2023.06
Vol.02

"., 2023 Global Phapmaceutical & BIoJReport) -*
“' e IiIOFHIO| Q AAH=5E

1. A| &
2.71&
3. 7| ¢
a.88/3d
5. FU7|Y 2= 7

KhIiDI

PREAMATIZN




O (A1) 20224 47F ojsolo] 109 Pelg de BSUAH ooFEe 1657 F8o=,

Aadddas AT 38712 19

0 224 o2 Fa AW wxol ZX IHHY folsHg AT S 23,
Evaluate= 2023498 S=WHAEQ] =2 oAt
239 6971K] 23719] Al9K(novel drug)e] U]= FDA 491 &=, Crispr/Vertex?]
exa-cel, Biogen/Sage Therapeutics®] Zuranolone, Astella®] Zuranolone =-0]
sHF7] AleF 591 gi7] &

O thuh, vlo]= AHO] Inflation Reduction Act(IRA)o]] T2 BE=EHAE AdZTE5S X
S5t Medicare Part BO] 437] oJokZ WY yl*z Oolsh O] AH¥ol ZFaHH A|okA}L
25 Askz Ao} Al ¥RE 9 A

“w O

0 (19 WAl 2 7]ek COVID-19 AlE0] that 20 27 % 3844 WS, Qduret
S5 R, oplol gt ABAY ¥ SOz =2 Aohole sIYY 234 1%
7) WlE L XSS et
O BioNTech, Moderna, Pfizer, Merck(MSD), Roche, AstraZenec, Gilead Sciences
5°| COVID-19 ¥4 AlF 8 T4 QI uj&E stHo] ERIE|QoL), s1¥k7] 4l
o 9 AT TN L B4 5 9% /I
] (3= /A) GDUFAIlo] w& 0]= FDA A4g <JokE s X3 2w ¢ ICH
E6(R3) GCP 7lol=afel &oto] tfat 2t 27h¥e} Alxt
O ©O]= FDAZH AJU210loFE s7balA Alatel AW Aol et AbRAL 24m S Y,
g S HFoR AUHoers oz 445 7iAd AlgE& AlYsto] Au=
OlFE Al AE FHE dF 7Hsdu AAEE AlEshr] gt GDUFA &j5<l
((22.12)0] w2t ookt XA 2 E
- GDUFA 1II o|A 521k API AJA, AU A oJekE AlE, CMOALE AAF 45
S AgAL $420 §Y T FDA A12L Aashs TeAA, AR A O
ERERE:
- st s ubAlRl AU™ oekEo] I 3 5912 X|dst]| {sll, FDAZ} Uy 9
ki Hll‘iﬁ}/i“ Kﬂﬂlaﬂ%‘%ﬂl digt A& AIA(PSG, Product-Specific Gui
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[J 20228 <A7F ofEcho] 109 S 92 55H2AHE 1667 5502, Aady
Ha = FUA7E 38702 19(H#&BP, 23.06.01)

[ 20224 71 @o] =l 22w AE] oJokx AF9] 107](Covid019 T A|Q]) ]

2022 ufjzod
o AEY(42Y) A} (“—“.‘JJEEEI; dox
1 Humira (adalimumab) AbbVie $21,237 Z0EA 9 AXAN EAE &
2 | Keytruda (pembrolizumab) Merck $20,937 7tz oF
. . Bristol Myers Squibb %
3 Eliquis (apixaban) /Pfizer $18,269 =S|
. . Sanofi Genzyme o
) fo) Hod &=
4 Dupixent (dupilumab) Regeneron Pharmaceuticals $17.417 f=n 1eE 5
. Regeneron _
oja] Ta] s} WA ©
5 Eylea (aflibercept) Pharmaceuticals, Bayer $12,721 A5 Hd g HY 5
Biktarvy
6 | (bictegravir, emtricitabine, Gilead Sciences $10,390 ofo]=
and tenofovir alafenamide)
.. . . Bristol Myers Squibb Faolald AE5a
7 Revlimid (lenalidomide) (Celgene) $9,978 Z0|P S5 5
8 Stelara (ustekinumab) Janssen (Johnson & $9,723 AN =
Johnson)
9 Imbruvica (ibrutinib) AbbVie/Johnson & Johnson $8,352 Ob m L uidy =
10 Opdivo (nivolumab) Bristol Myers Squibb $8,249 7k= of
* &X|: The 50 best-selling pharmaceuticals of 2022: COVID-19 vaccines poised to take a step
back, drugdiscoverytrend, 23.04.18
O 2023 ASCO(23.06.02~06) ==Y x&" & Merck(MSD), AstraZeneca, Bristol

-Myers Squibb, Pfizer @ Roche SoA 2&HAE TUA KEYTRUDA® (pe
mbrolizumab), Opdivo(nivolumab), Imfinzi (durvalumab), Ibrance(palbocicl
ib), TECENTRIQ(atezolizumab)?] Al+ Ag5 /A= sfj& st dAr XISH
ghol (anjusoftware, 23.06.02) ojso|x JA|9 &L &35 S7} oAt

* ASCO20239|4] 9F 6,000719] £=E0] =5, 71 & 9F 30%7F U4t A|F ArolE X ZAvtd w1

[ 9] A4 AFY AZA 0] B2HAF YA} H[Z(ASCO2023 A& &2 7]%F) ]
(S Pembrolizumab ‘:
AstraZeneca _
Bristol-Myers Squibh

RIFET Palbociclib
Roche

1 2 3 4 5

(=]

* ZX]: Insights into the 2023 ASCO Annual Meeting, anjusoftware, 23.06.02


https://bio.nikkeibp.co.jp/atcl/report/16/082400016/053000290/
https://www.drugdiscoverytrends.com/50-of-2022s-best-selling-pharmaceuticals/
https://www.anjusoftware.com/insights/data-science/asco-2023-insights-ta-scan/
https://www.anjusoftware.com/insights/data-science/asco-2023-insights-ta-scan/

O 229 To|PYF. YEstolr], AW WA T WH(=Q AF| £ Fey) o
HjEhe ZYS o7 A2 WY WEH AN IFNA dolEs ATs: AYS
23,109 oy 59 29 AP FEats M2 AF 51 AF Al

o
(janushenderson, 2023.05.24.)

- 0]=2 FDA: 20234 19 & =35tlo]l RX]|&A] Legembi(lecanemab-irmb)S A|A

-~

o=z 237]9] AleK(Novel Drug) £91(FDA, 23.06.20), 229 =7] tjy] Alek &

0]

ol A oF 1.44[("22d 64 7]&E 1671)

* Lamzede(Chiesi Farmaceutici), Syfovre(Apellis), Skyclarys(Reata), Daybue(Acadia),
Joenja(Pharming) S $43 Aok 7|50 Al &t

[ 20233 0]= FDA 4l°K(Novel Drug) 5|7} @]

No.| A% FR3% N33 sa9
1 | Legembi | lecanemab-irmb o =3sto|H 2023-01-06
2 | Brenzavvy bexagliflozin Aol A28 dy Xpe] I 24 JiA 2023-01-20
4 | Orserdu elacestrant XS E= XMo|Ad QuHpet 2023-01-27
- | BTK RIS ZEstel A4 23] o)) Al aue we
3 | Jaypirca pirtobrutinib Holo] AjEtA Tl BOA WIS AL 2ma 2023-01-27
A4 Y SO 242 W 49
5 | Jesduvroq daprodustat oby AR Alsto 2 ol3t ulal 2023-02-01
velmanase ‘
- idosis B EAA|AA ZAF -02-
6 | Lamzede alfa-tycy alpha-mannosidosis B|&FAI73A] £4 2023-02-16
. . IgA AlZ(Immunoglobulin A nephropathy, IgAN)O 2 o
7 Filspari sparsentan 013t Thil . (proteinuria) ZAPIA 2023-02-17
8 | Skyclarys omaveloxolone nzlcg]s] SEARS 2023-02-28
9 | Zavzpret zavegepant H|7}8 g HEE X 2A) 2023-03-09
10 | Daybue trofinetide JESS S 2023-03-10
12 | Rezzayo rezafungin s 2@ ASA 7IoE X8 2023-03-22
MolA, A, 24 ZIsiA(locally advanced)
11 Zynyz retifanlimab-dlwr H 27N EHmerkel cell carcinoma, MCC)2] 2023-03-22
1Rb] 24
13 Joenja leniolisib 2| & &3t PISKHEISS - R & 2023-03-24
14 | Qalsody tofersen &= EAASHE 2023-04-25
. pegunigalsidase xo] o]yl e
15 | Elfabrio Alfa-iw] =l 2023-05-09
. Hgog QIst F5=oA 559 e
16 | Veozah fezolinetant S0 = ZAHYMS)(OFH B X) 2023-05-12
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https://www.janushenderson.com/en-ie/investor/article/whats-next-for-biotechs-ma-boom/
https://www.fda.gov/drugs/new-drugs-fda-cders-new-molecular-entities-and-new-therapeutic-biological-products/novel-drug-approvals-2023
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=ZEH Hofd &9

No.| =3 F04% H85 22

17 Miebo | perfluorhexyloctane N i B 2023-05-18

18 | Epkinly | epcoritamab-bysp 0)9td AdB NE J=ZZ(DLBCL) 3&} R & 2023-05-19
sulbactam Acinetobacter baumannii-calcoaceticus complex ©]

19| Xacduro | SLMCET | g5 gelgol ofal wAlsks WYl 8= Alad MY % | 2023-05-23
propactam AT 5E7] B Al U

21 | Posluma | flotufolastat F 18 PSMAEA XM=A A PETAYA) 2023-05-25
. . AR _ AJsi=l O]31o] k=© AJ0]0] AZXRIIA] ==

20 | Paxiovid nirmatrelvir, %% COVID-192 %18 9gdo] =2 /gdR1e] 450 55 9023-05-25
ritonavir COVID-1

22 Inpefa sotagliflozin AFEL L AYX X7 2023-05-26

g BAJER] 2 njebd Ao B Al HF E= 23] o9l
23 | Columvi | glofitamab-gxbm | FAl Q¥ © o] oz ofji] WAlsk= Ao B Al JxES | 2023-06-15
A= o]F5Fold ZA

* ZX]: Novel Drug Approvals for 2023, FDA, 23.06.20

O Evaluate= 227]°] HAAQ SSH2AH SA] 78S dwstt 202393 =5
HAHO s& dAHevaluate, 23.05.10)
[ 2023 EA(G1A) 50 BSWAH oJoE |
z 289 27
AEd v o : } =]
(=) THLAL A= Target/Modality NLSA 0} &8
o™ o ($ billion)
Legembi . obx =l oAB protofibril | US FDA 49l
(lecanemab-irmb) Eisai/Biogen 2 ZstelH mAb 2023.01.06 3
PDUFA
(Deliig;s?tgglene Sarepta/Roche olggsel it AAV-Dystrophin 2023.05.29. 2.2
8 p SR} Q9 YSWOPRIR 9093 .06.22. 2 '
Moxeparvovec) o
A71)
" ?yfox.rtre 1 Avell R Ed 9]%=o] i3t | Complement C3 | US FDA 29I 2
nravitrea betis YA|OIAF C3RA| inhibitor 2023.02.17
pegcetacoplan)
DS-1062 . .
(Datopotamab Daiichi Sankyo/ o} 7]e} of Trop2-directed Phase I 20
Astrazeneca ADC
deruxtecan)
dxsto|nfrgo] gt . Phase 1II
Donanemab Bl Lily | stojalzole gze | GABARPS-42) 1000011
o mAb .
SHA]| received CRL) 19
Veozah Hrazl= gt NK-3 receptor | US FDA &9 |
=y A ==0] o} o v
(Fezolinetant) Astellas Pharma ?Oiol 1§T = antagonist 2023.05.12
Arexvy 60A] oA 557 . US FDA 49l
(RSVPreF3 OA) GSK Mgt vlojaiA wpa | RSV Vaceine | onq 00 03 1.8
EPKINLY™ . aCD3xaCD20 US FDA 49l
(Epcoritamab) Abbvie/Genlab PLBCL BsAb 2023.05.19 L7



https://www.fda.gov/drugs/new-drugs-fda-cders-new-molecular-entities-and-new-therapeutic-biological-products/novel-drug-approvals-2023
https://www.evaluate.com/vantage/articles/insights/other-data/blockbuster-year-could-be-building

289 24
A5 . _ 4 573
() THAL A= Target/Modality NLSA 0} =08
P T ($ billion)
Lebrikizumab Lilly/ Almirall olEn] m+Yd Anti-IL-13 MADb Phase III AI
5% AR EH(SCD) PDUFA
exa-cel Crispr/Vertex | 48 °&4 v]e} Cfégpi/e gzsg 2023.12.08. Zt
A% 591%8(TDT) & PY 1 9024.03.30 =
o
Zuranolone Biogen/Sage ~Q 28 Aoy, Gaba A receptor PDUFA TE;I:
(SAGE-217, Therapeutics AlS OOo= modulator 2023.08.05. 15
SAGE-NCE) P s TS (Priority Review)
ABRYSVO . 604 o] 557 . US FDA 49l
(RSVpreF) Pfizer MESS Hoj2| A WAl RSV Vaccine 2023.05.31 1.3
Phase III
Mirikizumab Eli Lilly HYH A, 324 alL-23 mAb (2023.04.13
received CRL)
. . SIP receptor
OFA] CHAFA
Etrasimod Pfizer Hod gArs modulator Phase 1II 1.2
Zimura Complement
(avacincaptad N F,AStBe,HaO]A) e = Cbha/Chb-9 201322%}?19
pegol) verie Blo e inhibitor O
. . _ Ultra long-acting| US FDA 491
3 ow
Altuviiio Sanofi/ Sobi =2+8 A FVIII therapy 2093.02.24 1.1
_ ACVR2A-Fc
W] =0 773 ok
Sotatercept MSD hiz| el YGRS antagonist Phase Il 1

*x &x]:Top 10 most anticipated drug launches of 2023(Fiercpharma, 02.06), 2023’s biggest launches: the sto
ry so far(Evlauate, 05.11) 2 FDA Zmo]x] I & XY

- Oj9F d"fo]lE A Ho] Inflation Reduction Act(IRA)o] wt=
Kyprolis, Padcev, Tezspire 5 85HAH a3 TS M

(o]

Humira, Prolia,

edicare Part B9]

437] ojobE WaINaR Ul guel 22w AWMl o TS Mg AY
(biospace, 23.06.09)

* OMSD, @BMS, QU|=/d532]9 4, @u|=A2F2](PhRMA)-U]=FFH3|(NICA)-Z 28
BAAS](GOCA)7 242} IRA 718t Hg7Alofe] 7Ry xgdo] 7 A8EAA IR
She et HgRae 24, Y’ 4% Al7l(cnbe, 23.06.21)

W ogae | ot QR uz7)g B3
e Expresion de Interés para la
provision de Equipamiento de
H - - 213
UNDP 7t soporte a la Producciéon 29-Jun-23 o=
Biofarmacéutica.
. . 12-Jun-23
UNDP a9 Supply and Dellvgry of Medical @05:00 PM a1
Drugs and Sundries . ©
(New York time)



https://www.fiercepharma.com/marketing/top-10-most-anticipated-drug-launches-2023
https://www.evaluate.com/vantage/articles/insights/nme-approvals/2023s-biggest-launches-story-so-far
https://www.biospace.com/article/biden-administration-imposes-penalties-on-43-drugs-due-to-price-hikes/
https://www.cnbc.com/2023/06/21/phrma-sues-biden-administration-over-medicare-drug-negotiations-.html
https://procurement-notices.undp.org/view_notice.cfm?notice_id=97807
https://procurement-notices.undp.org/view_negotiation.cfm?nego_id=6337

=[P
| QwR | oy Ry o713t Hl 3
» Appel d'pffre pour achat 1900 does | 22-Jun-2023 16:00
15 2]3
3 FAO e de vaccins antirabique+Diluant (GMT 0.00) =
e Implement the Local Health Systems
Playbook for Equity-based
I COVID-19 Vaccination through CSO | 21-Jun-2023 17:00
glglo] X 23
4 WHO 2ol A= Initiatives to Increase COVID-19 (GMT 8.00)
Vaccine Uptake in Areas with High
Unvaccinated Populations
e Procurement of Pharmaceutical 05-Jun-2023 12:00
Algfo 213
> UNRWA lefer Products and Medical Aparel (GMT 3.00) =
* [nvitation to bid for Medicine(246
items). Long-Term Agreement for 21-Jun-2023 11:00
g1zl A ! 213
6 IOM d2eftiAl 0l(one) year with possibility of (GMT 6.00) =
extension
* Procurement of medicines for
treatment of patients with
NCDs(cardiovascular diseases, 09-Jun-2023 12:00
E 2 IHYAE ) ) ) 213
/ UNDP FeanyAd respiratory diseases, endocrine and (GMT -4.00) —
mental health disorders) in
Turkmenistan
e ITB 5-2023-63 Procurement of .
8 WHO Al2]o} Medical Equipment and Supplies for 21-Jun-2023 23:59 23
. ) (GMT 2.00) o=
Syria Hospitals
Director of . e Supply of Emulsifying Ointment B.P. 18-Jul-2023
9 Health sz to the Department of Health on a (12:00 noon) 213
36-month contact '
e ITB-DTwP-HBV-IPV-Hib Vaccin
u “Tul- 2lg
10 PAHO 1= 0023-2025 15-Jul-2023 =
¢ Request for Quotations for the
Supply of Artesunate Suppositories | 06-Jun-2023 15:00
o|R|2]o 213
1 UNOPS Htelxfefer to the NMEP of the Federal Ministry (GMT 0.00) —
of Health of Nigeria



https://www.ungm.org/Public/Notice/203307
https://www.ungm.org/Public/Notice/203212
https://www.ungm.org/Public/Notice/202451
https://www.ungm.org/Public/Notice/202446
https://www.ungm.org/Public/Notice/199698
https://www.ungm.org/Public/Notice/202379
https://www.gld.gov.hk/egazette/pdf/20232722/egn202327223379.pdf
https://www.govsolicitation.com/latest-tenders/65144159$03b7add0-eba1-4282-9d2f-a34b806d79ec
https://www.ungm.org/Public/Notice/201839
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A ol K-“%tg = IJ:] o= Q
_o‘(\)_l E'.K]- (}g_u‘i_tg) E]}\]-O _I"-Q- ]“Ho H]—l_'—
PEMETREXED _ i _
o H|AAM|E moF Wl otA] 5ot =plxo 2 95
05/22 (PEMETREXED Shilpa Medicare O]LP ﬂji ”ﬂf&‘x A B FHEA Aws Sl NDA #215179
DISODIUM) MAY/EA] AR FAHA] -
« QmjQo|E i} B-go] QL AL oAlE &=
OPVEE® N ! _ « NDA #217470
S}xlo] o1 2 0] 7} N —
05/22 (nalmefene) OPIANT PHARMS ;i}jﬂ O]o 2 X282 93t nalmefene H]7} « PRIORITY
AYVAKIT BLUEPRINT o 2570 [Al BT ZE(ISM)o] = /g9l .
05/22 (AVAPRITINIB) MEDICINES R BAZ Alg Aex %7} NDA #212608
XACDURO ] .
. ENTASIS * 73010 LS Al HI-(HABP) £= 53571,
05/23 (SULSQE"CF%I;AM?URL THERAPEUTICS INC | 2191 Ajsts] E(VABP) R|22 oJ31 =erstn NDA #216974
¢ 555/5%5 2m9o|t AR Aof(OUD)E
BRIXADI oo/ 60 - o o « NDA #210136
05/23 (BUPRENORPHINE) BRAEBURN RX|@23}7] Yt 15t A8 Brixadi . W
(buprenorphine) A% 8% FAA|
o OFAJY| E8TE] vEQOb(Acinetobacter
1 71 Bl dig o] 7ZYAA YR
Xacduro ba;umgnnu)ih_ ogei‘_: AElElorel g WS\ pa w016974
05/23 (DURLOBACTAM | ENTASIS THERAP | ©J5l 98t ¥ &5 Alv/d H(HABP) ¥ |, PRIORITY
SODIUM) AE5g7] o M H-(VABP)of| st
N2Z& ABA(FAHE H2ure)
YUFLYMA . olTHo]ToF g Alala .
05/23 (ADALIMUMAB-AATY) CELLTRION otz =gl ulo] Q A|U BLA #761219
POSLUMA BLUE EARTH o Z|R0|AL S-USH FDA 59 A
05/25 | (FLOTUFOLASTAT | o\ oo |7y sto|Ha=(rh)AY A Eo] orald(PSMA) EA |« NDA#216023
F-18) T YRR BE TS ZY(PET) ojo)d AlA
Paxlovid _ . « NDA #217188
o« AXRON ZELZ T 2 oJ5F ALQ S el llbn
05/25 | (NIRMATRELVIR; PFIZER ;}H"QH fxﬂ‘)i 2 19 Ales Ht 37|, PRIORITY
RITONAVIR) ° - o THAESIEUA)
POSLUMA o YAMY stolBe|E(rh) AP So] 9
05/25 | (FLOTUFOLASTAT BLUE EARTH 8r9I(PSMA) E& AR} 815 oh& &0J(PET)S |+ NDA #216023
F-18 GALLIUM) o] 5t upAlA AITH (ZALA])
o A28 Ty, g A A ol Al @
INPEFA LEXICON Aol A= AFEY ARAE oY .
05/26 (SOTAGLIFLOZIN) | PHARMACEUTICALS |» &]%0] UEE-T -} ZEA4F 28(SCLT2) ¥ NDA#216203
13J(SGLT1) @A
o Al%Fo| EAIE &]%0] SGLT-1/2 AAIA|, 28
INPEFA Gry, T Al Ag 9 7jE AET 9y .
05/26 (SOTAGLIFLOZIN) LEXICON PHARMS Qolo] 9 Aolo] AluA 9|3l ers} 20| 12 NDA #216203
13] A+ EoA|
VEVYE o ]
¢ OFLAHARA] 2F AJoF Ao}ol .
05/30 (CYCLOSPORINE) NOVALIQ GMBH Ot LARA R B 7R2F Alok, Aokl NDA #217469
INJECTAFER o AlEA Aol slxlo] ME AW x Al
05/31 (FERRIC AMREGENT |° S SU WS Aw AR ASAR AL ypa s0ss65
CARBOXYMALTOSE) 485 #1
* BRCA =d9Ho] Holid AN A .
0/31 | o amany | AstraZeneca/MSD | RRINAmCRPC) el B} 2|28 9Igt T
9.9 9 W(LYNPARZA+ abi/pred)

1) (BLA) Biologics License Application (B&22F% &7141%) / (NDA) New Drug Application(4] 2F&] 7F41%)
(PRIORITY) Priority Review ($-414]A}) / (ODD) Orphan Drug Designation(3]¥] <] k% A A)
(AA) Accelerated Approval (2144141 / (BT) Break-through Therapy (841 X24)) / (FT) Fast Track (|AEE)



https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=215179
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=217470
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=212608
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=216974
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=reportsSearch.process&rptName=1&reportSelectMonth=5&reportSelectYear=2023&nav#navigation:~:text=BRIXADI-,NDA%20%23210136,-ORIG%2D1
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=216974
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=761219
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=216023
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=217188
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=216023
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=216203
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=216203
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=217469
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=203565
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=208558
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=

24 MY 53
A= .
sags  AET ERL 7 U8 Ok
2903 9% AT olN >8A0UIEA
_° _ ! « NDA #209940
0605 PREVYMIS MSD CMV-S /4817t CMV-2428(D+/R-1)9 |, PRIORITY
(LETERMOVIR) At zHEo| 2 A(CMV) A oS st 22
A% 49 "o
ABBVIE _
06/12 LINZESS Ironwoo/d * GAlofA] 17A] Afole] Aob Kol 715 8| b 00811
i i %l 2 K Al O R X == Tavar- -
(linaclotide) Pharmaceuticals XAz A4 B35 F71
BYLVAY * 12709 o3| &AM Alagille 58702 QlgH |,
06/13 (ODEVIXIBAT) ALBIREO G HAE 20 ARAE A e Ao} NDA #215498
+ ool A4 24 oo Al KU Al Aol
COLUMVI e Ay FuFoN PAste ogkg Ad |,
06/15 | o orrrama.ceyy|  CENENTECH INC | L o a (DLBCL) 2 A0) BAE almzg | BLA #761309
st el A% 291

[J 7+ EMA Qs

a

AIAL & 3}2)

[ EMA I9F% MAF 45 |

&3 5] A1 = Q A}
(]BLHV_‘D(;) i]}\]-O _I"—g- LHO OEH H]—l_'—
Tibsovo Les Laboratoires - AlWs)7t |« EMEA/H/C/005936
. owo al crujobx
(ivosidenib) Servier IDHL E9iio] AML 5 543 Authorised |* Orphan medicine
Epysqli Samsung Bioepis NL| . . . Hhol o A]oia AlsiZE |,
(Eculizumab) BV, Soliris(eculizumab) BFo] @ A|H 2] Authorised EMEA/H/C/006036
Vafseo Akebia Europe |+ THd A1 Aghat HAE 9IG(RE AlsizE |,
(vadadustat) Limited 27 FEe )9 X&' Authorised EMEA/H/C/005131
Pylclari . o APHL RTtA| ek AlsiZE |,
(piflufolastat (1gF) | CUTU™ PeUFTaNCe |, poyin s pET oy org positive | EMEAZH/C/005520
Marinus * 2A4] o]AF CDLK5ZA Aol (CDD)= .
o+5]7
( Garzltigzne) Pharmaceuticals | @izl SAA 7an Teisl WAt ]o;;jvg « EMEA/H/C/005825
Emerald Limited | #|2A] P
o W2 7|9t slste iyl -85t
Oodiv Bristol-Myers Z0Fo] PD-L1 9H3lo] 1% o]Afol AJTts] 7}
(ni gl lIZlab) Squibb Pharma g S| A YJEo] w2 A 27494 |» EMEA/H/C/003985
Vo EEIG 7hs3t v AN ZE Qo] Al R A] Positive
R &A
~ _ AlmsiZt
Sogroya . o« AR 523 Adlo] 9l Ao} g i « EMEA/H/C/005030
_ 21AHA
(Somapacitan) Novo Nordisk A/S JAE0] X 82A e ¢ Orphan medicine
Positive
Sohonos R1387d Zad dRolBd5(FOP) AlESI7F AR,
(Palovarotene) Ipsen Pharma A 2A] Negative EMEA/H/C/004867
Asimtufii Otsuka A3l 23]
(Aripiprazole Pharmaceutical |+ FAIELZ SX] X gA| (Withdrawal |+ EMEA/H/C/005929
monohydrate) Netherlands B.V. application)
Susvi Roche Resistrati A3l 23]
LSVIIO oche REBISration |, srah g &) 24 (Withdrawal |+ EMEA/H/C/005610
(ranibizumab) GmbH ..
application)
. ~ . 27857 |« EMEA/H/A-20/152
o AAFASE 1] x T
Adakveo Novartis ARG LY R 2A| HA H1 5/C/4874/0013
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https://www.ema.europa.eu/en/medicines/human/EPAR/tibsovo-0#authorisation-details-section
https://www.ema.europa.eu/en/medicines/human/EPAR/epysqli#authorisation-details-section
https://www.ema.europa.eu/en/medicines/human/EPAR/vafseo#product-information-section
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/pylclari
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/ztalmy
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/opdivo-9
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/sogroya-0
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/sohonos
https://www.ema.europa.eu/en/medicines/human/withdrawn-applications/asimtufii
https://www.ema.europa.eu/en/medicines/human/withdrawn-applications/susvimo
https://www.ema.europa.eu/en/medicines/human/referrals/adakveo
https://www.ema.europa.eu/en/medicines/human/referrals/adakveo
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=209940
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=202811
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=215498
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=761309
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O Oncology
Sponsor Interventions Phase Study Title Conditions NCT NO.
Phase 1 . f/[e?i?clidnyetg\dée?i?naﬁsotl;tirtlhlieitl;SYWith * Non-Hodgkin
Pfizer |* Drug: Maplirpacept PUrpacep p Lymphoma NCTO05896774
Phase 2 Advanced Non-Hodgkin Lymphoma or « Multinle Myeloma
Multiple Myeloma in China hpie My
e A Study to Learn About the Effects of
e Drug: maplirpacept Two Study Medicines (Maplirpacept
. (PF-07901801) Phase 1 [PF-07901801] And Glofitamab) When | Diffuse Large
Pfizer ¢ Drug: Glofitamab Phase 2 Given Together In People With B-Cell Lymphoma NCT05896163
¢ Drug: Obinutuzumab Relapsed Or Refractory Diffuse Large B
Cell Lymphoma.
* Drug: Maplirpacept . ?Zﬁiaﬁa%agi?ﬁeg%iﬁ?g?&o le | Diffuse Large
Pfizer | Drug: Tafasitamab Phase 2 ! ' ! ! D Hu 8 NCT05626322
. . . With Relapsed or Refractory Diffuse Large| B-Cell Lymphoma
e Drug: Lenalidomide
B-cell Lymphoma
* A Study Evaluating the Safety, Activity,
and Pharmacokinetics of GDC-6036 in
* Drug: GDC-6036 Phase 1 Comblqatlgn Wlth. cher Anp—Cancer * Non-Small Cell
Roche . . Therapies in Participants With NCT05789082
e Drug: Pembrolizumab Phase 2 . Lung Cancer
Previously Untreated Advanced or
Metastatic Non-Small Cell Lung Cancer
With a KRAS G12C Mutation
. . * A Study of Giredestrant in Participants |* Endometrial
Roche Drug: Giredestrant Phase 2 With Grade 1 Endometrial Cancer Cancer NCT05634499
* A Rollover Study for Participants
Roche |* Drug: Ipatasertib Phase 4 Previously Enrolled in a Genentech * Cancer NCT05862285
ue- b and/or F. Hoffman-La Roche
Sponsored Study
* Renal Cell
Carcinoma,
Non-small Cell
* Drug: RO7515629 Phase 1 | Study of RO7515629 in Participants With
Roche |, prug: tocilizumab Phase 2 | HLA-G Positive Solid Tumors Lung Cancer NCTO5769959
* Pancreatic
Adenocarcinoma,
Colorectal Cance
* Study to Evaluate Adverse Events,
Change in Disease Activity, and How .
. . * Hematologic
AbbVie |[* Drug: ABBV-101 Phase 1 Oral ABBV-101 Moves Through the Cancer NCT05753501
Body in Adult Participants With B-Cell
Malignancies
* MSIhi or dMMR
e Study of HRO761 Alone or in Advanced
* Drug: HRO761 Combination in Cancer Patients With Unresectable or NCTO5838768
Novartis | Biological: tislelizumab Phase 1 Specific DNA Alterations Called Metastatic Solid
e Drug: irinotecan Microsatellite Instability or Mismatch Tumors (Including
Repair Deficiency. Colorectal
Cancers)
Novartis * Other: Best supportive/best Phase 2 Dosimetry of [177LulLu-PSMA-617 in Castration-Resista | NCT05670106
standard of care (BS/BSOC) ) . . nt Prostate
« Drug: 68Ga-PSMA-11 Chinese Adult Male Patients With Cancer (mCRPC)
& Progressive PSMA-Positive mCRPC
¢ Evaluation of HU-resistance in Adult
Novartis |* Drug: Hydroxyurea Patients With Polycythemia Vera Who | Polycythemia Vera| NCT05853458
Phase 4 .
Meet PV-AIM Predictors
BMS * Drug: BMS-986449 Phase 1 |+ A Study of BMS-986449 With and » Advanced Solid NCT05888831
3) 20223 9] 6d] X5 Eo T S22 ulE A9 207) 719(2022)8 Sponsor(Lead)Z 553 A4t
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Sponsor Interventions Phase Study Title Conditions NCT NO.
- Without Nivolumab in Participants With
Drug: Nivolumab Phase 2 Advanced Solid Tumors Tumors
¢ A Study to Evaluate the Safety and
Effectiveness of Luspatercept for the
. - Treatment of Transfusion-dependent |, .
BMS Biological: Luspatercept Phase 4 (TD) Anemia Associated With Anemia NCT05891249
Myelodysplastic Syndromes (MDS) &
Beta-thalassemia (3-Thal) in India
e A Study to Compare Iberdomide
Maintenance Versus Lenalidomide
¢ Drug: Iberdomide Maintenance Therapy Following . .
BMS * Drug: Lenalidomide Phase 3 Autologous Stem Cell Transplant in Multiple Myeloma | NCT05827016
Participants With Newly Diagnosed
Multiple Myeloma
. . e A Study to Investigate Use of
_|* Drug: SAR445419 Off-the-shelf Natural Killer (NK) Cells | Acute Myeloid
Sanofi  |* Drug: fludarabine Phase 1 . . NCT05712278
« Drugs: cytarabine (SAR445419) in Relapsed/Refractory Leukaemia
ue: ¢y Acute Myeloid Leukemia
: gng Eﬁ?ﬁiﬁl&m " Study Comparing Tarlatamab With | o ooy 1y,
Amgen & Phase 3 | Standard of Care Chemotherapy in & | NCT05740566
* Drug: Topotecan Cancer (SCLC)
) .. Relapsed Small Cell Lung Cancer
¢ Drug: Amrubicin
e Study to Explore the Safety,
) Tolerability, and Pharmacokinetics of |* Advanced Solid
Amgen |* Drug: AMG 305 Phase 1\ 2\iG 305 in Subjects With Advanced | Tumors NCT0580094
Solid Tumors.
e A Study to Test How Well Different
Doses of Bl 764532 in Combination e Small Cell Lung
Boehringer|e Drug: BI 764532 Phase 1 | With Ezabenlimab Are Tolerated by Carcinoma (SCLC) NCT05879978
Ingelheim | Drug: Ezabenlimab Phase 2 People With Small Cell Lung Cancer * Neuroendocrine
and Other Neuroendocrine Tumours Neoplasms
That Are Positive for DLL3
Boehringer * A Study to Find a Suitable Dose of BI
ger|, Drug: BI 1821736 Phase 1 1821736 and Test Whether it Helps * Solid Tumors NCT05839600
Ingelheim .
People With Advanced Cancer
O CNS(CENTRAL NERVOUS SYSTEM)
Sponsor Interventions Phase Study Title Conditions NCT NO.
e A Study to Understand How the Study
Medicine (PF-06823859) Works in
Pfizer . Drugf PF-06823859 Phase 3 People With Active Idl(?pathlc « Myositis NCTO5895786
¢ Drug: Placebo Inflammatory Myopathies
[Dermatomyositis (DM) and Polymyositis
(PM)]
e Study of Oral Atogepant Tablets to
) * Drug: Atogepant Assess Change in Disease Activity in o« Mioras
AbbVie * Drug: Placebo for Atogepant Phase 3 Adult Japanese Participants With Migraine NCT05861427
Episodic Migraine
e Long-term Extension Study to Assess
. . . Adverse Events of Oral Atogepant Y Bt L
AbbVie Drug: Atogepant Phase 3 Tablets in Pediatric Participants (6 to 17 Episodic Migraine | NCT05707949
Years of Age) With Episodic Migraine
e A Study of Danavorexton in People
¢ Drug: Danavorexton Phase 2 With Obstructive Sleep Apnea After .
Takeda * Drug: Placebo General Anesthesia for Abdominal Sleep Apnea NCT05814016
Surgery
Novo ¢ A Research Study Looking at the Effect
Nordisk . Drugi Semaglutide Phase 3 of Semaglutl.de op the Immune .System . A%zhelmers NCTO589149%
A/S * Drug: Placebo and Other Biological Processes in Disease
People With Alzheimer's Disease




O Infectious Disease

Sponsor Interventions Phase Study Title Conditions NCT NO.
* Biological: Combination
[RSVpreFfBNTblGZbZ] ° A Stljldy to Learn About Two or More |, COVID-19 and
* Biological: Bivalent Vaccines That Are Put Together as Respirator
Pfizer BNT162b2 (original/Omi Phase 2 | One Shot Against Infectious Lung S nI(): stial \};irus NCTO05886777
BA.4/BA.5) lllnesses, Including COVID-19 and (RYSV)
* Biological: RSVpreF Respiratory Syncytial Virus (RSV).
* (and 2 more...)
* A Study to Understand the Effect and
. e Safety of the Study Medicine . ~ ~
Pfizer | g;“gj iig}?g&o’ Phase 2 | PF-07817883 in Adults Who Have ;ﬁiiocrfv 2 NCT05799495
U8 Symptoms of COVID-19 But Are Not
Hospitalized
* Biological: 20-valent e A Study to Learn About the Safety and « Pneumococcal
Pfizer pneumococcal conjugate Phase 3 Immune Response of 20vPnC in Adults Disease NCTO05875727
vaccine in India.
 Drug: PF-07842805 « A St.u.dy to Learn About the Study . .
« Drug: Caspofunein Medicine (Called Fosmanogepix/ ¢ Candidemia
Pfizer g: D & Phase 3 | PF-07842805) in People With * Candidiasis, NCT05421858
* Drug: Fluconazole . . . .
. Candidemia and/or Invasive Invasive
e Drug: Placebo L
Candidiasis.
* A Study to Learn About How Loss of
. . b Liver Function Affects the Blood Levels . ~
Pfizer Drug: PF-07817883 Phase 1 of the Study Medicine Called COVID-19 NCT05884554
PF-07817883.
e A Study to Assess Change in Disease
Activity and Adverse Events of Oral
. . . Upadacitinib in Adult and Adolescent | Hidradenitis
AbbVie Drug: Upadacitinib Phase 3 Participants With Moderate to Severe Suppurativa NCT05889182
Hidradenitis Suppurativa Who Have
Failed Anti-TNF Therapy
. . e A Study to Test the Efficacy and Safety . e
Sanofi || Drus: SAR442970 Phase 2 | of SAR442970 in Adults With Hidradenitis NCT05849922
e Drug: Placebo . " . Suppurativa
Hidradenitis Suppurativa
* Dose Exploration
AstraZeneca |* Drug: AZD3152 Phase 1 Intramuscular/Intravenous  Prophylaxis « COVID-19 NCT05872958
Pharmacokinetic Exposure Response Study
¢ Study to Assess the Immune Response, the
« Biological: RSVPreF3 OA %ﬁiﬁgg@;ﬁgﬁ?ﬁ%& oretusion|* RESpITEtOry
GSK ) ;Brilzfostiiaa?olr;g[;gccme Phase 3 Protein 3 Older Adult (OA) (RSVPreF3 OA) ISr?;gtyl‘[;ls Virus NCT05879107
gicar Investigational Vaccine When co
Administered With PCV20 in Older Adults
O Metabolic/Endocrinology
Sponsor Interventions Phase Study Title Conditions NCT NO.
« Drug: Orforelipron e A Study of Orforglipron in Adult ¢ Obesity
Hi Lilly | Dmgj Placeﬁop Phase 3 | Participants With Obesity or Overweight Overweight NCT05872620
& and Type 2 Diabetes Type 2 Diabetes
A * Drug: LY3532226 * A Study of LY3532226 in Participants | Type 1 Diabetes
B Ly |, be: Placebo Phase 11 yith Type 1 Diabetes Mellitus Mellitus NCT05887999
e 1 Dot
Bt P Nt |* A Study of LYB388AX in Participants |+ Type 2 Diabetes
Eli Lilly . . Using a Connected Insulin Management|® Type 2 Diabetes | NCT05893797
¢ Device: Dexcom G6 CGM Applicable .
. Platform Treated With
* Device: Glooko Research Insulin
Medical App (RMA)
Hli Lilly * Drug: LY3537982 Phase 1 |° A Study of [14C]-LY3537982 in Healthy | Type 1 Diabetes NCT05901311

* Drug: ["*C]-LY3537982

Participants
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O Autoimmune/inflammation

Sponsor Interventions Phase Study Title Conditions NCT NO.
* Lupus
« A Study to Learn About the Study grﬁzgiatos“s'
Pfizer e Drug: PF-06823859 Phase 2 Medicine (PF-06823859) in Adults With . szus NCT05879718
Active CLE or SLE With Skin Symptoms. Erythematosus,
Cutaneous

e Study to Assess Change in Disease

Activity and Adverse Events of Oral

¢ Drug: Upadacitinib ¢ Rheumatoid

AbbVie . . . Phase 3 Upadacitinib Compared to Subcutaneous . NCT05814627
Drug: Adalimumab Adalimumab in Adult Participants With | ~Tthritis
Moderate to Severe Rheumatoid Arthritis
* Drug: SAR441566 * A Randomized Placebo- and Active « Rheumatoid
Sanofi ¢ Drug: Placebo Phase 1 Comparator-controlled Study to Arthritis NCT05844735
e Drug: Ciprofloxacin 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
. " Arthritis
Rheumatoid Arthritis
O Cardiovascular
Sponsor Interventions Phase Study Title Conditions NCT NO.

e Efficacy, Safety, and Pharmacokinetics

of Vericiguat in Pediatric Participants * Heart Failure

¢ Left Ventricular

* Drug: Vericiguat tablet
e Drug: Vericiguat suspension| Phase 2

MSD « Drug: Placebo tablet Phase 3 With Hear't Fallurg Due to Left Systolic NCT05714085
* Drug: Placebo suspension Ventricular Systolic Dysfunction Dysfunction
8 P (MK-1242-036) Y
« Drug: Retatrutide * A Study of Retatrutide (LY3437943) in | Obesity
Eli Lilly g: Phase 3 Participants With Obesity and ¢ Cardiovascular | NCT05882045
* Drug: Placebo . . .
Cardiovascular Disease Diseases
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https://investors.avrobio.com/news-releases/news-release-details/avrobio-announces-agreement-sell-cystinosis-gene-therapy-program/
https://investors.alvotech.com/news-releases/news-release-details/filing-information-related-press-release-agreement-between
https://ir.c4therapeutics.com/news-releases/news-release-details/c4-therapeutics-and-betta-pharmaceuticals-announce-exclusive
https://ir.c4therapeutics.com/news-releases/news-release-details/c4-therapeutics-and-betta-pharmaceuticals-announce-exclusive
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https://www.novonordisk.com/news-and-media/news-and-ir-materials/news-details.html?id=166111
https://www.novonordisk.com/news-and-media/news-and-ir-materials/news-details.html?id=166111
https://www.astellas.com/en/news/27931
https://www.pharmaceutical-technology.com/news/cholesgen-astrazeneca-advance-research-hypercholesterolemia/
https://www.prweb.com/releases/a_alpha_bio_announces_collaboration_with_gilead_to_advance_next_generation_hiv_therapeutic_options/prweb19385720.htm
https://finance.yahoo.com/news/sun-pharma-philogen-enter-exclusive-050000307.html
https://www.sealrocktx.com/news/may-31-2023.html
https://www.sealrocktx.com/news/may-31-2023.html
https://www.bayer.com/media/bayer-erwirbt-exklusive-lizenz-von-cedilla-therapeutics-fuer-selektive-inhibitoren-in-der-praeklinischen-praezisionsonkologie/
https://www.bayer.com/media/bayer-erwirbt-exklusive-lizenz-von-cedilla-therapeutics-fuer-selektive-inhibitoren-in-der-praeklinischen-praezisionsonkologie/
https://www.astrazeneca.com/media-centre/press-releases/2023/astrazeneca-agreement-with-quell-therapeutics.html
https://www.astrazeneca.com/media-centre/press-releases/2023/astrazeneca-agreement-with-quell-therapeutics.html
https://www.evaluate.com/vantage/articles/news/deals/lilly-signs-verve-take-novartis-and-amgen
https://www.evaluate.com/vantage/articles/news/deals/lilly-signs-verve-take-novartis-and-amgen
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[ 20239 229 49 207] ¢ mop 127] olE B uA] dx, WAl 9 7]} COVID-19 A
o] tigt &0 JFgo= 20239 1&87] e ZA HA(FiercePharma, 2023.05.23.)

o2l

O BioNTech, Moderna, Pfizer, Merck(MSD), Roche, AstraZenec, Gilead
Sciences 5°] COVID-19 ¥ A& $8 ZF4AE Qg & stHo] ERIEC
W, shuby] Aok 4 Awp 3 L BAE S &% Al

- COVID-19 ME = 20230] 23k}, u]eh, G, @93, of, gxstoo]
=S 02 gi#2 3E AZoA 2 59 A Mt (janushenderson, 23.04.13)

[ 22¥ ui& A9 2070AF 20239 187] tj& @ |

Ad | SJAg 22.Q1 23.Q1  |ojEo wis} wE7tA/E7F Qo1

1 BioNTec €1,277.0m €6,374.6m -80% COVID-19 HHA] 20l ZFA
2 Moderna $6,066m $1,862m -69% COVID-19 Al of ZHA
3 Pfizer $ 25,66lm | $ 18,282m -29% COVID-19 #BXlof tfjst 49 7hA
COVID-19 & A|&(Xevudy) UJE st 2
_ 0,
4 GSK €9,780m €6,951m 29% Haleon consumer health A}
5 Eli Lilly $7,810 $6,960 -11% COVID-19 A2 9Ist 409l 7hA
COVID-19 X|&A] Lagevrio ¥
ele)
6 |Merck(MSD) $15,901 $14,487 9% JANUVIA/JANUMET(S o) Of% o}2r
7 Roche CHF 16.44b | CHF 15.32b -7% COVID-19 A& <F 50 n=)k = g4
8 |AstraZeneca| $11,390m $10,879m -4% COVID-19 9jek= olst $1,460m Uj& ZtA
Gilead 10 COVID-19 9JoF= Veklury®(remdesivir)
9 Scionces $6,590m $6,352m 4% RESIPN
L AU AlE s Ads7] oiy] 65% g4 2
— (o)
10 Viatris $4,191.7m | $3,729.1m 11% JNEF QRIAIE. AR A= T ZH7F 5%, 6% 7ZHA
11 AbbVie $13,538m $12,225m -10% Humira, Imbruvica ZYzZ+ 25.2% & 7tA
12 BMS $11,648m $11,337m -3% Revlimid AU} Aoz Qlst mf&E Ta
13 | Biogen | $2.532m | $2.463m -3y | Tecfidera, Tysabri & HPEPEsrS AI2A] %

14 Amgen $6,238 $6,105m -2% a1

15| Baver | €14639m | €14389m | 2% | ,f 00 s T eare (adaem

Bavencio® 2! Mavenclad®, Saizen® 9]
O,
16 |[Merck KGaA| €5,198m €5,293m 1.8% Oj&o] 717t 30.7%. 25.2%. 25.0% 57}

. . — o
17 Novartis $12.531m $12.953m 39 Entresto, Pluv1ctoDHI7(<esgr/1_\1::ta 1l Kisqali £9]

_13_


https://www.fiercepharma.com/pharma/many-companies-saw-revenue-declines-q1-novo-nordisk-was-big-winner
https://www.janushenderson.com/en-us/advisor/article/biopharma-delivers-blockbuster-growth/
https://investors.biontech.de/news-releases/news-release-details/biontech-announces-first-quarter-2023-financial-results-and/
https://investors.modernatx.com/news/news-details/2023/Moderna-Reports-First-Quarter-2023-Financial-Results-and-Provides-Business-Updates/default.aspx
https://s28.q4cdn.com/781576035/files/doc_financials/2023/q1/Q1-2023-PFE-Earnings-Release.pdf
https://www.gsk.com/media/10013/q1-2023-results-announcement.pdf
https://investor.lilly.com/news-releases/news-release-details/lilly-reports-first-quarter-2023-financial-results-highlights
https://www.merck.com/news/merck-announces-first-quarter-2023-financial-results/
https://www.nasdaq.com/articles/roche-q1-group-sales-down-3-at-cer-confirms-2023-outlook
https://www.astrazeneca.com/content/dam/az/PDF/2023/q1/Q1-2023-results-announcement.pdf
https://www.gilead.com/news-and-press/press-room/press-releases/2023/4/gilead-sciences-announces-first-quarter-2023-financial-results
https://www.gilead.com/news-and-press/press-room/press-releases/2023/4/gilead-sciences-announces-first-quarter-2023-financial-results
https://newsroom.viatris.com/2023-05-08-Viatris-Reports-Strong-Financial-and-Operational-Results-for-First-Quarter-2023-and-Reaffirms-Full-Year-2023-Guidance-Ranges-1
https://news.abbvie.com/news/press-releases/abbvie-reports-first-quarter-2023-financial-results.htm
https://news.bms.com/news/corporate-financial/2023/Bristol-Myers-Squibb-Reports-First-Quarter-Financial-Results-for-2023/default.aspx
https://investors.biogen.com/static-files/50b807b5-666c-45f6-bf8b-a7bde0b8afd4
https://www.amgen.com/newsroom/press-releases/2023/04/amgen-reports-first-quarter-financial-results
https://www.bayer.com/media/en-us/slow-start-to-the-year-as-expected/
https://www.merckgroup.com/investors/reports-and-financials/earnings-materials/2023-q1/en/2023-Q1-Report-EN.pdf
https://www.novartis.com/investors/financial-data/quarterly-results

3]AY 22.Q1 23.Q1 U EA Wt &g4/371 89
Dupixent®, Nexviazyme®
Sanofi €10,222m €9,674m 6% /Nexviadyme®E-2] Hlo]QOoJokZ tfj&E Z7H7t
AU oJerE tjE A A
Johnson & DARZALEX(daratumumab),
Johnson $23,426m $24,746m 6% STELARA(ustekinumab),
LSO ERLEADA(apalutamide)7} AoF22 of& 719l
TS ALlst H7H-A(ENTYVIO,
DEXILANT), 3] HAH(ADYNOVATE/ADYNOVI,
[0)
20 Takeda JPY3,569.0b | JPY4,027.5b 9% TAKHZYRO), ®AL02) A2 SojA] A 27|
i8] 21.3% A%F
Novo GLP-1 7|9t Tty 2 8|gF X| 840 Ojgt 2
21 Nordisk DKK 42,031 | DKK 53,367 27% Z712 st Wegovy, Ozempic % Saxenda
ordis 25712 Qs Wl Za AR
* S&: ZtAL 21| 0] K]
O A=doldxt A1&E8|8& 57 gt 59 A= Y 207 22 A2ulolQ 7]
A & A7IER 20229 487] 3% 6,1002$014 20239 187] 3% 4,9009$=
3.4% 7Z¥A(GlobalData, 2023.04.20.)
- Covid-19 T3 AF +0 sk L IFAF WEY, Yuiet S8 waz A
ojlgig AW, =0 247t gigt QIEefo]ld ¥Hof Al|HstaL Qo] ol &4
AMMS st M2k Wi oA I 9 (pharmaceutical-technology, 2023.05.16.)
[ 20234 3¢ A7H5% 717 449 207} 228 Aohulol o 8} |
ol =9 | L
3IA LS 20234 187] AI7IEH =7
3|AY 04 2022 QL 2023 023 IPAZES o=
Johnson &Johnson 1 1 -12.8%
Lilly 2 2 -5.9%
Abbvie Inc 4 3 -1.6%
Novo Nordisk As 7 4 18.2%
Merck & Co Inc 5 5 -4.0%
F. Hoffmann-La Roche Ltd 6 6 -11.3%
Pfizer Inc 3 7 -19.9%
AstraZeneca Plc 9 8 2.5%
Novartis AG 8 9 -4.0%
Bristol-Myers Squibb Co 10 10 -4.7%
Sanofi 12 11 12.4%
Amgen Inc 11 12 -7.9%
Gilead Sciences Inc 13 13 -3.8%
CSL Ltd 14 14 -0.8%
Regeneron Pharmaceuticals Inc 15 15 14.3%
Vertex Pharmaceutical Inc 16 16 9.3%
GSK plc 17 17 1.7%
Daiichi Sankyo Co Ltd 19 18 13.8%
Bayer AG 20 19 23.1%
Moderna Inc 18 20 -14.2%
* (%]) Global Data
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https://www.globaldata.com/media/business-fundamentals/top-20-global-biopharma-companies-report-3-4-fall-in-market-cap-in-q1-2023-reveals-globaldata/
https://www.pharmaceutical-technology.com/comment/market-cap-downturn-q1-2023/
https://www.sanofi.com/en/investors/financial-results-and-events/financial-results/q1-results-2023
https://www.jnj.com/johnson-johnson-reports-q1-2023-results
https://www.jnj.com/johnson-johnson-reports-q1-2023-results
https://assets-dam.takeda.com/raw/upload/v1683776005/legacy-dotcom/siteassets/system/investors/report/quarterlyannouncements/fy2022/qr2022_q4_f_en.pdf
https://www.novonordisk.com/content/dam/nncorp/global/en/investors/pdfs/financial-results/2023/Q1-2023-investor-presentation.pdf
https://www.novonordisk.com/content/dam/nncorp/global/en/investors/pdfs/financial-results/2023/Q1-2023-investor-presentation.pdf

22 MY 5

3

o2k

[0 32 M&A A9

~ ol
grt | 9471 el 719 I 24 o e s
o P Aghe] R &5E YA L YA
Ironwood . SOl Ofst X|& BE-S RjR s st $1B
0522 pharma VectivBio [ronwood®] &AIM0] LEZ2] Qo) (Z93%17)
mo] ma}ol-g- 74s}
o A 7 BRI &-CD40 AR
Sotigalimab &HY, Pfizer2HE Ql43h $16M
05.24 | Pyxis Oncology Apexigen FACT(Flexible Antibody Conjugation (=T} $0.64)
Technology) ADC €7)0] humanized e
antibody F7}
« ADCO] 53} UobdS 37 A 5
9l= EA™A9] (DGlycoConnect, $179M
06/01 Lonza Synaffix @HydraSpace, ®toxSyn (€160M)
linker-payload 7|8 ADC Z2Z 7]&
std 2 &35 ADC CDMO 73t
$462M
Gurnet Point (5T $2.15)
0606 w Paratek * Nuzyra(omadacycline) 8te 4 A= (24 Qg &
N ﬁ Pharmaceuticals | ZLEZ2]Q &t 215 TR
NOVO roldings
OVO roldings aa(CVR)
=3)
: o 7147 Y A AeQl HeF25-d A
06/12 | Novartis | o CPO% | Als(gAn)el wutel o) slE ff}'ﬁo
erApUCs | mojmejol et o) A1 mEZelo sy | (TO0
s A O, 288 2 7IE ApHEY
06/16 MSD Prometheus | 101 chat 570) Qi @ AeIA 510.88
Biosciences S0z sy (&4 $200)
T =2 T
* DELSCAPE 7]& Z3&3 &8st A4
- DICE 7 FQ1 4t IL-17 AAAIE 23toto $2.4B
20 1 LU pherapeutics | @iotetold oy m@e Almsbl it | ()
M2 47 X824 SEZ4 =t
[1 VC EX}Y
AR} 7199 EAgA | Al 2 AR =9 =5
o St AptHAgo] X828 Yt Ay Mg}
GlobalCorporate _ o y ;
05.19 ; B $135M Ne 37 e2 298t N2 A Hay 7
Venturing o)A
o AU &A1 Mj2zof] RNA 9JefE-2 HdEsto]
05.23 ReNAgade A $300M AERl A 7hest A AFE AdAAo=R
’ Therapeutics sheto =4 RNA X 8A9] #Q SHAS
sfdshe Ae =8

4) M&A +E$1.368M o) 71 75
5) VC %A 3] A5 $43M ©]4F81 714

71E
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https://globalventuring.com/corporate/healthcare/the-big-deal-ensoma-series-b/
https://globalventuring.com/corporate/healthcare/the-big-deal-ensoma-series-b/
https://www.businesswire.com/news/home/20230523005422/en/ReNAgade-Therapeutics-Launches-with-over-300-Million-in-Series-A-Financing-To-Unlock-the-Limitless-Potential-of-RNA-Medicine
https://www.businesswire.com/news/home/20230523005422/en/ReNAgade-Therapeutics-Launches-with-over-300-Million-in-Series-A-Financing-To-Unlock-the-Limitless-Potential-of-RNA-Medicine
https://investor.ironwoodpharma.com/press-releases/press-release-details/2023/Ironwood-Enters-into-Definitive-Agreement-to-Acquire-VectivBio-a-Clinical-Stage-Biotech-Company-Pioneering-Novel-Treatments-for-Severe-Rare-Gastrointestinal-Diseases/default.aspx
https://investor.ironwoodpharma.com/press-releases/press-release-details/2023/Ironwood-Enters-into-Definitive-Agreement-to-Acquire-VectivBio-a-Clinical-Stage-Biotech-Company-Pioneering-Novel-Treatments-for-Severe-Rare-Gastrointestinal-Diseases/default.aspx
https://ir.pyxisoncology.com/news-releases/news-release-details/pyxis-oncology-acquire-apexigen/
https://www.lonza.com/news/2023-06-01-07-00
https://novoholdings.dk/news/paratek-pharmaceuticals-to-be-acquired-by-gurnet-point-capital-and-novo-holdings/
https://novoholdings.dk/news/paratek-pharmaceuticals-to-be-acquired-by-gurnet-point-capital-and-novo-holdings/
https://novoholdings.dk/news/paratek-pharmaceuticals-to-be-acquired-by-gurnet-point-capital-and-novo-holdings/
https://www.novartis.com/news/media-releases/novartis-bolsters-innovative-medicines-strategy-and-renal-pipeline-agreement-acquire-chinook-therapeutics-usd-32bn-upfront-usd-40-share
https://www.msd.com/news/msd-completes-acquisition-of-prometheus-biosciences-inc/
https://investor.lilly.com/news-releases/news-release-details/lilly-acquire-dice-therapeutics-advance-innovation-immunology

2} 7199 EXS | AL 5T e =g 2%
7= ZE(Life Edit GAAF HA, & s
: £7] MZ(PSCs), RNA, A, THiAl g
05.24 Elevatebio D $401M Jx|Ljoj2)) @l &ct 71 o ojstol
BaseCamp®E C% UHA7]= O AR
Alok 7e Z212Z9] Chemotype Evolutiong:
c ; ARgsto] A2 Q1T 284 Als B8-S
05.25 | o E $150M Argsl AgR A 7 2 @Y 2 e
I P1rkE 7RsAdol gl WHeIRt A=A
o] LaRI(GLP-1/GIP 484 &27A) 7id
OF2HFY =Zgjaro] =
05.26 BenchSci D $70M Al ere'ad S51E¢] ASEND by BenchSci2
ol A8
Eikon A @AIQ] TLR7/8 A-8A1E of=2] R0l izt
AHPA x| 2K Jhur @ plolmglolo oFs
06/01 Therapeutics C $106M ;.}iﬁ REA2 7id 2 mjo]mLejele] tjekslo
ACC(Antibody-Cell Conjugation) Z22 7|4t
06/06 Acepodia D $100M 13 =oF ! daliot x]g2 9JsF ACE1831
ACE2016S =5t Nmx| 2] mfo]majel 7jut
A48 5 (atherosclerosis) ¥
06/07 Bitterroot Bio A $145M dMA=(vascular inflammation) x| 242
‘BRB002’(CD47/SPRPo. A1) A AAICHA 7let
28 9 A4 Asg Alash] giet A4 A
06/08 | Kate Therapeutics A $51M =74 4 AR 28 A 7t 2R Jic 4
XL 7= ZHAE 7|9 fAR X EA TRY
UPB-101& H] 8352 s49reh AAl 31 gby
06,08 Upstream Bio B $200M | Hd|=cdof st AAF 2AF X158 A QAR 34k
A& gt &
Syncona’l FAS Aet Al WA Qrupbalst
FRARR|BA] 7HLEA
Applied Genetic Technologies
06/12 Th]egre;ﬁcs Seed (51592%\1/\1/[) Corporation(AGTC)Z 2-&] Q1435t
D . S -
XLRP(X-linked retinitis pigmentosa)o] thst
ofell Blol2 A(AAV) 7|4t Clutg SiAt
R|2A| AFTC-501 4AF 24} Z1sd
i ZP=E I = = UyH
06/20 Attov1a. A $60M 2 1= Attobgdy(Zi H}E_}E L} Ht)
Therapeutics 718t S ol Aek U 54 X =A 7R
Flagship Pioneeringo] £}l A&
06/21 Limpress. A $50M Empress Chemilogics™ ZZAE 7|2 7]ut

Therapeutics

AFAE A4 N 7H4eh
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https://elevate.bio/press-releases/elevatebio-announces-401-million-series-d-financing-to-further-accelerate-growth/
https://www.thepharmaletter.com/article/us-clinical-stage-biotech-carmot-therapeutics-has-announced-a-150-million-oversubscribed-and-up-sized-series-e-financing
https://www.thepharmaletter.com/article/us-clinical-stage-biotech-carmot-therapeutics-has-announced-a-150-million-oversubscribed-and-up-sized-series-e-financing
https://www.venturecapitaljournal.com/benchsci-lands-70m-series-d/
https://www.businesswire.com/news/home/20230601005466/en/Eikon-Therapeutics-Acquires-Global-Rights-to-Clinical-Stage-Assets-and-Announces-Emerging-Drug-Development-Pipeline
https://www.businesswire.com/news/home/20230601005466/en/Eikon-Therapeutics-Acquires-Global-Rights-to-Clinical-Stage-Assets-and-Announces-Emerging-Drug-Development-Pipeline
https://www.pharmaceutical-technology.com/news/acepodia-advance-cell-therapies/
https://brbio.com/bitterroot-bio-launches-out-of-stealth-with-145-million-series-a-financing-to-develop-transformative-medicines-in-cardio-immunology/
https://www.katetherapeutics.com/news/series-a-financing/
https://www.biopharmadive.com/news/upstream-truex-series-b-financing-asthma-drug/652440/
https://www.pharmaceutical-technology.com/news/beacon-therapeutics-enters-gene-therapy-arena-with-120m-launch/
https://www.pharmaceutical-technology.com/news/beacon-therapeutics-enters-gene-therapy-arena-with-120m-launch/
https://www.globenewswire.com/news-release/2023/06/20/2690938/0/en/Attovia-Therapeutics-Launches-with-60-Million-Series-A-Financing-to-Unlock-Potential-of-Novel-Biparatopic-Nanobody-Platform.html
https://www.globenewswire.com/news-release/2023/06/20/2690938/0/en/Attovia-Therapeutics-Launches-with-60-Million-Series-A-Financing-to-Unlock-Potential-of-Novel-Biparatopic-Nanobody-Platform.html
https://www.prnewswire.com/news-releases/flagship-pioneering-unveils-empress-therapeutics-to-revolutionize-drug-discovery-by-applying-the-power-of-genetics-to-identify-small-molecule-drugs-301853175.html
https://www.prnewswire.com/news-releases/flagship-pioneering-unveils-empress-therapeutics-to-revolutionize-drug-discovery-by-applying-the-power-of-genetics-to-identify-small-molecule-drugs-301853175.html
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[0 0]= FDAE 20221 d 9¥€ 30¥ ~H5<Ql® GDUFAIIY] wet Ay ook ¥ FD
248 U (%) AIESE AR HPAR 30

a o

(] 0= FDAE AUy 72 A2st7] $£lsi GDUFA(Generic Drug User Fee Amendments),
DCAP(Drug Competition Action Plan) 5 TJzFPAQl A|Y vFAl XjER

O (eJokE 77 Al% A&, DCAP, 2017) MUl olokEo] tigt %72 78t U HE m2Aro] 584
9 94 4 2A(FDA, 2023.06.09.)

- (38 Ug) OAYH <JorE I, ZE 2 39 m2ANA 844 Y @5TAYH
(Complex Generic) oJoF=Zof st utst U FA|o] Y& SUist, @EE AE(2A]E)
ZHEALe] AU A1) ®WelE 7] st FDA A 7Hg

O (AdHe]erE o] AR Z 2713, GDUFA®, 2012) AH|Atof|A] st gubAQl Ay ook
S Al&oH AEst HE 2 A A9 dF 7H5dE 7iXst=SE AA(EDA, 23.06.13)

- FDAZ} AUHQokE 317H1 HALeH A2 AAto] st AL &AL 488 F7t old o402
uigto 2 FDAQ] A|YEejerE m2 a8 d5 iAo Atg-E AlYsty AUd oJoFE AlY A
Eo &4E oAF s AAEE A

(o]
- 5ol FDAS] GDUFA 448 Hr7F 9 A
- (GDUFAII) ANDA®] H7} 7] 22 Zo|1 u]Z 3}

=2
2 A== 8] g8l 2 Wot 5710 2eA S
SAQEAA FDAS) AFEE B7F L A4 URS Srjebw, spol Pasts +4Ro AR
2425 ARste PHS A

O 239 69 2022d AU QofE AMEAL 45 JHHCHGDUFAIN)S T ARE-
At 348 H7HAssessing User Fees) %% X|3 37](FDA, 23.06.08)
- GDUFA IIoA] 4918t AFRAL 489 SF, A2 A& Z 22, AU ojof
Z AMBA 2485 R BSHA| 42 A, oA GDUFA 4010 wa} 7jue AL
AP aaE Frte APE 27 ZRA|A0] oigh JE Al

[ GDUFA Atg2 m2I3lo] @3 75 97 |

o] H(section 744B, GDUFA II) GDUFA Il
gl 55 (DMF) &8 5% 5%(H7 )
AQFAIF(ANDA) 4508 33% 33%(H 7 92)
2/ s JEAP) AlE R 7% 6%(¥ 1%)
AU ¢hA| o]k FDF Ald a8 20% 20%(H73 32)
Ak Alx ZA(CMO) AHAg 2HE AlA FDF A4 &8 1/3 FDF Ald $»459] 24%
AU oJokE A 2 a8 IAA o] 2R 5 29 ARz 2P 5 29
(GDUFA =2 =] 24g) =oHO] 35% ZoHo] 36%(¥ 1%)

* ZX&]: Assessing User Fees Under the Generic Drug User Fee Amendments of 2022 Guidance for I
ndustry FINAL GUIDANCE, HHS/FDA(CDER), 2023.06
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/assessing-user-fees-under-generic-drug-user-fee-amendments-2022
https://www.fda.gov/media/132138/download
https://www.fda.gov/drugs/guidance-compliance-regulatory-information/fda-drug-competition-action-plan
https://www.fda.gov/industry/fda-user-fee-programs/generic-drug-user-fee-amendments

O GDUFA IIlo] w2} etdotn &apalel Ay ojopo] sjut 9 2912 x|Yol]
Hsll, FDAZF el 9 7\ v =5/ Adi=le]erEod gt AlEE XA(PS
G, Product-Specific Guidance)d} 3= AH A-Z(FDA, 23.05.22

- TPPRAP), B0l 2 R AP, AESZGERLD)/AZAERS) APHE

)

~

- O XA dA N8 ol RIA SN & 2/d/dE 71 Critical revision 07,
Major revion 37}, 7|E} 517}+= Minor/Editonal Revision?9]] 3%

[ Major Revision £9 & |

2
wyge | A0 | Ay | DS W 8Y L US| AE 2YY | LAY
r O v
Gabapentin AT Efj =3l 22544 in vivo study &7} dut Ay 2023.11
— 5
Sotorasb | AT | HAEH 214665 n vivo BUstudy S opy x| 2023.11
Eﬁ] % o

Vandetanib A+ 3R=22)] 22405 in vitro study &7} ek A 2024.02

oX

- (Al A7) 82709 Al A1 @ o

[ WAL 717 it A4 LY AP 25 |

;;Ego] S ERLD/RS AIFHS)

» Dextroamphetamine(215401) = Soybean 0il(19942) » Tobramycin(201688)

» Mannitol(202049) = Ferric Derisomaltose(208171) = Levonorgestrel(208224)

» Levodopa(209184) = Edaravone(215446) = Risperidone(210655)

» Azacitidine(214120) = Futibatinib(214801) » Deucravacitinib (214958)
2308 I Glycopyrrolate(216903) » Omidenepag Isopropyl(215092) = Amoxicillin(215152)

» Amoxicillin(215153) = Semaglutide(215256) » Tapinarof(215272)

» Chlorhexidine = Citalopram » Halobetasol

Gluconate(17768) Hydrobromide(215428) Propionate(209354)
* Rivaroxaban(215859) * Ganaxolone(215904) » Deutetrabenazine(216354)
» Latanoprost(216472) = Fingolimod Lauryl Sulfate(214962)

6) (complex generic drug product) &3+ S AE/AA/AE wE Fo AHAREI} B3 A|Fo| A B ofe Ax] %3 A%
As A7), AF F971 B)

7) Critical/Major/Minor/Editorial revision & 472 &7

ue 0 Y

I
Critcal | =ol0] <1 @ A2 Zafoto] = ANDAY| AAIAY B3 DIAIE 717
revision | — oju] 5915 ¥-Z ARglof fishiM 39_18 SA1517] Yol 7ol BrgE 9JobE Y B fado] HARAR A9 e
=in vivo(A|U)e} in vitro(H|Q]) 7ioz &

Major = GDUFA IIIoj| ZAsto], (oflu]) A= ’%‘Kﬂ 4 AAE3A 5-54(BE, bioequivalence) Q75 o]u] AJ&GE 9 A T
revision 714 PSG7E 7t =2 33o) njxe ARA Gdo] chet 7] mENS Adr] 95f PSG 97 )9 QAT 4 AW
QA0 A ute mewlo] wet A A& EE ALS A& PSG ]9 (meeting) 84 7Hs
Minor = Critical/Major revision®2 E&L]X] 9k= @t pSGo] 7§A
NOT | opmo 2 ANDA $91S 943l FIIBARE A20H] i in vivo/vitro BE §4, #A) WHEE 70] ol o] Ko
TVISION | cjobsl Ao, AR 4915 RIDGEBE0IOLE) £
Editorial

oln

of w7

e | eR AR YEOIE, B BA 4, 7I1E U A B4 24s)
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https://www.fda.gov/drugs/guidances-drugs/upcoming-product-specific-guidances-generic-drug-product-development

o
>
>
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03y N
A A E(RLD/RS AIFH 5)
» [idocaine Hydrochloride(8816) = Zanamivir(21036) » Mannitol(22368)
» Epinephrine(201739) = Pacritinib Citrate(208712) = Formoterol Fumarate(208294)
= Atropine Sulfate(213581) = Abrocitinib(213871) » Vutrisiran Sodium(215515)
» Lumasiran Sodium(214103) = Avacopan(214487) » Maralixibat Chloride(214662)
» Ferric Pyrophosphate = Mobocertinib » Asciminib
23.11 Citrate(208551/206317/212860) Succinate(215310) Hydrochloride(215358)
= Ruxolitinib Phosphate(215309) = Mavacamten(214998) = Atogepant(215206)
= Pilocarpine = Midazolam » Daridorexant
Hydrochloride(214028) Hydrochloride(216359) Hydrochloride(214985)
» Oteseconazole(215888) = Mitapivat Sulfate(216196) = Tirzepatide(215866)
» Lutetium Lu-177 Vipivotide = Chloroprocaine
Tetraxetan(215833) Hydrochloride(216227)
» Caffeine(9000) = Mometasone Furoate(209310) = Budesonide(212122)
24.02 |= Elagolix Sodium(213388) = Sodium Phenylbutyrate (216513) = Baclofen(215422)
» Testosterone Undecanoate(213953) * Sodium Phenylbutyrate(216660)
» Oxazepam(15539) » Desmopressin Acetate(201656) = Amikacin Sulfate (207356)
24.05 = Atorvastatin Calcium(213260) = Bexagliflozin(214373) = Olutasidenib(215814)
» Lenacapavir Sodium(215974) = Pirtobrutinib(216059) » Adagrasib(216340)
» Elacestrant Dihydrochloride(217639)
12709 | Lidocaine (21623) = Aripiprazole(207202) = Clobetasol Propionate(209483)
ojf |= Mitomycin(211728) » Pegcetacoplan(215014) » Lanreotide Acetate(215395)
127] |= Patiromer Sorbitex = Fluticasone » Oxymetazoline
0|5 Calcium(205739) Propionate(209022) Hydrochloride(212520)

O =A/ 71+ 28 JA/A d8 d
ani 78 Ug
4= | (ICH) ICH E6(R3) draft Guideline reaches Step 2 of the ICH process(33)
O AEC) QA Algol he GCPo) WAlS Molstn 4 A Aol 3RS £ B= 12 23,
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https://www.federalregister.gov/documents/2023/05/25/2023-11211/use-of-whole-slide-imaging-in-nonclinical-toxicology-studies-questions-and-answers-guidance-for
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https://www.nmpa.gov.cn/xxgk/fgwj/gzwj/gzwjyp/20230523155845172.html
https://www.nmpa.gov.cn/xxgk/zhqyj/zhqyjyp/20230524112818131.html
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https://www.ema.europa.eu/documents/other/scientific-recommendations-classification-advanced-therapy-medicinal-products-january-2021-march_en.xlsx
https://www.ema.europa.eu/en/news/global-regulators-agree-way-forward-adapt-covid-19-vaccines-emerging-variants
https://www.ema.europa.eu/en/news/ema-ecdc-statement-updating-covid-19-vaccines-target-new-sars-cov-2-virus-variants
https://www.ema.europa.eu/en/human-regulatory/research-development/scientific-guidelines/clinical-pharmacology-pharmacokinetics/product-specific-bioequivalence-guidance
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https://www.gov.uk/government/news/mhra-announces-new-recognition-routes-to-facilitate-safe-access-to-new-medicines-with-seven-international-partners
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