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(DMTs, Disease-Modifying Therapies)2 &
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=228 A2 2030971HA] 1309 285 dojd
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NDA#020690
ARICEPT | DONEPEZIL HYDROCHLORIDE EISAI PRIORITY
ACKE Inhibitor EXELON RIVASTIGMINE TARTRATE NOVARTIS | NDA#020823
GALANTAMINE JANSSEN
RAZADYNE HYDROBROMIDE DLARMS NDA#021169
NMDA 287
- NAMENDA | MEMANTINE HYDROCHLORIDE ABBVIE NDA#021487
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https://www.who.int/news-room/fact-sheets/detail/dementia
https://www.alz.org/media/documents/alzheimers-facts-and-figures.pdf
https://www.fda.gov/news-events/press-announcements/fda-converts-novel-alzheimers-disease-treatment-traditional-approval
https://www.forbes.com/sites/brucejapsen/2023/06/07/alzheimers-drug-market-to-hit-13-billion-as-fda-approvals-and-insurance-coverage-escalate/?sh=3492ec7d7665
https://www.uspharmacist.com/article/alzheimers-disease-and-current-treatment
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187719] YAFR]E o] S=(Alzheimer's disease drug development pipeline: 2023,
2023.05.25.)
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https://www.fiercepharma.com/pharma/death-3-more-patients-biogen-s-aduhelm-fuel-more-concern-about-drug-s-safety-though-no-link
https://classic.clinicaltrials.gov/ct2/show/NCT03887455
https://www.cbsnews.com/news/alzheimers-drug-leqembi-cost-patients-taxpayers/
https://alz-journals.onlinelibrary.wiley.com/doi/10.1002/trc2.12385
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- g xstolo] RAPS(AA)S 0] ZULBATANIAN: BEstol0] A 93
Az stolcetel £ AA

- J)Eol WHsol BA, RAR 9% WAL PET A7 £ LEstolo)d AL, 2
Jlolsafelo gate] &7t BolH WolS At Ta FAANE Sl A
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85%9] A= AsH5HA A

« (dE]) 2N 2 g ?jicé‘ﬂoﬂﬁ Gxsto|Hat IAH R vl UIARI LM S
7d Aaf(neurofilament light chain) A7d WA AHd THEIZ(GFAP), QJitskel ER(p-taul8l
2l p-tau217)= EDTA(Ethylenediaminetetraacetic acid)@%a} v|wsto] gXxslojHdH AS
(neurologyadvisor, 2023.08.11.)

- Eli Lilly= Donanemabo] %3}o I‘H%(AD) %7] @xte] QK] U 7% Aste
9981 £5L e Wolxt QA 34 TRAILBLAZER-ALZ 2 @79] A
Aits wn

- (TRAILBLAZER-ALZ 2, NCT04437511) ] Aoj7} Qe x7] SAte] g xstojHy
(R34 AD @ ADZ ©Olst Ax R|of)ALS thato 2 N3pG 3H|(Donanemab)?] OPEAJxt
&% WIS 9I3t 34, olF WA, 9% thx A%

b otxstolHy 7t A L(IADRS, integrated Alzheimer’'s Disease Rating Scale),

O A4 g 7P = ukA =2 (CDR-SB, Clinical Dementia Rating-Sum of Boxes) & 2IX]2}t

¢ 54ote AES AL8s) 18719 S 7t

- wlo] A2kl ERQ(tau) 4AI9F WAglol ofdRol= by &7] S0l Y FAstolny
(AZ 9lx| x}oﬂ E‘_ 7317; x]u]]) 9.}7(}_4 x]ﬂ_ s ERI(EL Lilly, 23.07.17)

== Eol‘

[TRAILBLAZER-ALZ 2 Zi}]

S St 5 as
BRY RI7F F2-F1H1 SR 1182 iADRS 35% 74, CDR-SB 36% 7+4A
ofl2o|t A £7] ZA0] 9l BRI 1736 iADRS 22% 7}4, CDR-SB 29% Zt4
2% AR o7t = SRR 214 iADRS 60% 74, CDR-SB 46% 7+4
Uxsto|r{g o2 Qst 5 Auff AL 534 iADRS 30% 74, CDR-SB 38% 7t4
754 O]9t AL 542 iADRS 48% 74, CDR-SB 45% 7+A
754 o]A} SRk 551 iADRS 25% 7}4, CDR-SB 29% 7h4



https://aaic.alz.org/
https://www.neurologyadvisor.com/topics/alzheimers-disease-and-dementia/aaic-2023-blood-tests-for-detecting-alzheimer-disease-show-promise/
https://c212.net/c/link/?t=0&l=en&o=3918450-1&h=1418662251&u=https%3A%2F%2Fc212.net%2Fc%2Flink%2F%3Ft%3D0%26l%3Den%26o%3D3854362-1%26h%3D3180114631%26u%3Dhttps%253A%252F%252Fclinicaltrials.gov%252Fct2%252Fshow%252FNCT04437511%253Fterm%253DTRAILBLAZER-ALZ%2
https://investor.lilly.com/news-releases/news-release-details/results-lillys-landmark-phase-3-trial-donanemab-presented
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¢ Solicitation for supply and delivery of
1 IOM 2o} medical device, C-arm radio diagnostic 10-Aug-23 e i=A
system
e SUPPLY AND INSTALLATION OF MEDICAL
=] " A - - 213
2 UNICEF F=2td|A] SUPPLIES 10-Aug-23 3
— * Non-communicable Disease (NCD)
NN . 7 - - 2] =
3 WHO ok prevention and management 04-Aug-23 —
4 UNDP o X] » Supply of Medical Equipment for Nauru 06-Aug-23 A3
e Improving health of people with drug use
2} - - 213
> UNDP oI disorders of Iranian and Afghan origin 07-Aug-23
e Supply, Delivery, and Installation of
6 UNOPS =04 facilities for the Medical Delivery Drone 08-Aug-23 23
system for the Ministry of Health, Maldives
e SUPPLY AND DELIVERY OF 60 000 doses of
=] =] ¥e] - - 213
/ FAO 4=t FMD Poly-valent Vaccine in 100 doses per Vial 08-Aug-23 o=
» Request for Quotations (RFQ) for the
Procurement of Quality Control Testing
o]X|2]o - - 213
8 UNOPS Htelxfefer Services of Locally Manufactured Anti 15-Aug-23 —
Malarial Drugs in Nigeria
9 UN =1 e Supply & delivery of Medical Mannequins 15-Aug-23 23
10 1OM ol E e EG23-001 - Medicines, Medical Equipment 20-Aug-23 a1g
and Supplies
e UNDP-IC-2023-161 National Consultant for
o}7| AEr - - 213
1 UNDP R Household Drug Use Survey 21-Aug-23
* Engaging an entity_Drug Use Prevention, _ _ a15
12 UNDP ort Treatment, Rehabilitation, and HIV Care 23-Aug-23 -
13 FAO Al2]o} * Brucella Vaccine 26-Aug-23 23
¢ Request for Quotation UNDP-SLE-00044 FOR
A 2 - - 213
14 UNDP lofl=tel2 THE PROCUREMENT OF MEDICAL DRUGS 29-Aug-23 -
* Purchase and supply of Medicines and
o 7 - - 213
15 UNDP Rt supplies for UN Clinic 30-Aug-23 o=
e Procurement of Medical Equipment for
ENCR-PI] _ - alg
16 WHO SR Kirakira Hospital, Solomon Island 30-Aug-23 o=
e To Conduct Training for CHWs on Drug
A 2 - - 213
17 UNDP lefl=fe] Abuse and Addiction Counselling 31-Aug-23 o=
* Vaccines Against Lumpy Skin Disease (LSD)
o|erz]o - - 213
18 FAO I=efer - Request for expression of interest 01-Sep-23 o=
¢ RFQs for general maintenance of medical
/\r_“]- _ _ 2] 3
19 UNDP R warehouse in Gumbo South Sudan 02-Sep-23 o=
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https://www.iom.int/solicitation-supply-and-delivery-medical-device-c-arm-radio-diagnostic-system
https://www.ungm.org/Public/Notice/208162
https://www.ungm.org/Public/Notice/207666
https://procurement-notices.undp.org/view_negotiation.cfm?nego_id=8839
https://procurement-notices.undp.org/view_negotiation.cfm?nego_id=8872
https://www.ungm.org/Public/Notice/208654
https://www.ungm.org/Public/Notice/208249
https://www.ungm.org/Public/Notice/208458
https://www.un.org/Depts/ptd/sites/www.un.org.Depts.ptd/files/pdf/eoi21658.pdf
https://egypt.iom.int/sites/g/files/tmzbdl1021/files/eg23-001_reoi_medical-supplies.pdf
https://procurement-notices.undp.org/view_negotiation.cfm?nego_id=9454
https://procurement-notices.undp.org/view_negotiation.cfm?nego_id=9329
https://www.ungm.org/Public/Notice/210083
https://procurement-notices.undp.org/view_negotiation.cfm?nego_id=9695
https://procurement-notices.undp.org/view_negotiation.cfm?nego_id=9959
https://www.ungm.org/Public/Notice/210225
https://procurement-notices.undp.org/view_negotiation.cfm?nego_id=9834
https://www.ungm.org/Public/Notice/207677
https://procurement-notices.undp.org/view_negotiation.cfm?nego_id=9954
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] US FDA ©]okz 3|7} 318
[ US FDA 9joFE 37} 93¢ |
520 AR}t MEH(E2D) 3Ad Z9 g v
DOLUTEGRAVIREMTRI| ) o |, AIps 152 o)3} u]A} A|2I(PEPFAR)0] T2 NDA #215187
07/18 | CITABINETENOFOVIR | e | 20 ) AT
ELIGARD KIT A APAL] Al ASE0Z 0l
07/20 | spmonins acerate|  TORMAR |- oo eror stel 2 anl) NDA #021343
07/20 ( gﬁiﬁgﬁ}g DAIICHI * FLT3 ITD((internal tandem duplication) . w
SANKYO INC | opgol 24 344 WE¥(AML) 49l 2t 212
DIHYDROCHLORIDE) . ODD
YCANTH VERRICA |- 49l7} 4o} #te] Aoy 295 2|22 ot |,
07/21 (CANTHARIDIN) PHARMS | 24 8o x]2x] 20l NDA #212505
WEGOVY  OIorolt BRE 9 AETRIE Yie EAE
o5} Edar X7 ndslE & xur Ad d
07/21 (SEMAGLUTIDE) NOVO i.:‘jrng L-qol Eojgf x7} ndlelr 2 Al AW 2 |e NDA #215256
= K]ﬁ ?(\)_
XDEMVY & A% Demodex A AL X828
07/24 (L OTILANER) TARSUS  |* 2005 o sol NDA #217603
MEROPENEM HQ SPCLT |» Alvt’d w4atd (A 37HE o]4; Aot Stxpgt
01725 | (MEROPENEM) | PHARMA | sithAl=E 9i% 2418 AlEAle 49 HDA F2 15212
RIVIVE HARM o QU] Qo|E Wr}E8 SF R|REE Yol
07/28 (NALOXONE REDUCTION | RiVive(22& slolca=azlo|c) vzt NDA #217722
HYDROCHLORIDE) THERP A m0](3mg/0.1mL)& 2ol
S F1EEAE 9 m2els B el
JEMPERLI GLAXOSMITHK oI
07/31 AZUAMMR)E 7141 41 hafe] Rl2E |+ BLA #761174
(DOSTARLIMAB-GXLY) LINE olor trolere el
IZERVAY - ] ]
e XT3 OJE(GANS. Tuls Lo] SHFH AL
08/04 | (AVACINCAPTAD | IVERIC Blo |° “1=2 HS(CAIS St =8l ki NDA #217225

PEGOL SODIUM)

22

550z FA W FAMH

JURZUVAE o ZERAGA NN BHE = AER AH R0 =S
08/04 (ZURANOLONE) SAGE THERAP| GABA-A 28A0] tal] b4 Uz AE2 AR 2|« NDA #217369
8o 49 2-25(PPD) A&
. HRl B50a A ASHK AXRAA 3t
VR o o WAL B0 | BLa #e1sa0
08/09 TALVEY JANSSEN CAZEIAIS 2s) 48] oY X|=S gt Aol | o
(TALQUETAMAB-TGVS)|  BIOTECH Ql= A0l AfHY T B9 CRPAIAE(RRMM)
’ * PRIORITY
AEAIZ 39
AKEEGA JANSSEN  |° BRCA ®lo|7} ZH&H AHMAEA]
08/11 |(NIRAPARIBABIRATERO| o o AAMAHmCRPC) 491 RIS 93t A 18 NDA #216793
NE ACETATE) VA2 B3k 20|
DAXXIFY REVANCE _ _ ]
o X0O] X278 7]X}o]AF HK}O = ols}
08/11 |(DAXIBOTULINUMTOXI| THERAPEUTIC| 2 ;}Kﬂfi‘;g}‘oﬁbg]g R ;jjw’f =& A BLA #761127
NA-LANMk S, INC. h s e nremee

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)
AP / (BT) Break-through Therapy (84l X]&4)) / (FT) Fast Track (|~EEZ)

(AA) Accelerated Approval (X154



https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=215187
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=021343
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=216993
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=212905
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=215256
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=217603
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=215212
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=217722
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=761174
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=217225
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=217369
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=761342
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=216793
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=761127

2590 Ux} AEP(HEY) 3|A1g 9 g H| 1
* {19l 50% ojgto] J&kS DAL {te](Extrahepatic)
HEPZATO KIT »
X13to 7<47; 871-35} 7} Ao]7} ol A o]Al
8/14 (MELPHALAN DELCATH aetol gLl AA 27bset 7 Aok Sl= AoV, \pa poo1s4s

SYSTEMS INC| #E5F S45(mUM)S 7} HoL] sixt2

(]

L]

ABACAVIR, - o]= _ NDA #21 }070
= Sk "]AF 3] PEPF = —_—

AFR] A 0]
LAMIVUDINE PHARMA USA | &84l PRIORITY
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O 83 EMA OJoFE Alx} @)

AEYEY) SOk 79 Ug el ol
Degarelix Accord Accord e 528 Ol XYM X gs st Al=57F  |o EMEA/H/C/0
(degarelix acetate) |Healthcare S.L.U.| 9JoF= Positive 06048

o 34 n g waa ge s
Alars 7 .
P Ireland Limited | ©Jobs PRI
Inaqovi Otsuka S DA uREIY o R
a7 re: = ity °
(cedazuridine/ Pharmaceutical ;}; ;;'; CR J(AML) X|2& BA0oZ p]o;izjve} gg/éEgggH C
decitabine) Netherlands B.V. e EE—
Orserdu Stemline e ESR1 §XA} EHHo] ghAte] ER A, Alos|7F |« EMEA/H/C/
(elacestrant) Therapeutics B.V.| HER2 24 Quiok X|g ZA oJor= Positive 005898
. Novartis o A 27Fs3st 74 XIsEAd e Mol e H/C/
(t'Tle ?mbrab) Europharm Az Hyg Mz AdEg 7HR] AQl 3K }1;]”‘:}:1 7 g(l;/}[;%?gH C
islelizuma Limited x22 ofat ojor ositive
Apretude ViiV Healthcare |« ¥ % HIV-19] o} EX02 = AlHs)7 | EMEA/H/C/
(cabotegravir) B.V. ooz Positive 005756
Litfulo Pfizer Europe MA| o, = o= GO D AL o]obm Al=357F  |o EMEA/H/C/
(ritlecitinib) EEIG 2RGAA) AlEE SHOR ok oohE Positive 006025
Tyruko o O] Jeks A58 580= She Als)7F |« EMEA/H/C/
(natalizumab) Sandoz GmbH | o1op Positive | 005752
o gAYl SAARIABE YY) =0
DRI
- o YUrEA|EHY E= YesAE A= ..
) _ > A|THs]7 . /H/C/
: fﬁsaﬁh t) Viatris Limited | QIgh o]xd SHREOR Qg Alzbgol P] Lt‘ﬂ f g&%‘;\f .
Arbereep - Fuy Pesos Q3 Ao A
o Al wEa AlAiEo 2 Qlst
X7l
Lyfpua Merck Sharp & xolo] 20X ohy 7)Al X|2 A]J?ﬂf?ﬂﬂ « EMEA/H/C/
(gefapixant) Dohme B.V. Positive 005476
Tyenne Pesenies o0 | M1 35 w59 % AWy RolEA | AESPL |+ EMBA/H/C/
" 1R o 4
(tocilizumab) GmbH S H(RA) Positive 005781
2) (XN|%&3]7} Authorised) 4 $93)(EC)9 J*UH??V}
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https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=201848
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=217070
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/degarelix-accord#key-facts-section
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/degarelix-accord#key-facts-section
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/enrylaze#key-facts-section
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/enrylaze#key-facts-section
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/inaqovi#opinion-section
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/inaqovi#opinion-section
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/orserdu
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/orserdu
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/tevimbra
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/tevimbra
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/apretude
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/apretude
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/litfulo
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/litfulo
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/tyruko
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/tyruko
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/yesafili
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/yesafili
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/lyfnua
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/lyfnua
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/tyenne
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/tyenne
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https://www.ema.europa.eu/en/medicines/human/summaries-opinion/olumiant-1
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/olumiant-1
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/abrysvo
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/abrysvo
https://www.ema.europa.eu/en/medicines/human/EPAR/pylclari
https://www.ema.europa.eu/en/medicines/human/EPAR/pylclari
https://www.ema.europa.eu/en/medicines/human/EPAR/camzyos
https://www.ema.europa.eu/en/medicines/human/EPAR/camzyos
https://www.ema.europa.eu/en/medicines/human/EPAR/ztalmy
https://www.ema.europa.eu/en/medicines/human/EPAR/ztalmy
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/talvey
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/talvey
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/tepkinly
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/tepkinly
https://www.ema.europa.eu/en/medicines/human/EPAR/columvi
https://www.ema.europa.eu/en/medicines/human/EPAR/columvi
https://www.ema.europa.eu/en/medicines/human/EPAR/lytgobi
https://www.ema.europa.eu/en/medicines/human/EPAR/lytgobi
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/spikevax-previously-covid-19-vaccine-moderna-3
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/spikevax-previously-covid-19-vaccine-moderna-3
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/ervebo-0
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/ervebo-0
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/keytruda-10
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/keytruda-10
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/opdivo-10#key-facts-section
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/opdivo-10#key-facts-section
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(adagrasib) Therapeutics B.V.| B]AAZHHNSCLC) X|ZA| = | 006013
079 A5 AP
O Oncology
Sponsor Interventions Phase Study Title Conditions NCT NO.
« Drug: ARV-471 * A Stu@y 'of ARV-471 (PF-07850327) Plus
(PF-07850327) Palbociclib Versus Letrozole Plus
. oL Phase | Palbociclib in Participants With Estrogen NCT
Pfizer |» Combination o . * Breast Cancer
i o 3 Receptor Positive, Human Epidermal 05909397
Product: Palbociclib .
) Growth Factor Negative Advanced Breast
e Drug: Letrozole
Cancer
« Drue: maplirpacent ¢ A Study to Learn About the Effects of
(PF—%790112)3011)) P Phase | Two Study Medicines (Maplirpacept « Diffuse Larce
pfizer |+ Drcg: Glofitaah 1| [PF-07901801] And Glofitamab) When |* "\ 2¢ **" NCT
g: Phase | Given Together In People With 05896163
* Drug: . Lymphoma
) 2 Relapsed Or Refractory Diffuse Large B
Obinutuzumab
Cell Lymphoma.
* Drug: Maplirpacept ’ Effec.ts of Maplirp acep? (PF._O79.01801)’ * Diffuse Large
. . . Phase | Tafasitamab, and Lenalidomide in NCT
Pfizer | Drug: Tafasitamab i B-Cell
« Drus: Lenalidomide 2 People With Relapsed or Refractory Lvmbhoma 05626322
& Diffuse Large B-cell Lymphoma yop
’ ?;iildo;gfngiseté * Metastatic Lung
.. * A Study to Evaluate the Impact of Liquid Cancer
Liquid CDx Assay Phase . . .. .. . NCT
Roche . . . Biopsy in Participants With a Clinical * Metastatic
* Diagnostic Test: 4 . . . . 05846594
Diagnosis of Advanced Cancer Gastrointestinal
Standard of Care Cancer
Diagnostic Pathway
« Drug: Cevostamab Phase | A Study Evaluat.lng the Safety and
Roche |+ Drug: Lenalidomide | - | Ffficacy of Multiple Treatment  Multiple Myeloma Nl
g: . Phase | Combinations in Participants With P Y 05583617
* Drug: Tocilizumab .
2 Multiple Myeloma
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https://www.ema.europa.eu/en/medicines/human/summaries-opinion/bylvay-0
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/bylvay-0
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/jesduvroq#key-facts-section
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/jesduvroq#key-facts-section
https://www.ema.europa.eu/en/medicines/human/withdrawn-applications/gazyvaro#key-facts-section
https://www.ema.europa.eu/en/medicines/human/withdrawn-applications/gazyvaro#key-facts-section
https://www.ema.europa.eu/en/medicines/human/withdrawn-applications/gefzuris
https://www.ema.europa.eu/en/medicines/human/withdrawn-applications/gefzuris
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/krazati
https://www.ema.europa.eu/en/medicines/human/summaries-opinion/krazati
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Sponsor Interventions Phase Study Title Conditions NCT NO.
Drug: Atezolizumab | Phase |¢ A Study Evaluating The Efficacy and
Roche Drug: Bevacizumab 1 Safety of Neoadjuvant Immunotherapy |¢ Carcinoma, NCT
e Drug: Tiragolumab | Phase| Combinations in Patients With Surgically| Hepatocellular 05908786
Drug: Tobemstomig 2 Resectable Hepatocellular Carcinoma
gggggi V90| prase |+ A Clinical Study of V940 Plus \CT
MSD . 3 Pembrolizumab in People With * Melanoma
Pembrolizumab High-Risk Melanoma (V940-001) 05933577
Other: Placebo
* Leukemia,
e A Study of Nemtabrutinib Plus Lymphocytic,
Drug: Venetoclax vs Venetoclax + Rituximab Chronic, B-Cell
Nemtabrutinib Phase (VR) in Second-line (2L) + ¢ Leukemia, NCT
MSD Drug: Venetoclax 3 Relapsed/Refractory (R/R) Chronic Chronic 05947851
Biological: Lymphocytic Leukemia/Small Lymphocytic
Rituximab Lymphocytic Lymphoma (CLL/SLL) e Small-Cell
(MK-1026-010/BELLWAVE-010) Lymphoma
e (and 3 more...)
Phase |* Long-Term Safety of Lutetium (177Lu) NCT
Novartis |* Drug: AAAG617 4 Vipivotide Tetraxetan in Participants * Prostate Cancer
. 05803941
With Prostate Cancer
e Evaluation of HU-resistance in Adult .
Novartis |* Drug: Hydroxyurea thse Patients With Polycythemia Vera Who ’ \P}c;?;cythemla 0521533258
Meet PV-AIM Predictors
. - * A Study to Compare the Efficacy and
Biological: . ..
Luspatercept Phase ngety of Luspatergept in Participants « Myelodysplastic NCT
BMS ) . . 3 With Myelodysplastic Syndrome (MDS)
Biological: Epoetin . . Syndromes 05949684
Alfa and Aner@a Not Receiving Blood
Transfusions
Drug: AZD5305 Phase e A Study to Investigate the Biological
Astra Drug: Darolutamide ) Effects of AZD5305, Darolutamide, and « Prostate Cancer NCT
Zeneca |* Other: No in Combination in Men With Newly 05938270
Treatment Diagnosed Prostate Cancer.
Biological:
g;lg\g]?lggnritc)itabine Phase * Durvalumab With Chemotherapy as First
Astra monotherapy 3 Line Treatment in Patients With e Biliary Tract NCT
Zeneca i . Advanced Biliary Tract Cancers (aBTCs) | Cancer 05771480
Drug: Gemcitabine
+ cisplatin
(and 5 more...)
¢ A Phase 3b, Open-label, Multi-center
Phase St}ldy on Duwalumab in Combination N
Astra Drug: durvalumab 3 With Gemcitabine-based Chemotherapy |* Biliary Tract NCT
Zeneca as 1L Treatment for the Chinese Cancers 05924880
Patients With Unresectable Biliary Tract
Cancers (BTC)
Astra Biological: Phase |* BCG in Combination With Durvalumab |* Non-Muscle- NCT
Durvalumab 3 in Adult BCG-naive, High-risk NMIBC Invasive Bladder
Zeneca . . .. 05943106
Biological: BCG Participants Cancer




Sponsor Interventions Phase Study Title Conditions NCT NO.
¢ A First-in-human Study to Learn How
Safe the Study Treatment BAY2862789
is, to Find the Best Dose, How it Affects|* Advanced Solid
) Phase | the Body, What Maximum Amount Can Tumors NCT
Bayer Prug: BAY2862789 1 be Given, How it Moves Into, Through |* Non-small Cell 05858164
and Out of the Body, and How it Acts Lung Cancer
on Different Tumors in Participants With
Advanced Solid Tumors
Phase e A Phase 1/2 Study of AMG 193 in * MTAP-null
, Combination With IDE397 in Non-Small-Cell
e Drug: AMG 193 1 .. . NCT
Amgen « Drus: [DE397 Phase Participants With Advanced Lung Cancer 05975073
& 9 Methylthioadenosine Phosphorylase e MTAP-null Solid
(MTAP)-Null Solid Tumors Tumors
Lo A + A Study to Evaluate Similarity of ABP
Amgen | Niv fmmab Phase | 206 Compared With OPDIVO® + Melanoma NCT
. . 3 (Nivolumab) in Subjects With Resected 05907122
e Drug: EU-authorized
i Melanoma
Nivolumab
O CNS(CENTRAL NERVOUS SYSTEM)
Sponsor Interventions Phase Study Title Conditions NCT NO.
* Drug: 60mg QD * Study to Investigate the
Alogabat .
] Pharmacokinetics and Safety and to
e Drug: 40mg QD Phase . .
Roche Alosabat 9 Provide Proof of Mechanism of * Angelman NCT
. Drug' 7mg QD Alogabat in Children and Adolescents Syndrome 05630066
& /e Aged 5-17 Years With Angelman
Alogabat Syndrome (AS) With Deletion Genotype
e (and 2 more...) yn P
e A Phase 1/Phase 2 Open-label Study to
Phase | Evaluate the Safety, Tolerability, and NCT
Sanofi |* Drug: SAR444836 1 Efficacy of a Single Intravenous * Phenylketonuria 05972629
Phase | Administration of SAR444836 in Adult
2 Participants With Phenylketonuria
¢ Drug: Gadoquatrane e A Study to Compare How Well ’ grciﬁ::iment in
(BAY1747846) Phase Gadoquatrane Works and Its Safety Magnetic
Baver ¢ Drug: Gadobutrol 3 With an Already Available Contrast Resgonance NCT
Y ¢ Drug: Gadoterate Agent for MRI in People With Known Imasin 05915702
meglumine or Suspected Brain or Spinal &g
. . e Central Nervous
¢ Drug: Gadoteridol Cord-related Problems
System Pathology
O Infectious Disease
Sponsor Interventions Phase Study Title Conditions NCT NO.
e | Bt PV g SO0 o L M e S - Preumorcnl |
P 3 P Disease 05875727

conjugate vaccine

in India.
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Sponsor Interventions Phase Study Title Conditions NCT NO.
Drug: PF-07842805 e A Study to Learn About the Study « Candidemia
Pfizer Drug: Caspofungin | Phase| Medicine (Called Fosmanogepix/ Candidiasis NCT
¢ Drug: Fluconazole 3 PF-07842805) in People With Candidemia Invasive ' 05421858
Drug: Placebo and/or Invasive Candidiasis.
* Radiopaque Matrix MK-8591 Implant in |* Human
MSD Drug: Islatravir Phase | Participants at Low-Risk for Human Immunodeficienc NCT
Drug: Placebo 2 Immunodeficiency Virus Type 1 (HIV-1)| vy Virus 05115838
Infection (MK-8591-043) HIV
¢ A Study on the Immune Response and
Safety of an RSV Vaccine When Given
. . to Adults 50 Years of Age and Above
Biological: Who Received Lung or Kidne Respirato
RSVPreF3 OA Phase & Y piratory NCT
GSK . Transplant and Are at an Increased Syncytial Virus
Investigational 2 . . ) . . 05921903
. Risk of Respiratory Syncytial Virus Infections
Vaccine . .
Lower Respiratory Tract Disease and
Compared to Healthy Adults 50 Years
of Age and Above
e A Study on the Immune Response and
Safety of an RSV Vaccine When Given
. - to Adults 50 Years of Age and Above
Biological: . . .
Who Received Lung or Kidney Respiratory
RSVPreF3 OA . ) NCT
GSK . Phase | Transplant and Are at an Increased Syncytial Virus
Investigational . . . . . 05921903
i 2 Risk of Respiratory Syncytial Virus Infections
Vaccine . .
Lower Respiratory Tract Disease and
Compared to Healthy Adults 50 Years
of Age and Above
Biological: Respirato
RSVPreF3 OA * A Study on Safety and Immune P : ry'
. . Phase . Syncytial Viruses
GSK investigational 3 Response of Investigational RSV OA « Respirato NCT
vaccine Vaccine in Combination With Herpes S ni Hal r\iir 5 05966090
Biological: HZ/su Zoster Vaccine in Healthy Adults Y y Y
k Infections
vaccine
Biological:
mRNA-CR-04
vgccme 1ng * A Safety and Immune Response Study
Biological: to Evaluate Varying D f an mRNA
mMRNA-CR-04 Phase| .o audie varymg Loses of & NCT
GSK vaccine 30 ] Vaccine Against Coronavirus Disease COVID-19 05972993
aceine b 2019 (COVID-19) in Healthy Adults
Biological:
mRNA-CR-04
vaccine 100pg
Drug: Placebo
. . Phase
Biological: o | A Study to Learn About New COVD-19 |» SARS-CoV-2 NCT
BioNTech| BNT162b2 (Omi Phase RNA Vaccine Candidates for New Infection 05997290
XBB.1.5) 3 Varients in Healthy Individuals COVID-19
¢ A (linical Study Investigating the
. ¢ Biological: BNT166a | Phase | Safety and Immune Responses After . NCT
BioNTech), Biological: BNT166c 1 Immunization With Investigational Monkeypox 05988203
Monkeypox Vaccines

_11_




Sponsor Interventions Phase Study Title Conditions NCT NO.
¢ Biological: e Safety and Immune Responses After
BNT164al Phase Vaccination With Two Investigational NCT
BioNTech|e Biological: | RNA-based Vaccines Against * Tuberculosis 05547464
BNT614b1 Tuberculosis in BCG Vaccinated
¢ QOther: Placebo Volunteers
O Metabolic/Endocrinology
Sponsor Interventions Phase Study Title Conditions NCT NO.
. i B Phase [+ MK-0616 (Oral PCSK9 Inhibitor) Renal | Hypercholesterol NCT
MSD e Drug: MK-0616 1| Impairment Study 2 (MK-0616-020) aemia 05934292
« A Study of MK-0616 (Oral PCSK9 . Sﬁ’jmhde“eml
e Drug: MK-0616 Phase | Inhibitor) in Adults With Heterozygous . NCT
MSD . . . e Familial
¢ Drug: Placebo 3 Familial Hypercholesterolemia Hypercholesterol 05952869
(MK-0616-017) P
emia
* Hypercholesterol
 Drug: MK-0616 | Phase |  Study of MK-0B16 (Oral PCSK emia NCT
MSD « Drug: Placebo 3 Inhibitor) in Adults With e Familial 05952856
& Hypercholesterolemia (MK-0616-013) Hypercholesterol
emia
. ' Phase * An Open Label Extension (OLE) Study to « Hyperlipoproteine,  NCT
Novartis|e Drug: Pelacarsen 3 Evaluate Long-term Safety and mia (a) 05900141
Tolerability of Pelacarsen (TQJ230)
Phase e A Study to Evaluate the Drug Levels,
BMS ¢ Drug: ] Physical and Chemical Changes, and |* Healthy Male NCT
[14C]-BMS-986196 Removal of BMS-986196 in Healthy Volunteers 05981963
Male Participants
e A Phase 1/Phase 2 Open-label Study to
Phase o
) Evaluate the Safety, Tolerability, and NCT
Sanofi |* Drug: SAR444836 Ph Efficacy of a Single Intravenous ¢ Phenylketonuria 05972629
;se Administration of SAR444836 in Adult
Participants With Phenylketonuria
O Autoimmune/inflammation
Sponsor Interventions Phase Study Title Conditions NCT NO.
e Drug: PF-07842805 e A Study to Learn About the Study « Candidemia
Pfizer | Drug: Caspofungin | Phase| Medicine (Called Fosmanogepix/ « Candidiasis NCT
¢ Drug: Fluconazole 3 PF-07842805) in People With Candidemia Invasive ' 05421858
* Drug: Placebo and/or Invasive Candidiasis.
¢ A Study to Evaluate the Efficacy and
Roche * Drug: RO7434656 Phase | Safety of RO7434656 in Participants With |* Primary IgA NCT
* Drug: Placebo 3 Primary Immunoglobulin A (IgA) Nephropathy 05797610
Nephropathy at High Risk of Progression
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28 RIopAY B
Sponsor Interventions Phase Study Title Conditions NCT NO.
* Program to Assess Adverse Events and
. o Change in Disease Activity of Oral . .
AbbVie |’ giﬁgj ggi‘;izmmb Phg‘se Upadacitinib in Adult Participants With ;ﬁﬁrenrfa;ﬁf 05?4%243
& Moderate to Severe Systemic Lupus
Erythematosus
A Study of lanalumab (VAY736) in
|+ Biological: Phase | Patients With Pn.mary Immuqe * Primary Immune. NCT
Novartis lanalumab 2 Thrombocytopenia (ITP) Previously Thrombocytopeni 05885555
Treated With at Least Two Lines of a (ITP)
Therapies
* Drug: o Phase A Study to Evaluate.t.h(.e Efflcacy and . Sjvgren's NCT
BMS Deucravacitinib 3 Safety of Deucravacitinib in Adults Syndrome 05946941
¢ Other: Placebo With Active Sjogren's Syndrome Y
O Cardiovascular
Sponsor Interventions Phase Study Title Conditions NCT NO.
« Drug: Cevostamab Phase | A Study Evaluat.mg the Safety and
Roche |* Drug: Lenalidomide L Bificacy of Multiple Treatrent e Multiple Myeloma NCT
g: . Phase| Combinations in Participants With P Y 05583617
* Drug: Tocilizumab .
2 Multiple Myeloma
' . Phase An Open Label Extension (OLE) Study « Hyperlipoproteine|  NCT
Novartis|® Drug: Pelacarsen 3 to Evaluate Long-term Safety and mia (a) 05900141
Tolerability of Pelacarsen (TQJ230)
* Diagnostic Test:
Risk prediction .
Not DeteCtiON and Stroke Preventlon by . L
Bvg | model Applicabl  MoDE! ScRreenING for Atrial » Atrial Fibrillation| NCT
* Diagnostic Test: PP R e Atrial Flutter 05838781
. le Fibrillation
14-days continuous
ECG monitoring
[0 Licensing Deal
Il THLAL L) e | I I e A g nEgA | A R
* Prevail®] v]g7l Al73Ag €}l
magm | Sangamo®| AAV ZRAIE QK]0
07/17 | Sangamo Prevail '37]’}\” Za= SIFTER(Selecting In vivo For At $1,190M
= Transduction and Expression of
RNA)E A&
Recludix , = , o TS ¥ A5 Aghol tigh FE %
5HO o S JOIAF
07/20 Pharma Sanofi TE.E’KE STAT6 7{1_1:]":7(]_ qu-"xﬂ% 7H‘f]:,_}6]‘_ﬂ }E}‘Q‘ﬂ' v a’o $1,325M
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https://recludixpharma.com/recludix-pharma-enters-into-a-strategic-collaboration-with-sanofi-to-advance-novel-oral-stat6-inhibitor-in-multiple-immunological-and-inflammatory-indications/
https://recludixpharma.com/recludix-pharma-enters-into-a-strategic-collaboration-with-sanofi-to-advance-novel-oral-stat6-inhibitor-in-multiple-immunological-and-inflammatory-indications/

A=t 7NLA EAGA | 7led Ao/ MEEA | A A=
o 7]E9] A=A mtEA] Alef(dio] A|d
£927 G2 B2 24 SN
Hlo| QA3 SwuEo] n|3 Al AHis) (ometo)
N =AU 1k, J1E TEUA] Qs o
) =9 = =2 T =] AR _ ukshsl
7/24 | Alvotech Teva | PRI | hor S usxo) gt ajol 2 ;;}2}5
+ FDAS] LA} ]2 913t oo}z A
AR Alvotech A& AJAde] A& I T
4 A1
* PeptiDream?] #ejojc w74
e ZHEZPDPS(Peptide Discovery Platform $755M
07/25 | PeptiDream |  Astellas '37]’}\” System)2 &, Astellas7} AElsH & | SHEA vk (¥236°100)
= | 7R mAO] gt AR T e
OIAI(TPD) = W AlE g J]de
« U]Z FDA 2 EU EMAZHE 77}
4L SlRs AR e o
_ MAA Bor= 108 SHAI2 2J5F RNA
S o x] 1 O —Jgao o = = fiY O]}\]- }\]_
08/01 ProQR Thea o4 Al x12A] Sepofarsen (QR-110)7} M=552 Ak 34} €147.5M
29 U SIEERY YUY MaZ RNA
A=A Ultevursen (QR-421a)
* Alnylam®] siRNA Z=HZ 7]gt
08/03 | Alnylam Agios Se8A | AAGEILE X84 TMPRSS6 siRNA A $147.5M
20 izt 54 2=2E 2ojdla
~ . $50M
| o |* TS O S50 CAR-T 28R o 0 | el
08/07 | Poseida Astellas SHEA 542 (P-MUCIC-ALLOI) A 14 ( ]:a‘}—)_r
e Astex’} ©@¥ 7|8Kfragment-based)?]
Aokt ZHE3 &8oto] pb3 3Y
oo | OF GUUS BROE Bl I
08/08 Astex MSD SHEA SWEA(48A} 5}5bE) wlZ MSDL SHEX dHig £$i5(;,—0§[o
NOFEu2AS A7, Y YR 2
e =Y =4E g
» Rakuten Medical®] =AFHQl BHAX|E
Rakuten ) S 71 Z329] d20|=A(Alluminox)S T B
/15 \egical | TR | PR S iasiof et sopet mjojmejel Ame| I
MENA AV Ah8st =4 2ojdla sl=
« AEA ol BAZ =50 bt 5%
Precision - o]A] CD19-directed CAR-T
RER=EN OIA} ThA}
08/15 BioSciences Imugene | 227 X] 8A(azercabtagene zapreleucel 5y 103 $662M
(azer-cel))
o N 2 =4 9 DNA &4 5510
. wojsh= Vaccinia ¥ 7|UA 1(VRK1)Z
08/16| SO | DAY ONC | opon | groz sho sok 3 gel ol gt | RW | $316M
SEERER | Hopham ApAt o FR2AS JRIStL Y
o Qe =4 golda
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https://investors.alvotech.com/news-releases/news-release-details/teva-pharmaceuticals-and-alvotech-provide-update-strategic
https://www.astellas.com/en/news/28186
https://www.proqr.com/press-releases/proqr-therapeutics-and-laboratoires-thea-announce-agreement-for-thea-to-acquire-proqrs-sepofarsen-and-ultevursen-ophthalmic-assets
https://investor.agios.com/news-releases/news-release-details/agios-announces-exclusive-worldwide-license-agreement-novel
https://www.astellas.com/en/news/28271
https://astx.com/astex-expands-drug-discovery-collaboration-with-msd/
https://rakuten-med.com/us/news/press-releases/2023/08/10/7729/
https://rakuten-med.com/us/news/press-releases/2023/08/10/7729/
https://www.businesswire.com/news/home/20230815091930/en/Precision-BioSciences-Completes-Strategic-Transaction-with-Imugene-for-Azer-Cel-in-Cancer
https://www.businesswire.com/news/home/20230815091930/en/Precision-BioSciences-Completes-Strategic-Transaction-with-Imugene-for-Azer-Cel-in-Cancer
https://ir.dayonebio.com/news-releases/news-release-details/day-one-announces-vrk1-license-agreement-and-research/
https://ir.dayonebio.com/news-releases/news-release-details/day-one-announces-vrk1-license-agreement-and-research/

[ S&d+
axt | oI A7sx A7g e
* Pfizer?} WX 7§ij8 Flagship Pioneeringo©|
Z}AF 5,0008F G2 19d2| S £AL 407
- , o]%g9] vto]er|o g /dH Flagship?
07/1g | FIEBSHR AONCEMNG |, yors o wz | geplE B8l Ao uF YA Hona 2
=Piizer - w2l 107]9) Aloksw go| o8 Pfizers | T O
2 el WS 2, D) 929 448e
BB 79 2R E AF
RN * lonis®] RNA #As} Z2HE 7|=2 E85}o] 71E
o Al I}AISH
08/03 | Nowartis onis | SEUSECUO | A Lpta) mAst 2y AN, Novartist | elolx
= 7= R A AR, RlE 2 ARE Abes) g Aok 718k
* iPSC Rl 24T * bit.bio= 714 g5 7|8 AM ZHEZ Aot
08/03 BlueRock Therapeutics| AJZ(Treg) 718t IPSCE Tregsz A= =2 72jUsH7] 5t AAL ZolHA o
- bit.bio R ZHol 24 9 OIAHTF) 2382 Al¥H BlueRockE X|2A| iy
S |ES= e i SHEA0 e gy} Adets 299
VS,
o . of 9l o=t ot TentarixQ;J %"é‘—j“’_ HEREA EAFS ;‘éﬁﬂ & $66M
08/15|  Tentarix-Gilead JRIQE iy H G| dieh s 21 T X 2A (R 2F~H
WA gza e ge oo 9y WA 7 | emeoa
$800M
+ du]E(BBB)S ¢ Aliada?} 7|1 Q= Esfiand 28A|(TIR)
08/15 Chiesi-Aliada st gt 52 CD98Z o] &3t BBB Fuf Z3%F 7|=2
R&A ss7id Z8of AF FAASHLSD)A A 7id

* (Lp(a)) A= AdEHA S AH-S(LDL-C) fAF UAte} ofZA|i A (a)2 4 oA R APdEHE dAt
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https://www.pfizer.com/news/press-release/press-release-detail/flagship-pioneering-and-pfizer-partner-accelerate
https://www.pfizer.com/news/press-release/press-release-detail/flagship-pioneering-and-pfizer-partner-accelerate
https://www.prnewswire.com/news-releases/ionis-enters-collaboration-to-advance-next-generation-program-targeting-lpa-for-cardiovascular-disease-301892267.html
https://www.bit.bio/news/bluerock-therapeutics-collaboration
https://www.bit.bio/news/bluerock-therapeutics-collaboration
https://www.gilead.com/news-and-press/press-room/press-releases/2023/8/gilead-and-tentarix-to-discover-and-develop-novel-therapies-to-address-unmet-medical-needs-across-cancer-and-inflammation
https://www.prnewswire.com/news-releases/chiesi-global-rare-diseases-announces-co-development-agreement-with-aliada-therapeutics-to-advance-blood-brain-barrier-crossing-platform-technology-in-lysosomal-storage-disorders-301901397.html

O S48, ZEER 7, 12274 52 5ol FHEAE 42hE A A +& 7l
O AR A A2 &af FE &8 A /4% 9 XLE ASol A2 ds
A LEZ2| Q0] IHX] Q= S EEsiAY ZEZELQE AjF/dstal ART

st= S 7|92 ge]3H(Deloitte, 2023)

- AbbVie, Takeda % Bristol Myers Squibb(BMS)& Z+ZF Allergan, Shire %
CelgeneZ H=fslo = Ql4sto] Ajof LEZ2]| Q0] F7F GSKe} J&J= AB|AF A7 A
A B} Pfizer?t Novartiss= AU AFATE 71& AFGES 22 (oliverwyman, 2022)
O (MSD-Organon) 2021 o} 77 MZ} uolex|eis meshe
Fuel ARIS BAR § Al2e MofelAf Organon MY, $EE 53 AX ¥

V.S

Tof A2 glof ¥lg 2 R IYA H WA F2 4 2okl A

O (Novartis-Sandoz) 23¢9 109 Sandoz BAMS =5l AUy} vlo]oA|Ue] Al Ea]

- Novartis ’”‘7} UAFFESEGM)OIA Aok 52 HigS 5918, Sandoze=
Novartis 2207 Sandoz ZAl9] A= v|=2S Hu|sl Novartis ADR
(American Depositary Receipts) E-SAoJA] Sandoz ADRES HEHfjol= ®rlo g AlSH
(reuters, 23.08.19)

* Novartis®A! 5%t Sandoz &A! 13 A2

- 0]=9] tjofst MRS &5t 7pA Qrel ul [y A|Are] ARO 2 Sandozo] £
58, AR B0 Sandozz MUY I sloleA|U Alerot] AFeln
Novartist= SAlIQJokx Atdof| A& (fiercepharma, 23.08.18.)

- Sandoz® A% EWr|goz Mgkt 9 Ao AU A= 44 2w
* 0] ADR(American Depositary Receipt) =2 7388 &3] SIX AYA H2fAo AHAE

of| A (biopharma-reporter, 23.08.21)

O (Labcorop-Fortrea) A3l- 824 Mu|A g <AA| Labcorp?t 20220 309 &
o] j&g /4t 44 7Y ALY E(CRO AMYH) +&(labcorp, 23.07.03.)

- (Labcorp) Diagnostics2 A% Zz24 dA7o] @ Adutst 7|elo g wshal A

2 AAS 2 FYATA, A7) A AT, WENE 228 Ay UEYD By

- (Fortrea) 2% A4 YA S0l FPA =Y M, A L YT
5l 9 1V S B2, A HE 9 lE S2HE A2

o
=2
* AR} ##ste] Labcorp?t Fortrea©]] 71043J Apetoll oigk otz oF 169 Z29] dg
2uf(pharmaceutical-technology, 23.07.04), O]= A4 AEAN] EXA0F Labcorp?] 52t
SlAtof thigh WA 28] AHAS #AF =5 4d(finance.yahoo, 23.07.03)
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https://www2.deloitte.com/content/dam/Deloitte/global/Documents/Life-Sciences-Outlook-2023-Evolving-Portfolios.pdf
https://www.oliverwyman.com/our-expertise/insights/2022/feb/the-end-of-big-pharma-conglomerate.html
https://www.reuters.com/business/healthcare-pharmaceuticals/novartis-plans-sandoz-spin-off-around-oct-4-proposes-share-distribution-2023-08-18/
https://www.fiercepharma.com/pharma/novartis-floats-share-distribution-scheme-it-plots-sandoz-spinoff-october
https://www.biopharma-reporter.com/Article/2023/08/21/novartis-cites-strong-sales-growth-for-15b-sandoz-spin-off
https://ir.labcorp.com/news-releases/news-release-details/labcorp-completes-spin-fortrea
https://www.pharmaceutical-technology.com/news/labcorp-forms-spin-off-of-fortrea/
https://finance.yahoo.com/news/labcorp-completes-spin-off-fortrea-105700183.html?guccounter=1&guce_referrer=aHR0cHM6Ly93d3cuZ29vZ2xlLmNvbS8&guce_referrer_sig=AQAAAL4kwvOpI9kf2hT4Mn4l_Vj0P-1BJ7K39RWj0p3HEb9yBtP-UjhE-Adw4p4ba8LRZgw5zab250Uo3sKeChutMeSiKSjGPg

3

22 MY 5

o2l

O (1&)-Kenvue) J&J= A% % MedTech ¥ofo] &ilo] ol s s,
Tylenol ¥ Band-AidS Z3Ish AMAIAQ] Halc S ZHAlog A4
(‘Kenvue') A 27
- 4109 2 429 71¥9571(IPO) dAHbiopharmadive, 23.05.04)

O (WuXi Biologics-WuXi XDC) WuXi Biologics?] AtE ®HEES Hloju=

—]_’—‘ O O
ABHADC/bioconjugate)oll ThSsl7] el SRAQ AH2 AT SHEL R|Zsto]
Zz2¥ AzAQl ADC ¥ bioconjugate AH|A AlFAA|(WuXi XDC)S =5t

23 Z Y AHRA HE AAHwuxibiologics, 23.07.09)
* (WuXi Biologics) H}o]@9]eFE] JNURE AASHAZ)HA] end-to-end &FdS A&
5= CRDMO 7|
O (Intercept) 24V X g 4wy I5A TdUA(PBC, Primary Biliary Cholangitis)
Aiel A71A AR SR oA Al FARQA A A A%, 2o YL
- ]_ _]

B -
23 AYUF(NASH) ¥ FAF S 2

1=
Az} 212719 mjels 71¢] A% 25 s
x L

« 239 7|99 & 49o] A& HAastal
Legembi ZA] B]&0] ol 1oz o4}
Reata * @71 29 94& P5H Reatad] Skyclarys =& $7,309M
7/28 Biogen Therapeutics | ° 7Moo s 233 49 S99 A 2HES (+3 3
ofg ATRHFAIY AN 285 172.5022})
EAFeHS o7 ZAA(EHEAN) S 236t
gio] @Allo] o] YHet ZEELQ s}

- RAS(ON) IAH|(RMC-6236) mjo|mefel st

Revolution 27 wAl 7t =N TS
08/01 1 Medicines BRC 1 oy 2 me o o mrRg A 1) A
459 RAS F41 AHHRMC-6236)01 %
Pionyr o N
e Z2Q }A ZEoQFsh mz 7200l [K-930 & 7]E} $43M
08/07 Ikena Oncology Imrr;uen?[(}‘:fra- jo|majol m2 TeNo] Cfst ol A3l Bha (ZAl012)
uti
- O AE S8 D ARe 2, AL
Decibel QAR A2 715 9 Uo] g AR AAS
08/09 | Regeneron | g 0. | B SF UL 714 D8Y A $109M
TAPEHES 1 gt x|z mRIDBE- 0TO, YA A3
%) 73 7h4et @ mojmeel 7}
08/14 Harmony Zynerba o FoF X =57 Fragile X syndrome)©] sj= (17“?65;\/[ 1059)
Biosciences Pharmaceuticals ZAF X824 e ¢Jst ofo|meto] &R} 1o 2 o
(CVRY AlF)
* (Skyclarys(omaveloxolone)) 16A] oJAF A9l @ Hiwo] ma]jeglo|s] &=AXZ(FA Friedreich’s ataxia/ FXN &

=
At Aoz QFt @S Aol U wY Aol EROz st ARAS EAATIE o 9uA Hay A Az
2919 ABAZ 03 FDA 39 H5 5 AF &4 &
« (F]oF X 252, FXS) X 4MRlo] 2okt 2917} 9lo] Al AR, 2 ol
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https://www.biopharmadive.com/news/kenvue-ipo-pricing-johnson-johnson-consumer-spin/649449/
https://www.wuxibiologics.com/wuxi-biologics-announces-proposed-spin-off-and-separate-listing-of-wuxi-xdc-on-the-hong-kong-stock-exchange/
https://investors.biogen.com/news-releases/news-release-details/biogen-acquire-reata-pharmaceuticals
https://ir.revmed.com/news-releases/news-release-details/revolution-medicines-inc-acquire-eqrx-inc-all-stock-transaction/
https://ir.revmed.com/news-releases/news-release-details/revolution-medicines-inc-acquire-eqrx-inc-all-stock-transaction/
https://ir.ikenaoncology.com/news-releases/news-release-details/ikena-oncology-acquires-pionyr-immunotherapeutics-all-stock
https://investor.regeneron.com/news-releases/news-release-details/regeneron-acquire-decibel-therapeutics-strengthening-gene
https://www.harmonybiosciences.com/newsroom/harmony-biosciences-to-acquire-zynerba-pharmaceuticals-inc
https://www.harmonybiosciences.com/newsroom/harmony-biosciences-to-acquire-zynerba-pharmaceuticals-inc

(1 VC &X}
art 71949 exigh] | A2 A e 5T 24
o 27tE 9] ol &S Slidshy] sl 58] AAE
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07/26 | Nexo Therapeutics A $60M Profile Before Initiation of Target))2 ZA3slsto] A2
o ARHE S Nexo] SRE 715 7
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C ORI Aot A8 B 3 392 oY iy 29
A7 U MRI B 9 Z2ed oxd o4
L o2l et
07/26 | Octave Bioscience B $30M . Chuby Zslao u|zat clokst Al EjsiA sk siap
2 A7 A2l 3 AR 23 AFS AR
g st
o Ohufsh AlZEF W ChA} Aste] A 71K 20 A|E
07/26 | Kriya Therapeutics C $150M ddo] 2HS IE HEY SAA X8 REZD]Q Tt
ol 3R}
= O
i ¢« 5 O XA n|EZctg]o} AlYo] * St
Therapeutics R|8A| Zagociguat 7f
o 199 HE5 A W] gk AR R 2Rl 2A
. IYEAR DA Ty =3 cretostimogene
08/02 CG Oncology Crossover $105M grenadenorepvec)o] tiat 34} chol @l oliol
BOND-0032 zZ3hsh gpagol olib m 2 7230 XY
| + OF% ks B 28 YARIDRA) GM-1229] &Y 1Y
08/09 Georgiamune A $75M ol ojo|} APpuiel Asto] cfgt mjo|majel sh
o tRNA 7|8t oF2 S g2Al0] AEFFE(Stop Codon) A&t
08/09 | Allma ; SIOM | xese o) maE o 2 ANRIUS HE AT
ADARx o ADX-324 & ADX-0382 x&stst ADARx" YA mZ 78
08/09 | b armaceuticals | © S200M | w o mRNA A2 98t molaejol Wl Al¢d
o THIZ A 2y Fx4/g widso] gist Xl& A
08/17 Abcuro B $155M ABC0089] 2/34 QA==

* (MEALS, Mitochondrial encephalomyopathy, lactic acidosis and stroke-like episodes) oj2] A7|S AHst= Al
38789 AFEYY Agor nEZeold HISYS, LAMNES, HEFY FAAS ol g
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https://www.nexotx.com/page1.html
https://www.mobihealthnews.com/news/octave-bioscience-scores-30m-neurodegenerative-disease-offerings
https://kriyatherapeutics.com/news/kriya-announces-150-million-addition-to-its-series-c-bringing-total-round-to-over-430-million-to-further-its-mission-of-delivering-gene-therapies-for-prevalent-diseases/
https://ir.cyclerion.com/news-releases/news-release-details/tisento-launches-81-million-top-tier-investor-syndicate-and
https://ir.cyclerion.com/news-releases/news-release-details/tisento-launches-81-million-top-tier-investor-syndicate-and
https://cgoncology.com/cg-oncology-announces-105-million-oversubscribed-crossover-financing-to-support-continued-advancement-of-clinical-stage-bladder-cancer-pipeline/
https://www.georgiamune.com/news
https://www.alltrna.com/press/alltrna-announces-series-b-raise-of-109-million-to-advance-trna-medicines-for-stop-codon-disease
https://www.adarx.com/news/200-million-series-c-financing/
https://www.adarx.com/news/200-million-series-c-financing/
https://abcuro.com/uncategorized/abcuro-announces-155-million-oversubscribed-series-b-financing-to-further-advance-autoimmune-pipeline/

]

[

NAEAZ7]7H(WHO), ZA|AALA(IARC, International Agency for Research on
Cancer), AFsd7|-HFAO), AlE87Ie ST/ Le(ECFA)= Aolld & ¢
& FIoA otAmEE 29 YWUSAR 7 dY 518 AHAFTE AE ke 40mg
o2 HAHWHO, 23.07.14)

O otamEae AzZze] Ay ZAula=, 19809t = U= Al (FDA)] 54l
o3 HYSE, UAE, R7T2E, ZF 8RA AE, JUE 5 CHR AE
g2 At

- opamtEEAte ddatdolat £ sbx] ofulmgtoz Aol glo] A A
5 b ofuleAl(A%e] M kel WHeE w30 Esjso G g
g} tjAto] A&

- o=, AUt @R wlEsH AA 125742 ol4fo] Mzzal Zulee 60005
oo A|&ol Ar&(yahoo. 23.08.09)

O QIzte] opaAmer Hajo] W AL MaHolr] feo Huw 9Fe Aoz
= 9olAM B]RE, I Fo] BRI ofaAmE AF|e} & Atole] AMAd AJAE
(forbes, 23.07.25)

O oJorEel A9 MAYAPICH e Al Tt BRI} ot the 4 oy, tidE
Aojti= AL i, e, T2 AA.L A+ A BAl ol AR

- (mabd) Zolz RS AGRE FAT Eystel oy BhE 495
ANVISA(B2tA 9JoFE A7) &< B, AT EA7|-HFAO)F WHO
o] 7toleeRRlg HIF o ® LIt 7oA 50" A7HAY 7|=A 7|5, FY
St 2 AR 27AL 9 XA 211720239 AA(ANVISA, 23.07.14)

- 0] FDA, 7l AR, BU AlEQHY SoldL otanbgo] @] s18H 4
oA etHstttal A& (cnbe, 23.07.14)
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rlr

Q o

M

o]=% CMS(Centers for Medicare & Medicaid Services)= HOg#Ho] == 74
(Medicare program)xt WA o]t = & 738 (Medicaid program)s +%sti &
St= AX 7|™oF Hvlol= AHHo] olZo]Hd ZFEH(IRA, Inflation Reduction
Act)= ol AFIAt &goko] digt A FAol 7Hs(CMS, 23.06.30)
O HlolE WABE RA 7|5t o} Jjsle Aorsjatete] JHARANS Eall 203197
2509 &2 AoF = H(reuters, 23.05.09)
- RAE HiAlo} ZHUALY Auor 1182 FET A RO b AFE Fo)]
98], BEA R FTHHHS)o] HoiAo] TE D(2026W5E) U mHE (202895
B)oll ot HgEE 54 ofokFol dish Alefelatet 742 45t o+
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https://www.who.int/news/item/14-07-2023-aspartame-hazard-and-risk-assessment-results-released
https://news.yahoo.co.jp/articles/c6b3eebcdf8d1bf6fcd71c5e5eb984e9546aa388
https://www.forbes.com/health/body/aspartame-possible-carcinogen-who/
https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2023/oms-divulga-resultados-da-avaliacao-de-perigo-e-risco-do-aspartame
https://www.cnbc.com/2023/07/14/fda-says-aspartame-is-safe-disagrees-with-who-on-possible-cancer-link.html
https://www.cms.gov/newsroom/press-releases/cms-releases-revised-guidance-historic-medicare-drug-price-negotiation-program
https://www.reuters.com/legal/drugmakers-set-strategy-legal-fight-against-us-pricing-regulation-2023-05-09/?mkt_tok=ODUwLVRBQS01MTEAAAGLn4LGjW9Vrq6Q43dX2JepmEpZJxKejIfLpjJSPcgvMm5PCl7vZjJG7oz_G4bA7rJshzfWRFIFESRARU2h87uTtiCt7uouB8Kh4ez4BsnTbYE_

O CMS+ 239 3€9] das x7] XA &719dS vtdsto] 239 69 A2F
XA oigjo] E(KFFS), 23.08.08)
- (@4 94 9oF o) "gAlo] otE D(WHAofe] QlighAt 9ot s= T2
J8)o] mAE Y, 20261d0] 517HE wal W|OjE= A Aoz F5e AYY
+ HioleA|Ua gigto] Qe ©Y Bt ofF £+ AZA AE
« OJobE B=o] WEEY YRS 7]EO02 FDA S7IUREE Hi THFAHOIE) £L 119
(8to] 2.0]OFE) o] A3t OJOFE(CMSE At A42 AR s P we 59 g
A2 AFS)
« (BX O JoFE AQl) D3] FOIOFE(FDRCY MM 526 71%), @UFE Dot wE Bof mpe
5 2% 20| 29 | 0]7H(223.06.01 - 23.05.31 7|%), OFAG A=
A O gUE AR 7IF) T "dAlol ;E D A|EW 0] 7MY =2 dT A4

O] ok&Z(negotiation-eligible drug) 4% 507] FofjA A4

1

—

- (@A oAb elobE MA Fj3) 20261 olciAo] TE D oFE 107] — 20274
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https://www.ema.europa.eu/en/documents/scientific-guideline/ich-m7r2-guideline-assessment-control-dna-reactive-mutagenic-impurities-pharmaceuticals-limit_en.pdf
https://www.who.int/news/item/20-07-2023-new-global-action-plan-on-epilepsy-and-other-neurological-disorders-published
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/assessing-user-fees-under-biosimilar-user-fee-amendments-2022
https://www.federalregister.gov/documents/2023/08/03/2023-16557/fixed-combinations-and-single-entity-versions-of-previously-approved-antiretrovirals-for-the
https://www.federalregister.gov/documents/2023/08/04/2023-16645/waivers-exceptions-and-exemptions-from-the-requirements-of-section-582-of-the-federal-food-drug-and
https://www.federalregister.gov/documents/2023/08/07/2023-16814/recommended-acceptable-intake-limits-for-nitrosamine-drug-substance-related-impurities-guidance-for
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/classification-categories-certain-supplements-under-bsufa-iii
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/informed-consent
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https://www.ema.europa.eu/en/news/open-framework-extended-wider-range-medicines
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/referral-procedures/nitrosamine-impurities#guidance-for-marketing-authorisation-holders-section
https://www.ema.europa.eu/en/news/ema-review-data-paternal-exposure-valproate
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