent or Metastatic Solid Tumors
* A Study Evaluating
[177Lu]Lu-PSMA-617 vs. a Change of |* Metastatic
ol . _ _ Androgen Receptor-directed Therapy in| Castration-Resistant]
Novartis |+ Drug: [177Lu]Lu-PSMA-617 Phase 2 Taxane Treatment Naive Chinese Male | Prostate Cancer NCT05658003
Patients With Progressive Metastatic (mCRPC)
Castrate Resistant Prostate Cancer
* Study of HRO761 Alone or in " Msthi or dMMR
o . . Advanced
Combination in Cancer Patients With Unresectable or
Novartis |* Drug: HRO761 Phase 1 Specific DNA Alterations Called . . NCT05838768
. . . . Metastatic Solid
Microsatellite Instability or Mismatch .
Repair Deficien Tumors, Including
epair Leticiency. Colorectal Cancers
e A Phase IV Study of Safety and
Efficacy of Everolimus in Taiwanese « Renal
Novartis |* Drug: Everolimus Phase 4 | Patients With Tuberous Sclerosis Angiomvolinoma NCT05252585
Complex Who Have Renal §1omyoip
Angiomyolipoma (TSC-AML)
e A Study to Investigate Use of
Off-the-shelf Natural Killer (NK) Cells « Allogenic Stem
Sanofi |* Drug: SAR445419 Phase 2 (SAR445419) in Allogeneic 8 .| NCT05726682
L Cell Transplantation|
Hematopoietic Stem Cell
Transplantation (HSCT)
 Drug: MEDI5752 e Study of Novel Immunomo@ulqtors a§ . Hepqtocellular
. . Monotherapy and in Combination With | Carcinoma
AstraZeneca|* Drug: Bevacizumab Phase 2 . . L. . . NCT05775159
« Drug: Lenvatinib Anticancer Agents in Participants With |e Biliary Tract
ue: Advanced Hepatobiliary Cancer Cancer
Gilead 1, picjogical: GS-4528 Phase 1 |" Study of GS4528 in Adults With « Solid Tumor NCT05840224
Sciences Solid Tumors
* A First-in-human Study to Learn How
Safe the Study Treatment BAY2862789
is, to Find the Best Dose, How it .
Affects the Body, What Maximum ?Sﬁ;csed Solid
Bayer |* Drug: BAY2862789 Phase 1 Amount Can be Given, How it Moves NCT05858164
* Non-small Cell
Into, Through and Out of the Body, Lune Cancer
and How it Acts on Different Tumors ung
in Participants With Advanced Solid
Tumors
e Drug: Rosuvastatin e A Study to Compare How Different
Boehringer * Drug: Digoxin Not Medicines (Rosuvastatin, Digoxin,
In elheigm e Drug: Metformin Applicable Metformin, and Furosemide) Are e Liver Cirrhosis NCT05741372
& hydrochlorid bp Handled by the Body of Healthy People
* Drug: Furosemide and People With Liver Cirrhosis
3) 20228 449 6 Azgof 5 =2 UF 49 2071 7196(2022)2 Sponsor(Lead)z 553 A4
- 10 -
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O CNS(CENTRAL NERVOUS SYSTEM)

Sponsor Interventions Phase Study Title Conditions NCT NO.
e A Study to Assess the Adverse Events
and Change in Disease Activity of Oral
AbbVie | Drug: Atogepant Phase 3 Atogepant Tablets in Pediatric ¢ Episodic Migraine | NCT05711394
Participants (6-17 Years of Age) With
Episodic Migraine
* Study to Assess Adverse Events,
Change in Disease Activity and How
. . ~ Oral ABBV-552 Capsules Moves * Alzheimer's
AbbVie e Drug: ABBV-552 Phase 2 | Tyrough the Body of Participants Aged| Disease (AD) NCT05771428
50 to 90 Years With Mild Alzheimer's
Disease
O Infectious Disease
Sponsor Interventions Phase Study Title Conditions NCT NO.
e A Study to Understand the Effect and
Safety of the Study Medicine « SARS-CoV-2
Pfizer  |* Drug: PF-07817883 Phase 2 | PF-07817883 in Adults Who Have Infection NCT05799495
Symptoms of COVID-19 But Are Not ectio
Hospitalized
* A Study to Investigate Safety,
Tolerability, Pharmacokinetics, and
Roche | Drug: RO7565020 Phase 1 Pharmacodynamics of R0O7565020 in e Chronic Hepatitis Bl NCT05763576
Healthy Participants and in Participants
With Chronic Hepatitis B Virus Infection|
O Metabolic/Endocrinology
Sponsor Interventions Phase Study Title Conditions NCT NO.
¢ A Study to Evaluate the Absorption, « Health
BMS * Drug: [14C]BMS-986419 Phase 1 Metabolism, and Excretion of [14CIBMS-986419 Voluntyeers NCT05847439
in Healthy Male Participants
e A Study to Investigate Safety and * Relapsed/Refracto
Efficacy With SAR445514 in ry Multiple
) . . Phase 1 Participants With Relapsed/Refractory Myeloma
Sanofi 1« Drug: SAR445514 Phase 2 | Multiple Myeloma (RRMM) and « Amyloid NCT05839626
Relapsed/Refractory Light-chain Light-chain
Amyloidosis (RRLCA) Amyloidosis
* Phase I/lla Study for AZD5335 as « Ovarian Cancer
AstraZeneca | Drug: AZD5335 Phase 1 Mogotherapy and 1n.Comb1.ne.1tlon With || Lung NCT05797168
¢ Drug: AZD5305 Phase 2 Anti-cancer Agents in Participants .
) . Adenocarcinoma
With Solid Tumors
e A Study to Evaluate Efficacy and
GSK * Drug: GSK3858279 Phase 2 Safety of GSK3858279 in Diabetic ¢ Pain NCT05838755
Peripheral Neuropathic Pain
. . e Study of Sacituzumab Goyltgcap « Locally Advanced
e Drug: Sacituzumab Versus Treatment of Physician's
. . .. . . or Unresectable
Gilead Govitecan-hziy Choice in Patients With Hormone Metastatic Breast
. * Drug: Paclitaxel Phase 3 Receptor-positive/Human Epidermal NCT05840211
Sciences . . . Cancer
* Drug: Nab-paclitaxel Growth Factor Receptor 2 Negative « Stage IV Breast
* Drug: Capecitabine (HR+/HER2-) Metastatic Breast Cancer Cangcer
Who Have Received Endocrine Therapy
Boehringer |* Drug: Bl 1291583 mixed e A Study in Healthy Men to Test How BI .
Ingelheim | with [C-14] BI 1291583 Phase 11 1291583 is Processed in the Body Healthy NCT05833035
* Drug: BI 764198 (C-14)
Boehringer | (approach 1) * A Study in Healthy Men to Test How BI}
Ingelheim |+ Drug: BI 764198 (C-14) Phase 1| 764198 is Processed in the Body Healthy NCT05863130
(approach 2)




Sponsor Interventions Phase Study Title Conditions NCT NO.
* Drug: Insulin icodec e A Study to Test How New Long-acting . .
NOFEZZOA/S « Drug: Matching Placebo for | Phase 1 | Insulin (Insulin Icodec) Works in the ?labeet,fs Mellitus. | \eTo5790681
Ezetimibe Body of Children and Teenagers yp
Novo e A Research Study of a New Medicine « Diabetes Mellitus
. * Drug: NNC0519-0130 Phase 1 NNC0519-0130 in Japanese and U8 NCT05870670
Nordisk A/S Type 2
Non-Japanese Men
O Autoimmune/inflammation
Sponsor Interventions Phase Study Title Conditions NCT NO.
e A Study of Sotatercept in Japanese e Pulmonary
MSD * Biological: Sotatercept Phase 3 Pulmonary Arterial Hypertension (PAH) | Arterial NCTO05818137
Participants (MK-7962-020) Hypertension
. ) * Relapsed/Refract
* A Study to Investigate Safety and Efficacy orv Multinle
Phase | | With SARM5514 in Participants With M‘"ydo;a p
Sanofi * Drug: SAR445514 Relapsed/Refractory Multiple Myeloma Y . NCT05839626
Phase 2 ¢ Amyloid
(RRMM) and Relapsed/Refractory Light-chain
Light-chain Amyloidosis (RRLCA) Amyloidosis
¢ Pulmonary
e A Study of AZD3427 in Participants i-\ll\y[pfﬁegsﬁ?h
AstraZeneca | Drug: AZD3427 Phase 2 | With Heart Failure and Pulmonary oric hea NCT05737940
. Organization)
Hypertension Group 2
Group
* Heart Failure
O Cardiovascular
Sponsor Interventions Phase Study Title Conditions NCT NO.
¢ A Single Ascending Dose Study to
. . Characterize the Pharmacokinetics, ¢ Rheumatoid
Sapofi = Drug: SAR441566 Phase 1| o fety. and Tolerability of SAR441566 | Arthritis NCT05858788
in Healthy Adult Japanese Male Participants.
. * A Randomized Placebo- and Active . .
Sanofi Drug: SARA41566 Phase 1 Comparator-controlled Study to Rheumatoid NCT05844735

* Drug: Ciprofloxacin Arthritis

Evaluate the Photosafety of SAR441566

* An Adaptive Phase 2a/2b Study of « Rheumatoid
Eli Lilly | Drug: LY3871801 Phase 2 LY3871801 in Adult Participants With . NCTO05848258

. i, Arthritis
Rheumatoid Arthritis

e A Research Study to Look at How
Novo e 1 Ziltivekimab Works Compared to
Nordisk A/g|* Drug Ziltivekimab Phase 3| bl cebo in People With Heart Failure

and Inflammation

* Heart Failure NCTO05636176
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https://www.businesswire.com/news/home/20230425005338/en/MiNA-Therapeutics-Enters-Research-Collaboration-with-BioMarin-Pharmaceutical-to-Advance-RNAa-Platform-Research-in-Rare-Genetic-Diseases
https://www.businesswire.com/news/home/20230425005338/en/MiNA-Therapeutics-Enters-Research-Collaboration-with-BioMarin-Pharmaceutical-to-Advance-RNAa-Platform-Research-in-Rare-Genetic-Diseases
https://www.businesswire.com/news/home/20230425005338/en/MiNA-Therapeutics-Enters-Research-Collaboration-with-BioMarin-Pharmaceutical-to-Advance-RNAa-Platform-Research-in-Rare-Genetic-Diseases
https://www.businesswire.com/news/home/20230425005338/en/MiNA-Therapeutics-Enters-Research-Collaboration-with-BioMarin-Pharmaceutical-to-Advance-RNAa-Platform-Research-in-Rare-Genetic-Diseases
https://www.fiercebiotech.com/biotech/boehringer-ingelheim-surf-melbourne-based-biotech-181m-neuropsychiatric-therapy-deal
https://www.fiercebiotech.com/biotech/boehringer-ingelheim-surf-melbourne-based-biotech-181m-neuropsychiatric-therapy-deal
https://www.fiercebiotech.com/biotech/boehringer-ingelheim-surf-melbourne-based-biotech-181m-neuropsychiatric-therapy-deal
https://www.coldchainplatform.com/news/junshi-biosciences-announces-collaboration-with-dr-reddys-to-develop-and-commercialize-toripalimab-in-21-countries.php
https://www.coldchainplatform.com/news/junshi-biosciences-announces-collaboration-with-dr-reddys-to-develop-and-commercialize-toripalimab-in-21-countries.php
https://www.coldchainplatform.com/news/junshi-biosciences-announces-collaboration-with-dr-reddys-to-develop-and-commercialize-toripalimab-in-21-countries.php
https://www.coldchainplatform.com/news/junshi-biosciences-announces-collaboration-with-dr-reddys-to-develop-and-commercialize-toripalimab-in-21-countries.php
https://www.globenewswire.com/news-release/2023/05/09/2664874/0/en/Sandoz-strengthens-pipeline-expansion-through-partnership-to-develop-and-manufacture-multiple-biosimilars.html
https://www.globenewswire.com/news-release/2023/05/09/2664874/0/en/Sandoz-strengthens-pipeline-expansion-through-partnership-to-develop-and-manufacture-multiple-biosimilars.html
https://www.eisai.com/news/2023/news202330.html
https://www.eisai.com/news/2023/news202330.html
https://www.businesswire.com/news/home/20230511005451/en/Angelini-Pharma-and-JCR-Pharmaceuticals-Announce-Global-Collaboration-for-the-Development-and-Commercialization-of-Novel-Biologic-Therapies-in-Epilepsy
https://www.businesswire.com/news/home/20230511005451/en/Angelini-Pharma-and-JCR-Pharmaceuticals-Announce-Global-Collaboration-for-the-Development-and-Commercialization-of-Novel-Biologic-Therapies-in-Epilepsy
https://www.prnewswire.com/news-releases/sonothera-announces-research-collaboration-with-janssen-pharmaceuticals-inc-to-accelerate-development-of-ultrasound-guided-nonviral-gene-therapy-platform-301824965.html
https://www.prnewswire.com/news-releases/sonothera-announces-research-collaboration-with-janssen-pharmaceuticals-inc-to-accelerate-development-of-ultrasound-guided-nonviral-gene-therapy-platform-301824965.html
https://investors.chinooktx.com/news-releases/news-release-details/chinook-therapeutics-announces-partnership-ionis-develop
https://investors.chinooktx.com/news-releases/news-release-details/chinook-therapeutics-announces-partnership-ionis-develop
https://www.astellas.com/en/news/27786
https://www.jnj.com/janssen-enters-worldwide-collaboration-and-license-agreement-with-cellular-biomedicine-group-to-develop-next-generation-car-t-therapies
https://www.jnj.com/janssen-enters-worldwide-collaboration-and-license-agreement-with-cellular-biomedicine-group-to-develop-next-generation-car-t-therapies
https://www.jnj.com/janssen-enters-worldwide-collaboration-and-license-agreement-with-cellular-biomedicine-group-to-develop-next-generation-car-t-therapies
https://www.gilead.com/news-and-press/press-room/press-releases/2023/5/gilead-sciences-and-arcus-biosciences-expand-partnership-to-include-research-programs-in-inflammation
https://www.gilead.com/news-and-press/press-room/press-releases/2023/5/gilead-sciences-and-arcus-biosciences-expand-partnership-to-include-research-programs-in-inflammation
https://news.revvity.com/press-announcements/press-releases/press-release-details/2023/Revvity-Announces-New-License-Agreement-for-Next-Generation-Base-Editing-Technology/default.aspx
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https://www.biopharmadive.com/news/bristol-myers-car-t-manufacturing-novartis-plant/648665/
https://www.prnewswire.com/news-releases/astellas-enters-into-definitive-agreement-to-acquire-iveric-bio-301811623.html
https://www.fiercepharma.com/pharma/sanofi-throws-down-29b-acquire-diabetes-partner-provention
https://www.fiercebiotech.com/biotech/gilead-picks-small-parp1-biotech-find-mate-trodelvy-and-take-lynparza
https://www.fiercebiotech.com/biotech/gilead-picks-small-parp1-biotech-find-mate-trodelvy-and-take-lynparza
https://www.axios.com/2023/05/10/drug-trials-company-syneos-acquired-71-billion-elliott
https://www.axios.com/2023/05/10/drug-trials-company-syneos-acquired-71-billion-elliott
https://www.axios.com/2023/05/10/drug-trials-company-syneos-acquired-71-billion-elliott
https://www.axios.com/2023/05/10/drug-trials-company-syneos-acquired-71-billion-elliott
https://www.axios.com/2023/05/10/drug-trials-company-syneos-acquired-71-billion-elliott
https://www.axios.com/2023/05/10/drug-trials-company-syneos-acquired-71-billion-elliott
https://www.axios.com/2023/05/10/drug-trials-company-syneos-acquired-71-billion-elliott
https://www.axios.com/2023/05/10/drug-trials-company-syneos-acquired-71-billion-elliott
https://www.bloomberg.com/press-releases/2023-04-25/vedanta-biosciences-announces-106-5-million-financing-to-advance-pipeline-of-defined-bacterial-consortia-therapies
https://www.prnewswire.com/news-releases/foresight-diagnostics-announces-58-75-million-series-b-financing-led-by-foresite-capital-to-commercialize-ultrasensitive-liquid-biopsy-mrd-testing-platform-301808928.html
https://www.fiercebiotech.com/biotech/antiva-bags-rare-53-million-series-e-finance-quest-pivotal-hpv-treatment-data
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https://www.verdict.co.uk/newbiologix-raises-50m-in-series-a/
https://www.globenewswire.com/news-release/2023/05/15/2668379/0/en/OMass-Therapeutics-Announces-Appointment-of-New-Board-Chair-and-Series-B-Extension.html
https://www.globenewswire.com/news-release/2023/05/15/2668357/0/en/Dualyx-raises-40-million-to-progress-Treg-therapies-for-autoimmune-diseases-into-the-clinic.html
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https://health.ec.europa.eu/medicinal-products/pharmaceutical-strategy-europe/reform-eu-pharmaceutical-legislation_en
https://www.reuters.com/business/healthcare-pharmaceuticals/eu-publishes-proposed-drug-laws-overhaul-setting-up-tussle-with-industry-2023-04-26/
https://www.reuters.com/world/europe/group-eu-states-seeks-reduce-dependency-china-pharmaceuticals-2023-05-02/
https://www.meti.go.jp/shingikai/sankoshin/shomu_ryutsu/bio/pdf/016_04_00.pdf
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https://www.federalregister.gov/documents/2023/04/25/2023-08641/authorization-of-emergency-use-of-a-medical-device-during-covid-19-availability
https://www.federalregister.gov/documents/2023/05/01/2023-09179/s12-nonclinical-biodistribution-considerations-for-gene-therapy-products-international-council-for
https://www.federalregister.gov/documents/2023/05/01/2023-09170/smoking-cessation-and-related-indications-developing-nicotine-replacement-therapy-drug-products
https://www.federalregister.gov/documents/2023/05/03/2023-09399/decentralized-clinical-trials-for-drugs-biological-products-and-devices-draft-guidance-for-industry
https://www.federalregister.gov/documents/2023/05/10/2023-09879/revocation-of-three-authorizations-of-emergency-use-of-in-vitro-diagnostic-devices-for-detection
https://www.federalregister.gov/documents/2023/05/18/2023-10611/pediatric-drug-development-under-the-pediatric-research-equity-act-and-the-best-pharmaceuticals-for

(] EU EMA 5%9 Human medicines regulatory 21 sl
art za g
A Guidance for industry to prevent and mitigate medicine shortages(323)
23.05.17 =q
Ue | O B Rx oy U gsis A% A WA Al uE
ojo | EMA and European medicines regulatory network lift COVID-19 business
continuity status (H3)
23.05.10 - O Z2Y 19 "H|mYA HA&EA =X A
T
g | O EMAS F=21} tiasd AlAtt 3 £a9 &eat m2AA0 AXAQL e ¥
M2 /g2 dish A4 dlolel 7]
] 3 NMPA/2718719|945] oJorE B 7R LayY
grp za yg
| ERA K BA THE BB M I I AR ()
"hALA oJokE ZAFPMS o5t AbF oAl
230425 ~ O [e] ]‘o —4 E=Rt= H\_e -r] —9-__TL ]'
e AE7td2 &, AV ofE A+ 7Y A8 2 gUlQlolA Alad 27
° A9 ALY olobEe] 29 W 53 e, WA ojorEel Ba4e wad
AE HAHYE 2|Ast, 71%%7} 2E AAH A 5
[ =]
| 2023F ERGUEHT HEVEIRIR E IRRIE TIEA R (H3)
O IIRBH, HDAUAYY, JAML, AP, Bhugss 3502 2023
g ojRug Bof A Y AP] 2RE 93t 58 A &Y e ww
23.04.28 EX) - sHAlojoFm 4l 4o T3t A|RIEX|LE 20224 oW AA|L 197}t
2 9 SorEARALG 1207) B30 ofsh o 305, Fof 305, of 30%
) S & 12059 ojgt AL 2yERS 23
- 2022 O|2HF A U& 29 A9 FQ JoFE 2TE(30AY Wt &
BE, T WA LR, WEARTY, oF T Uof SAFFH(WL) 5)
[ A2 BAMAdRFERE/SA-s/d Aofd I o A du d3
IR} 2 Y&
U | RS ERSO—BERET SRDRICOW T (BERTOREEFROEARIEL ) (F3)
O &% 79 WP AR5 /Wsk= G0l HishiM(sh=82] &= Heje] =& AHE)
- 49 10¥95E 25U71A] 8Ut AAIAEA/E 2 SHEAIA SAAATE R} st 5
22,0098 | = o2 YA djats AAlL FRME, doRE, YmO) 25 Bl AlE U
e =829 Avto] tjs] thetg Al&sl, Bao] TetA, Ale-282 APEES X
o, WA g Zshe ol oish ¢l
- 49 289YREH =S £EFIUFER A3=o Fristr] gt AP
ool sl A DA EALE 7HA]

_20_
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http://www.bosa.co.kr/news/articleView.html?idxno=2196458
http://www.hitnews.co.kr/news/articleView.html?idxno=45148
https://www.medifonews.com/mobile/article.html?no=178175
http://www.dailypharm.com/Users/News/NewsView.html?ID=299667
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https://www.biotimes.co.kr/news/articleView.html?idxno=10727
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