Medicines in Development — Older Americans

Alzheimer's Disease and Dementia

Product Name

ABBV-552
(SV2A modulator)

ABBV-916
(anti-ABpE3 antibody)

ACU193
(anti-amyloid-beta oligomer mAb)

AD101
(calcium channel modulator)

AD-35
(amyloid-beta aggregation inhibitor)

ADPTO6

AKST/GRF6019
(neurogenesis stimulant)

Sponsor

AbbVie
North Chicago, IL

AbbVie
North Chicago, IL

Acumen Pharmaceuticals
Charlottesville, VA

AmyriAD Therapeutics
Los Angeles, CA

Hisun USA
Bridgewater, NJ

Novartis Pharmaceuticals
East Hanover, NJ

Alkahest

San Carlos, CA
Grifols
Barcelona, Spain
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Indication

Alzheimer's disease

Alzheimer's disease

Alzheimer's disease (Fast Track)

Alzheimer's disease

Alzheimer's disease

cognitive impairment,

mild Alzheimer's disease

mild-moderate Alzheimer's disease,
severe Alzheimer's disease

Development Phase

Phase |
www.abbvie.com

Phase Il
www.abbvie.com

Phase |

www.acumenpharm.com

Phase Il

www.amyriadtherapeutics.com

Phase Il
WwWw.hisunusa.com

Phase Il

www.novartis.com

Phase Il
www.alkahest.com



http://www.abbvie.com/
http://www.abbvie.com/
http://www.acumenpharm.com/
http://www.amyriadtherapeutics.com/
http://www.hisunusa.com/
http://www.novartis.com/
http://www.alkahest.com/

Alzheimer's Disease and Dementia

Product Name

ALOO1
(lithium cocrystal)

ALO02
(TREM2 protein stimulant)

ALO44
(MS4A)

AL101
(SORT1 inhibitor)
ORPHAN DRUG

ALN-APP
(RNA interference)

ALX-001
(mGIuR5 modulator)

Sponsor

Alzamend Neuro
Atlanta, GA

AbbVie

North Chicago, IL
Alector

South San Francisco, CA

Alector
South San Francisco, CA

Alector

South San Francisco, CA
GlaxoSmithKline

Research Triangle Park, NC

Alnylam Pharmaceuticals
Cambridge, MA
Regeneron

Tarrytown, NY

Allyx Therapeutics
New Haven, CT
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Indication

Alzheimer's disease

early Alzheimer's disease

Alzheimer's disease

frontotemporal dementia

(Fast Track)

early onset Alzheimer's disease

Alzheimer's disease

Development Phase

Phase Il
www.alzamed.com

Phase Il
www.abbvie.com
www.alector.com

Phase |
www.alector.com

Phase |
www.alector.com

www.gsk.com

Phase |
www.alnylam.com

www.regeneron.com

Phase |
www.allyxthera.com



http://www.alzamed.com/
http://www.abbvie.com/
http://www.alector.com/
http://www.alector.com/
http://www.alector.com/
http://www.gsk.com/
http://www.alnylam.com/
http://www.regeneron.com/
http://www.allyxthera.com/

Alzheimer's Disease and Dementia

Product Name

ALZ-801
(amyloid beta-protein inhibitor)

ALZT-OP1
(amyloid beta-protein inhibitor/
inflammation mediator inhibitor)

AMX0035
(HDAC inhibitor)

ANAVEX®2-73 (blarcamesine)
(muscarinic receptor agonist/
sigma-1 receptor agonist)

ANAVEX®3-71 (AF710B)
(selective allosteric modulator)
ORPHAN DRUG

Sponsor

Alzheon
Framingham, MA

AZTherapies
Boston, MA

Amylyx Pharmaceuticals
Cambridge, MA

Anavex Life Sciences
New York, NY

Anavex Life Sciences
New York, NY
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Indication

early Alzheimer's disease

(APOE4/4 homozygotes) (Fast Track)

Development Phase

Phase Il
www.alzheon.com

early Alzheimer's disease
(APOEA4 carriers)

Alzheimer's disease

Alzheimer's disease

Alzheimer's disease

Phase Il
www.alzheon.com

Phase Ill completed
www.aztherapies.com

Phase Il
www.amylyx.com

Phase IlI

www.anavex.com

Parkinson's dementia

Alzheimer's disease,
frontotemporal dementia

Phase Il

www.anavex.com

Phase |

www.anavex.com


http://www.alzheon.com/
http://www.alzheon.com/
http://www.aztherapies.com/
http://www.amylyx.com/
http://www.anavex.com/
http://www.anavex.com/
http://www.anavex.com/

Alzheimer's Disease and Dementia

Product Name

ANVS301
(bisnorcymserine)

ANVS401 (buntanetap)
(R-phenserine)

APH-1104
(protein kinase C stimulant)

APNmMADbOO05
(Tau protein inhibitor)

AR1001
(PDES5 inhibitor)

AstroStem®

mesenchymal stem cell therapy

Sponsor

Annovis Bio
Berwyn, PA

Annovis Bio
Berwyn, PA

Aphios
Woburn, MA

APRINOIA Therapeutics

Cambridge, MA

AriBio USA
San Diego, CA

Nature Cell
Seoul, South Korea
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Indication

advanced Alzheimer's disease

Alzheimer's disease

Development Phase

Phase |
WWW.annovisbhio.com

Phase IlI
wWww.annovisbio.com

Alzheimer's disease in Down

syndrome, frontotemporal dementia

Alzheimer's disease

Alzheimer's disease

Alzheimer's disease

Alzheimer's disease

Phase |
www.annovisbio.com

Phase |
www.aphios.com

Phase |
WWW.aprinois.com

Phase IlI
www.aribio.com

Phase I/ll completed
www.naturecell.co.kr



http://www.annovisbio.com/
http://www.annovisbio.com/
http://www.annovisbio.com/
http://www.aphios.com/
http://www.aprinois.com/
http://www.aribio.com/
http://www.naturecell.co.kr/

Alzheimer's Disease and Dementia

Product Name

ATH-1017 (fosgonimeton)
(HGF stimulant)

Auvelity™
dextromethorphan and bupropion

AV-1959D
(Abeta DNA vaccine)

AVP-786
(deudextromethorphan analogue/
quinidine)

BAC

bepranemab (UCB0107/RG6416)
(anti-tau antibody)

Sponsor

Athira Pharma
Bothell, WA

Axsome Therapeutics
New York, NY

Nuravax
Los Angeles, CA

Otsuka America
Princeton, NJ

Charsire Biotechnology

Taiwan City, Taiwan

UBC
Smyrna, GA
Roche/Genentech

South San Francisco, CA
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Indication

Alzheimer's disease

Development Phase

Phase II/IIl
www.athira.com

Lewy body dementia,
Parkinson's dementia

agitation in Alzheimer's disease
(Fast Track) (Breakthrough Therapy)

Alzheimer's disease

agitation in Alzheimer's disease
(Fast Track)

Alzheimer's disease

Alzheimer's disease

Phase Il
www.athira.com

Phase Ill

www.axsome.com

Phase |

www.nuravax.com

Phase IlI
www.otsuka-us.com

Phase IlI
www.charsire.com.tw

Phase Il
www.ucb.com
www.roche.com


http://www.athira.com/
http://www.athira.com/
http://www.axsome.com/
http://www.nuravax.com/
http://www.otsuka-us.com/
http://www.charsire.com.tw/
http://www.ucb.com/
http://www.roche.com/

Alzheimer's Disease and Dementia

Product Name

BIIBO8O (IONIS-MAPTRx)
(tau-targeting protein)

BIIB113

(OGA inhibitor)

BPN14770 (zatolmilast)
(PDE4D inhibitor)

bryostatin 1
(protein kinase C stimulant)

crenezumab (RG7412)
(anti-amyloid beta antibody)

CST-103/CST-107

CST-2032/CST-107

Sponsor

Biogen

Cambridge, MA

lonis Pharmaceuticals
Carlsbad, CA

Biogen
Cambridge, MA

Tetra Therapeutics
Grand Rapids, Ml

Synaptogenix
New York, NY

Roche/Genentech
South San Francisco, CA

CuraSen Therapeutics
San Carlos, CA

CuraSen Therapeutics
San Carlos, CA
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Indication

Alzheimer's disease

Alzheimer's disease

cognition in Alzheimer's disease

Alzheimer's disease

familial Alzheimer's disease
in healthy people

mild cognitive impairment,
mild Lewy body dementia

mild cognitive impairment,
mild dementia

Development Phase

Phase Il

www.biogen.com
www.ionispharma.com

Phase |
www.biogen.com

Phase Il
www.tetratherapeutics.com

Phase Il
WWwWw.synaptogen.com

Phase Il
www.roche.com

Phase Il
WWW.curasen.com

Phase Il
WWW.curasen.com



http://www.biogen.com/
http://www.ionispharma.com/
http://www.biogen.com/
http://www.tetratherapeutics.com/
http://www.synaptogen.com/
http://www.roche.com/
http://www.curasen.com/
http://www.curasen.com/

Alzheimer's Disease and Dementia

Product Name

CT1812
(amyloid beta oligomer receptor
antagonist)

CVL-231 (emraclidine)
(D1/DS5 partial agonist)

CVL-871
(D1/DS5 partial agonist)

CY6463
(sGC stimulant)

Dayvigo®
lemborexant

DNL343
(elF2B modulator)

Sponsor

Cognition Therapeutics
Purchase, NY

Cerevel Therapeutics
Cambridge, MA

Cerevel Therapeutics
Cambridge, MA

Cyclerion Therapeutics
Cambridge, MA

Eisai
Nutley, NJ

Denali Therapeutics
South San Francisco, CA
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Indication

mild to moderate Alzheimer's disease

(Fast Track), Lewy body dementia

Development Phase

Phase Il
www.cogrx.com

early Alzheimer's disease

Alzheimer's disease psychosis
in the elderly (Fast Track)

dementia-related apathy
(Fast Track)

Alzheimer's disease with vascular
pathology

irregular sleep-wake rhythm and
Alzheimer's disease dementia

frontotemporal dementia

Phase |
www.cogrx.com

Phase |
www.cerevel.com

Phase Il
www.cerevel.com

Phase Il
Www.cvclerion.com

Phase Il
WWW.eisai.com

Phase |

www.denalitherapeutics.com



http://www.cogrx.com/
http://www.cogrx.com/
http://www.cerevel.com/
http://www.cerevel.com/
http://www.cyclerion.com/
http://www.eisai.com/
http://www.denalitherapeutics.com/

Alzheimer's Disease and Dementia

Product Name

donanemab (LY3002813)
(N3pG-Ab MAb)

DSP-0038
(serotonin 5-HT2A/c receptors
dual antagonist)

E2025

E2027 (irsenontrine)
(PDE9 inhibitor)

E2511
(synapse regenerant)

E2814
(anti-MTBR tau antibody)

EI-1071
(CSF-1R inhibitor)

Sponsor

Lilly
Indianapolis, IN

Sunovion Pharmaceuticals
Marlborough, MA

Eisai
Nutley, NJ

Eisai
Nutley, NJ

Eisai
Nutley, NJ

Eisai
Nutley, NJ

Elixiron Immunotherapeutics
Shanghai, China
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Indication

early Alzheimer's disease
(Breakthrough Therapy)

Development Phase

application submitted

preclinical Alzheimer's disease

psychosis in Alzheimer's disease

Alzheimer's disease

Lewy body dementia,

Parkinson’s disease dementia

Alzheimer's disease

Alzheimer's disease

Alzheimer's disease

www.lilly.com
Phase Il
www.lilly.com
Phase |

WWW.SUnovion.com

Phase |

WWW.eisai.com

Phase Il

WWWw.eisai.com

Phase |

WWW.eisai.com

Phase 11/Ill

WWww.eisai.com

Phase |
www.elixiron.com


http://www.lilly.com/
http://www.lilly.com/
http://www.sunovion.com/
http://www.eisai.com/
http://www.eisai.com/
http://www.eisai.com/
http://www.eisai.com/
http://www.elixiron.com/

Alzheimer's Disease and Dementia

Product Name

ENT-01
Alpha-synuclein inhibitors

fasudil
(rho kinase inhibitor)

GRN gene therapy (PRO06)
(AAV9 vector gene therapy)
ORPHAN DRUG

GSK4527223 (ALOO1)
(SORT1 inhibitor)
ORPHAN DRUG

GV1001
(hTERT RNA vaccine)

Igalmi®
dexmedetomidine

Sponsor

Enterin
Philadelphia, PA

Woolsey Pharmaceuticals
New York, NY

Lilly

Indianapolis, IN
Prevail Therapeutics
New York, NY

Alector

South San Francisco, CA
GlaxoSmithKline

Research Triangle Park, NC

GemVax&KAEL

Daejeon, South Korea

BioXcel
New Haven, CT
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Indication

Parkinson's disease dementia

wandering in dementia

frontotemporal dementia-GRN
(Fast Track)

frontotemporal dementia-GRN
mutations (Fast Track)

Development Phase

Phase Il
www.enterininc.com

Phase Il
www.woolseypharma.com

Phase Il
www.lilly.com

www.prevailtherapeutics.com

Phase Ill
www.alector.com

frontotemporal dementia-C90rf72
mutations

Alzheimer's disease

agitation in Alzheimer's disease
(Breakthrough Therapy)

Phase Il
www.alector.com

Phase Il
WWww.gemvax.com

Phase IlI
www.bioxcel.com


http://www.enterininc.com/
http://www.woolseypharma.com/
http://www.lilly.com/
http://www.prevailtherapeutics.com/
http://www.alector.com/
http://www.alector.com/
http://www.gemvax.com/
http://www.bioxcel.com/

Alzheimer's Disease and Dementia

Product Name

IGC-AD1
(phytocannabinoid therapeutic)

ITI-1284 ODT-SL
(lumateperone deuterated)

INJ-3657
(phospho-tau mAb inhibitor)

JNS108
(oral capsule of trans-resveratrol)

KarXT
(M1/M4 muscarinic agonist)

KFRX01 (nilotinib)
(tyrosine kinase inhibitor)

KFRX02 (bosutinib)
(tyrosine kinase inhibitor)

Sponsor

IGC Pharma
Potomac, MD

Intra-Cellular Therapies
New York, NY

Janssen Research & Development
Raritan, NJ

Orphan Neurosciences
Palm Beach Gardens, FL

Karuna Pharmaceuticals
Boston, MA

KeifeRx
McLean, VA

KeifeRx
McLean, VA
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Indication

Alzheimer's disease dementia and
agitation

agitation in Alzheimer's disease,
psychosis in Alzheimer's disease

Alzheimer's disease

early Alzheimer's disease,

mild cognitive impairment

psychosis in Alzheimer's disease

early Alzheimer's disease

Development Phase

Phase Il
www.igcpharma.com

Phase |
www.intracellulartherapies.com

Phase Il
WWW.janssen.com

Phase Il
WWW.jupiterneurosciences.com

Phase IlI
www.karunatx.com

Phase Il
www.keiferx.com

Lewy body dementia

Lewy body dementia

Phase Il
www.keiferx.com

Phase Il
www.keiferx.com

10


http://www.igcpharma.com/
http://www.intracellulartherapies.com/
http://www.janssen.com/
http://www.jupiterneurosciences.com/
http://www.karunatx.com/
http://www.keiferx.com/
http://www.keiferx.com/
http://www.keiferx.com/

Alzheimer's Disease and Dementia

Product Name

Leqembi®
lecanemab

LHP588 (COR588)
(gingipain inhibitor)

Lu AF87908
(tau protein inhibitor)

LX1001
(AAV-mediated gene therapy)

LY3154207 (mevidalen)
(dopamine D1 receptor modulator)

LY3372689
(O-GIcNAcase inhibitor)

MEDI1814
(anti-amyloid beta mAb)

mesenchymal stem cell therapy
(allogeneic bone marrow-derived)

Sponsor

Biogen
Cambridge, MA
Eisai

Woodcliff Lake, NJ

Lighthouse Pharmaceuticals
South San Francisco, CA

Lundbeck
Deerfield, IL

LEXEO Therapeutics
New York, NY

Lilly
Indianapolis, IN

Lilly
Indianapolis, IN

AstraZeneca
Wilmington, DE

Longeveron
Miami, FL

Medicines in Development: Older Americans | 2023

Indication

preclinical Alzheimer's disease

P. gingivalis -associated dementia

Alzheimer's disease

APOE4-associated Alzheimer's

disease (Fast Track)

symptomatic Lewy body dementia

Alzheimer's disease

Alzheimer's disease

Alzheimer's disease

Development Phase

Phase Il

www.biogen.com
WWW.eisai.com

Phase |
www.lighthousepharma.com

Phase |
www.lundbeck.com

Phase |
www.lexeotx.com

Phase Il
www.lilly.com
Phase Il
www.lilly.com
Phase |

Www.astrazeneca.com

Phase Il

www.longeveron.com
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http://www.biogen.com/
http://www.eisai.com/
http://www.lighthousepharma.com/
http://www.lundbeck.com/
http://www.lexeotx.com/
http://www.lilly.com/
http://www.lilly.com/
http://www.astrazeneca.com/
http://www.longeveron.com/

Alzheimer's Disease and Dementia

Product Name

mesenchymal stem cell therapy
(ischemic-tolerant stem cells)

MK-1942

MK-2214

MK-8189
(PDE10A inhibitor)

MW150
(p38MAPK inhibitor)

NE3107
(ERK inhibitor)

neflamapimod (VX-745)
(p38 mitogen-activated protein
kinase inhibitor)

NIO752
(tau antagonist)

Sponsor

Stemedica Cell Technologies

San Diego, CA

Merck
Rahway, NJ

Merck
Rahway, NJ

Merck
Rahway, NJ

NeuroKine Therapeutics
Blue River, WI

BioVie
Santa Monica, CA

EIP Pharma
Cambridge, MA

Novartis Pharmaceuticals
East Hanover, NJ
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Indication

Alzheimer's dementia

Alzheimer's disease

Alzheimer's disease

Alzheimer's disease

Alzheimer's disease

Alzheimer's disease

Alzheimer's disease,
Lewy body dementia
(Fast Track)

Alzheimer's disease,
mild cognitive impairment

Development Phase

Phase Il
www.stemedica.com

Phase Il
www.merck.com

Phase |
www.merck.com

Phase |
www.merck.com

Phase |
Www.neurokinetp.com

Phase Il
www.bioviepharma.com

Phase Il
Www.eippharma.com

Phase |
www.novartis.com
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http://www.stemedica.com/
http://www.merck.com/
http://www.merck.com/
http://www.merck.com/
http://www.neurokinetp.com/
http://www.bioviepharma.com/
http://www.eippharma.com/
http://www.novartis.com/

Alzheimer's Disease and Dementia

Product Name

NLYO1-AD
(GLP-1R agonist)

NPOO1
(macrophage modulator)

NTRX-07
(cannabinoid receptor CB2 agonist)

OLX-07010
(tau protein inhibitor)

PBFTO02
(AAV1 viral vector gene therapy)
ORPHAN DRUG

pepinemab
(anti-SEMA4D mADb)

piromelatine
(melatonin and serotonin
receptor agonist)

Sponsor

Neuraly
Gaithersburg, MD

Neuvivo
Palo Alto, CA

NeuroTherapia
Gates Mills, OH

Oligomerix
White Plains, NY

Passage Bio
Philadelphia, PA

Vaccinex
Rochester, NY

Neurim
Tel-Aviv, Israel

Medicines in Development: Older Americans | 2023

Indication

Alzheimer's disease

frontotemporal dementia

Alzheimer's disease

mild Alzheimer's disease,

mild cognitive impairment

frontotemporal dementia

(Fast Track)

Alzheimer's disease

mild Alzheimer's disease

Development Phase

Phase Il
www.neuraly.com

Phase |

WWW.Neuvivo.com

Phase |

www.neurotherapia.com

Phase |
www.oligomerix.com

Phase /11
Www.passagebio.com

Phase I/11

WWWw.vaccinex.com

Phase I1/Ill

wWww.neurim.com
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http://www.neuraly.com/
http://www.neuvivo.com/
http://www.neurotherapia.com/
http://www.oligomerix.com/
http://www.passagebio.com/
http://www.vaccinex.com/
http://www.neurim.com/

Alzheimer's Disease and Dementia

Product Name

PQ912
(QC inhibitor)

PRX005

(tau protein inhibitor)

PU-AD (icapamespib)

(HSP90 heat-shock protein inhibitor)

remternetug (LY3372993)
(N3pG-Ab mAb)

Rexulti®
brexpiprazole (oral)

RG6289

SAGE-718
(NMDA receptor modulator)

Sponsor

Vivoryon Therapeutics
Halle, Germany

Bristol-Myers Squibb
Princeton, NJ
Prothena

Dublin, Ireland

Samus Therapeutics
Topsfield, MA

Lilly
Indianapolis, IN

Lundbeck

Deerfield, IL

Otsuka Pharmaceutical
Rockville, MD

Roche/Genentech
South San Francisco, CA

Sage Therapeutics
Cambridge, MA

Medicines in Development: Older Americans | 2023

Indication

early Alzheimer's disease

Alzheimer's disease

Alzheimer's disease

Alzheimer's disease

agitation in Alzheimer's disease
(Fast Track)

Alzheimer's disease

cognitive dysfunction in Alzheimer's
disease, mild dementia

Development Phase

Phase Il
www.vivoryon.com

Phase |
www.bms.com

Phase Il

www.samustherapeutics.com

Phase Ill
www.lilly.com
Phase IlI

www.lundbeck.com

www.otsuka.com

Phase |
www.roche.com

Phase Il
www.sagerx.com

14


http://www.vivoryon.com/
http://www.bms.com/
http://www.samustherapeutics.com/
http://www.lilly.com/
http://www.lundbeck.com/
http://www.otsuka.com/
http://www.roche.com/
http://www.sagerx.com/

Alzheimer's Disease and Dementia

Product Name

seltorexant (JNJ-7922)
(orexin receptor type 2 antagonist)

semaglutide oral
(GLP-1 receptor agonist)

semorinemab (RG6100)
(tau protein inhibitor)

SEP-380135

simufilam
(microfilament protein modulator)

SNKO1
(autologous NK cell therapy)

solanezumab (LY2062430)
(amyloid beta protein inhibitor)

Sponsor

Janssen Research & Development
Raritan, NJ

Novo Nordisk
Plainsboro, NJ

AC Immune

Lausanne, Switzerland
Roche/Genentech
South San Francisco, CA

Sunovion
Marlborough, MA

Cassava Sciences
Austin, TX

NKGen Biotech
Santa Ana, CA

Lilly
Indianapolis, IN

Medicines in Development: Older Americans | 2023

Indication

probable Alzheimer's with clinically
significant agitation/aggression

Alzheimer's disease

Alzheimer's disease

agitation in Alzheimer's disease

Alzheimer's disease

Alzheimer's disease

preclinical Alzheimer's disease

Development Phase

Phase Il
WWW.janssen.com

Phase IlI
www.novonordisk.com

Phase Il
www.roche.com

Phase |

WWW.sunovion.com

Phase IlI

WWW.cassavasciences.com

Phase |
www.nkgenbiotech.com

Phase Il
www.lilly.com

15


http://www.janssen.com/
http://www.novonordisk.com/
http://www.roche.com/
http://www.sunovion.com/
http://www.cassavasciences.com/
http://www.nkgenbiotech.com/
http://www.lilly.com/

Alzheimer's Disease and Dementia

Product Name

SUVN-502 (masupirdine)
(serotonin 6 receptor antagonist)

T3D-959
(PPAR-delta/gamma agonist)

T-817MA (edonerpic)
(amyloid beta-protein inhibitor)

TAK-594/DNL593
(recombinant PGRN protein)

TAK-920/DNL919
(TREM2 stimulant)

TBOO06
(TIM-3 inhibitor)

TPN-101 (censavudine)
(nucleotide reverse transcriptase
inhibitor)

Sponsor

Suven Life Sciences
Hyderabad, India

T3D Therapeutics
Research Triangle Park, NC

Toyama Chemical
Tokyo, Japan

Denali Therapeutics
South San Francisco, CA
Takeda

Deerfield, IL

Denali Therapeutics
South San Francisco, CA
Takeda

Deerfield, IL

TrueBinding
Foster City, CA

Transposon Therapeutics
Westport, CT

Medicines in Development: Older Americans | 2023

Indication

moderate Alzheimer's disease

(adjunctive treatment)

Alzheimer's disease

Alzheimer's disease

frontotemporal dementia-GRN
mutations

Alzheimer's disease,
frontotemporal dementia

Alzheimer's disease

frontotemporal dementia

Development Phase

Phase Il
www.suven.com

Phase Il
www.t3dtherapeutics.com

Phase Il
www.toyama-chemical.co.jp

Phase |
www.denalitherapeutics.com

www.takeda.com

Phase |
www.denalitherapeutics.com

www.takeda.com

Phase Il
www.truebinding.com

Phase Il
www.transposonrx.com
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http://www.suven.com/
http://www.t3dtherapeutics.com/
http://www.toyama-chemical.co.jp/
http://www.denalitherapeutics.com/
http://www.takeda.com/
http://www.denalitherapeutics.com/
http://www.takeda.com/
http://www.truebinding.com/
http://www.transposonrx.com/

Alzheimer's Disease and Dementia

Product Name

Trappsol Cyclo
(hydroxypropyl beta cyclodextrin)

trontinemab (RG6102)
(brain shuttle gantenerumab)

TRx-0237
(tau aggregation inhibitor)

UB-311
(anti-amyloid endobody vaccine)

UB-312
(tau protein inhibitor)

UE-2343
(11R-HSD1 inhibitor)

VAC-20121
(anti-pTau vaccine)

Sponsor

Cyclo Therapeutics
Gainesville, FL

Roche/Genentech
South San Francisco, CA

TauRx Therapeutics
Aberdeen, United Kingdom

Vaxxinity
Dallas, TX

Vaxxinity
Dallas, TX

Actinogen Medical
Sydney, Australia

AC Immune

Lausanne, Switzerland

Janssen Research & Development
Raritan, NJ

Medicines in Development: Older Americans | 2023

Indication

early Alzheimer's disease

Alzheimer's disease

Alzheimer's disease

Alzheimer's disease

(Fast Track)

Lewy body dementia

dementia in Alzheimer's disease

Alzheimer's disease

Development Phase

Phase Il
www.cyclotherapeutics.com

Phase Il
www.roche.com

Phase Il
www.taurx.com

Phase Il
WWW.Vaxxinity.com

Phase |
WWW.vaxxinity.com

Phase Il
www.actinogen.com

Phase |
WWW.janssen.com
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http://www.cyclotherapeutics.com/
http://www.roche.com/
http://www.taurx.com/
http://www.vaxxinity.com/
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http://www.janssen.com/

Alzheimer's Disease and Dementia

Product Name

vafidemstat (ORY-2001)
(LSD1/MAOB inhibitor)

WVE-004
(RNA interference)

XPRO
(TNF inhibitor)

Anemia
Product Name

ANDO17
(HIF-PHI)

ANXO005
(complement C1 inhibitor)

daprodustat (GSK1278863)
(prolyl hydroxylase inhibitor)

desidustat
(HIF-PH inhibitor)

Sponsor

Oryzon Genomics
Cambridge, MA

Wave Life Sciences USA
Cambridge, MA

INmuneBio
Boca Raton, FL

Sponsor

Kind Pharmaceuticals
Redwood City, CA

Annexon Biosciences
Brisbane, CA

GlaxoSmithKline
Research Triangle Park, NC

Zydus Cadila
Ahmedabad, India

Medicines in Development: Older Americans | 2023

Indication

Alzheimer's disease

frontotemporal dementia

mild Alzheimer's disease,
mild cognitive impairment

Indication

anemia in nondialysis-dependent
chronic kidney disease

warm autoimmune hemolytic
anemia

anemia associated with chronic
renal disease

chemotherapy-induced anemia

Development Phase

Phase Il completed
www.oryzon.com

Phase I/11
www.wavelifesciences.com

Phase Il
www.inmunebio.com

Development Phase

Phase Il

www.kindpharmaceuticals.com

Phase Il
www.annexbio.com

application submitted
www.gsk.com

Phase |

www.zyduslife.com



http://www.oryzon.com/
http://www.wavelifesciences.com/
http://www.inmunebio.com/
http://www.kindpharmaceuticals.com/
http://www.annexbio.com/
http://www.gsk.com/
http://www.zyduslife.com/

Anemia
Product Name

DISC-0974
(HFE2 protein inhibitor)

fostamatinib
(Syk kinase inhibitor)
ORPHAN DRUG

KER-047
(ALK2 inhibitor)

KER-050
(TGF-beta inhibitor)

nipocalimab
(Fc receptor antagonist)
ORPHAN DRUG

parsaclisib
(PI3K inhibitor)

Sponsor

Disc Medicine
Watertown, MA

Rigel Pharmaceuticals
South San Francisco, CA

Keros Therapeutics
Lexington, MA

Keros Therapeutics
Lexington, MA

Janssen Research & Development

Raritan, NJ

Incyte
Wilmington, DE

Medicines in Development: Older Americans | 2023

Indication

anemia of myelofibrosis

autoimmune hemolytic anemia
(Fast Track)

iron-refractory iron deficiency
anemia

Development Phase

Phase I/11
www.discmedicine.com

Phase IlI
www.rigel.com

Phase Il
www.kerostx.com

anemia, functional iron deficiency
in myelodysplastic syndrome and
myelofibrosis

anemia in myelodysplastic syndrome

warm autoimmune hemolytic
anemia (Fast Track)

warm autoimmune hemolytic
anemia

Phase |
www.kerostx.com

Phase Il
www.kerostx.com

Phase IlI
WWW.janssen.com

Phase IlI
www.incyte.com


http://www.discmedicine.com/
http://www.rigel.com/
http://www.kerostx.com/
http://www.kerostx.com/
http://www.kerostx.com/
http://www.janssen.com/
http://www.incyte.com/

Anemia
Product Name

pegcetacoplan
(complement C3 inhibitor)
ORPHAN DRUG

REGN 7257
(IL-2Rg antibody)

rilzabrutinib
(BTK inhibitor)

roxadustat
(HIF-PHI inhibitor)

RP-L102
(lentiviral vector-based gene therapy)
ORPHAN DRUG

SAR445088
(complement C1s inhibitor)

Sponsor

Swedish Orphan Biovitrum

Stockholm, Sweden

Regeneron Pharmaceuticals

Tarrytown, NY

Sanofi
Bridgewater, NJ

AstraZeneca
Wilmington, DE
FibroGen

San Francisco, CA

Rocket Pharmaceuticals
New York, NY

Sanofi
Bridgewater, NJ

Medicines in Development: Older Americans | 2023

Indication

cold agglutinin disease
(autoimmune hemolytic anemia)

aplastic anemia

warm autoimmune hemolytic
anemia

anemia in chronic kidney disease/
end-stage renal disease, anemia in
myelodysplastic syndrome

Development Phase

Phase Il
WWWw.sobi.com

Phase |
www.regeneron.com

Phase Il
www.sanofi.com

Phase IlI
www.astrazeneca.com

chemotherapy-induced anemia

Fanconi's anemia (older adults)
(Fast Track)

cold agglutinin disease
(autoimmune hemolytic anemia)

Phase Il
www.astrazeneca.com

Phase Il
www.rocketpharma.com

Phase Il
www.sanofi.com
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http://www.sobi.com/
http://www.regeneron.com/
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http://www.sanofi.com/

Anemia
Product Name

Sarclisa®
isatuximab-irfc

vadadustat
(HIF-PH inhibitor)

VAY736 (ianalumab)
(BAFF-R inhibitor)

zilurgisertib (INCB000928)
(ALK2 inhibitor)

Arthritis
Product Name

AMT-101
(gene silencing)

ATI-450 (zunsemetinib)
(MAP-MK2 inhibitor)

AVTO02
(adalimumab biosimilar)

Sponsor

Sanofi
Bridgewater, NJ

Akebia Therapeutics
Cambridge, MA

Novartis Pharmaceuticals
East Hanover, NJ

Incyte
Wilmington, DE

Sponsor

Applied Molecular Transport

South San Francisco, CA

Aclaris Therapeutics
Wayne, PA

Alvotech
Reykjavik, Iceland

Medicines in Development: Older Americans | 2023

Indication

warm autoimmune hemolytic
anemia

anemia associated with chronic
kidney disease

warm autoimmune hemolytic
anemia

anemia due to myeloproliferative
disorders (+/- ruxolitinib)

Indication

rheumatoid arthritis

rheumatoid arthritis

rheumatoid arthritis

Development Phase

Phase Il
www.sanofi.com

application submitted
www.akebia.com

Phase Il
WWww.novartis.com

Phase |
www.incyte.com

Development Phase

Phase Il
www.appliedmt.com

Phase Il
www.aclaristx.com

application submitted
www.alvotech.com



http://www.sanofi.com/
http://www.akebia.com/
http://www.novartis.com/
http://www.incyte.com/
http://www.appliedmt.com/
http://www.aclaristx.com/
http://www.alvotech.com/

Arthritis
Product Name

BIIB800
(tocilizumab biosimilar)

BX-U001
(cell replacement therapy)

Cingal®
hyaluronic acid-based
viscosupplement

dazodalibep
(CD40 ligand inhibitor)

Dekavil

(IL-10 replacement)

DFV890

(NLRP3 inhibitor)

dHACM
(cell replacement therapy)

Sponsor

Biogen
Cambridge, MA

Baylx
Irvine, CA

Anika Therapeutics
Bedford, MA

Horizon Therapeutics
South San Francisco, CA

Pfizer

New York, NY
Philogen
Siena, Italy

Novartis Pharmaceuticals
East Hanover, NJ

MiMedx Group
Marietta, GA

Medicines in Development: Older Americans | 2023

Indication

rheumatoid arthritis

rheumatoid arthritis

osteoarthritis pain

rheumatoid arthritis

rheumatoid arthritis

osteoarthritis

knee osteoarthritis

Development Phase

application submitted
www.biogen.com

Phase I/11
www.baylxinc.com

Phase Il
www.anika.com

Phase Il
www.horizontherapeutics.com

Phase Il
www.pfizer.com

Phase Il
www.novartis.com

Phase Il
WWwWW.mimedx.com
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http://www.biogen.com/
http://www.baylxinc.com/
http://www.anika.com/
http://www.horizontherapeutics.com/
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Arthritis
Product Name

DRL-RI
(rituximab biosimilar)

EQ121
(JAK1 inhibitor)

FX201 (humantakinogene hadenovec)
(gene therapy)

GNSC-001
(gene therapy)

GRT7039
(resiniferatoxin)

GSK3858279
(CCL17 inhibitor)

HB-adMSCs
(autologous adipose derived
mesenchymal stem cells)

Sponsor

Dr Reddys Laboratories
Hyderabad, India

EQRx
Cambridge, MA

Pacira Biosciences
Tampa, FL

Genascence
Palo Alto, CA

Griinenthal
Aachen, Germany
Shionogi

Florham Park, NJ

GlaxoSmithKline
Research Triangle Park, NC

Hope Biosciences
Sugar Land, TX

Medicines in Development: Older Americans | 2023

Indication

rheumatoid arthritis

rheumatoid arthritis

knee osteoarthritis

knee osteoarthritis

knee osteoarthritis pain

osteoarthritis pain

rheumatoid arthritis

Development Phase

Phase Il
www.drreddys.com

Phase |
www.eqgrx.com

Phase |
WWW.pacira.com

Phase |
WWwWWw.genascence.com

Phase IlI
www.shionogi.com

Phase |
www.gsk.com

Phase I/1l completed
www.hope.bio
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http://www.drreddys.com/
http://www.eqrx.com/
http://www.pacira.com/
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http://www.hope.bio/

Arthritis
Product Name

HP-5000
(diclofenac transdermal patch)

I1A-14069
(TNF-alpha inhibitor)

IMC-2013
(cell replacement therapy)

IRL201805
(immunomodaulator)

JNJ-4703
(G1 kappa antibody)

JointStem
mesenchymal stem cell therapy

JTE-051
(IL-2 inducible T cell kinase inhibitor)

KPL-404
(CD40/CD154 inhibitor)

Sponsor

Noven Pharmaceuticals (Hisamitsu)
Miami, FL

iLab
Bucheon-si, South Korea

ImmuneCyte
Irvine, CA

Revolo Biotherapeutics
New Orleans, LA

Janssen Research & Development
Raritan, NJ

Nature Cell
Seoul, South Korea

Akros Pharma
Princeton, NJ

Kiniksa Pharmaceuticals
San Diego, CA

Medicines in Development: Older Americans | 2023

Indication

knee osteoarthritis

rheumatoid arthritis

osteoarthritis

rheumatoid arthritis

rheumatoid arthritis

knee osteoarthritis

rheumatoid arthritis

rheumatoid arthritis

Development Phase

Phase Il completed
www.noven.com

Phase |

Phase |
Www.immunecvte.com

Phase Il
www.revolobio.com

Phase |
WWW.janssen.com

Phase 11/1ll
www.naturecell.co.kr

Phase Il
www.akrospharma.com

Phase Il
www.kiniksa.com
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http://www.noven.com/
http://www.immunecyte.com/
http://www.revolobio.com/
http://www.janssen.com/
http://www.naturecell.co.kr/
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http://www.kiniksa.com/

Arthritis
Product Name

LABP-104
(LANCL2 agonist)

LNAO43
(ANGPTL3 agonist)

lorecivivint (SM04690)
(pan-CLK/DYRK inhibitor)

LRX712

LY3462817 (peresolimab)
(PD-1 receptor agonist)

LY3526318
(TRPA1 antagonist)

LY3556050
(SSTR4 agonist)

LY3857210
(P2X7 inhibitor)

Sponsor

Landos Biopharma
Blacksburg, VA

Novartis Pharmaceuticals
East Hanover, NJ

Biosplice Therapeutics
San Diego, CA

Novartis Pharmaceuticals
East Hanover, NJ

Lilly
Indianapolis, IN

Lilly
Indianapolis, IN

Lilly
Indianapolis, IN

Lilly
Indianapolis, IN

Medicines in Development: Older Americans | 2023

Indication

rheumatoid arthritis

knee osteoarthritis (Fast Track),

osteoarthritis (combination therapy)

knee osteoarthritis

osteoarthritis

rheumatoid arthritis

knee osteoarthritis pain

osteoarthritis pain

knee osteoarthritis pain

Development Phase

Phase |
www.landosbiopharma.com

Phase Il
Www.novartis.com

Phase Il
www.biosplice.com

Phase Il
Www.novartis.com

Phase Il
www.lilly.com
Phase Il
www.lilly.com
Phase Il
www.lilly.com
Phase Il
www.lilly.com
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http://www.landosbiopharma.com/
http://www.novartis.com/
http://www.biosplice.com/
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http://www.lilly.com/
http://www.lilly.com/
http://www.lilly.com/

Arthritis

Product Name Sponsor Indication Development Phase
MEDIO618 AstraZeneca osteoarthritis pain Phase |

(PAR2 antagonist) Wilmington, DE Www.astrazeneca.com
MEDI7352 AstraZeneca osteoarthritis pain Phase Il

(NGF x TNF bispecific antibody) Wilmington, DE Www.astrazeneca.com
MSB-11456 Fresenius Kabi rheumatoid arthritis application submitted
(tocilizumab biosimilar) Lake Zurich, IL www.fresenius-kabi.com
MYMD-1 MyMD Pharmaceuticals rheumatoid arthritis Phase |

(TNF-alpha inhibitor) Baltimore, MD www.mymd.com
nipocalimab Janssen Research & Development rheumatoid arthritis Phase Il

(Fc receptor antagonist) Raritan, NJ WWW.janssen.com

ORYN 1001 Oryn Therapeutics rheumatoid arthritis Phase I/1l

(TACE/NF-KB inhibitor) Redwood City, CA www.oryntherapeutics.com
QuUC398 Novartis Pharmaceuticals knee osteoarthritis Phase Il

(ADAMTSS5 inhibitor) East Hanover, NJ WWW.novartis.com
rosnilimab AnaptysBio rheumatoid arthritis Phase |

(PD-1 agonist) San Diego, CA www.anaptysbio.com

Medicines in Development: Older Americans | 2023


http://www.astrazeneca.com/
http://www.astrazeneca.com/
http://www.fresenius-kabi.com/
http://www.mymd.com/
http://www.janssen.com/
http://www.oryntherapeutics.com/
http://www.novartis.com/
http://www.anaptysbio.com/

Arthritis
Product Name

RTX
(resinferatoxin)

SI-613
(hyaluronic acid diclofenac
conjugates)

Sofusa
(TNF inhibitor)

sprifermin
(FGF stimulant)

StroMel™
autologous adipose-derived stromal
vascular fraction therapeutic

TCK-276
(oral antirheumatic)

TLC599
(glucocorticoid receptor agonist)

Sponsor

Sorrento Therapeutics
San Diego, CA

Seikagaku
Tokyo, Japan

Sorrento Therapeutics
San Diego, CA

TrialSpark (HighLineBio)
New York, NY

Akan Biosciences
Gaithersburg, MD

Teijin America
New York, NY

Taiwan Liposome Company
South San Francisco, CA

Medicines in Development: Older Americans | 2023

Indication

knee osteoarthritis pain

osteoarthritis of the knee

rheumatoid arthritis

knee osteoarthritis

knee osteoarthritis

rheumatoid arthritis

knee osteoarthritis

Development Phase

Phase Il
www.sorrentotherapeutics.com

Phase Il
www.seikagaku.co.jp

Phase |
www.sorrentotherapeutics.com

Phase Il
www.trialspark.com

Phase Il
www.akanbio.com

Phase |
www.teijin.com

Phase Il
www.tlcbio.com
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http://www.sorrentotherapeutics.com/
http://www.seikagaku.co.jp/
http://www.sorrentotherapeutics.com/
http://www.trialspark.com/
http://www.akanbio.com/
http://www.teijin.com/
http://www.tlcbio.com/

Arthritis
Product Name

tonogenchoncel-L
(allogeneic cell therapy)

TPX-100
(DMOAD)

VAY736 (ianalumab)
(BAFF-R inhibitor)

X0002
(cyclooxygenase inhibitor)

zofin
(nanoparticle based therapeutic)

Chronic Kidney Disease
Product Name

ALLN-346
(urate oxidase replacement)

Sponsor

Kolon TissueGene
Rockville, MD

OrthoTrophix
Foster City, CA

Novartis Pharmaceuticals
East Hanover, NJ

Techfields Pharma
Princeton, NJ

Organicell Regenerative Medicine
Miami, FL

Sponsor

Allena Pharmaceuticals
Newton, MA

Medicines in Development: Older Americans | 2023

Indication

knee osteoarthritis

Development Phase

Phase Il
www.tissuegene.com

hip osteoarthritis

knee osteoarthritis

rheumatoid arthritis

osteoarthritis pain

knee osteoarthritis

Indication

chronic kidney disease

Phase Il
www.tissuegene.com

Phase Il completed
www.orthotrophix.com

Phase |
WWwWw.novartis.com

Phase IlI
www.tfpharma.com

Phase /11
www.organicell.com

Development Phase

Phase Il
www.allenapharma.com
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http://www.tissuegene.com/
http://www.tissuegene.com/
http://www.orthotrophix.com/
http://www.novartis.com/
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http://www.allenapharma.com/

Chronic Kidney Disease
Product Name

AR882
(SLC22A12 protein inhibitor)

atrasentan
(endothelin A receptor antagonist)

AZD2373 (ION532)
(APOL1)

bardoxolone methyl
(Nrf2 activator)
ORPHAN DRUG

BAY 3283142
(sGC Activator)

Bl 685509
(sGC activator)

Sponsor

Arthrosi Therapeutics
San Diego, CA

Chinook Therapeutics
Seattle, WA

AstraZeneca
Wilmington, DE

lonis Pharmaceuticals
Carlsbad, CA

Reata Pharmaceuticals
Plano, TX

Bayer Pharmaceuticals
Whippany, NJ

Boehringer Ingelheim
Ridgefield, CT

Medicines in Development: Older Americans | 2023

Indication

chronic kidney disease

diabetic kidney disease

chronic kidney disease

chronic kidney disease caused by
Alport syndrome

Development Phase

Phase |
www.arthrosi.com

Phase Il
www.chinooktx.com

Phase |
www.astrazeneca.com

www.ionispharma.com

application submitted
Www.reatapharma.com

chronic kidney disease caused by
autosomal dominant polycystic
kidney disease, advanced chronic
kidney disease and diabetes

chronic kidney disease

chronic kidney disease

Phase Il
Www.reatapharma.com

Phase |
www.bayer.com

Phase Il

www.boehringer-ingelheim.com



http://www.arthrosi.com/
http://www.chinooktx.com/
http://www.astrazeneca.com/
http://www.ionispharma.com/
http://www.reatapharma.com/
http://www.reatapharma.com/
http://www.bayer.com/
http://www.boehringer-ingelheim.com/

Chronic Kidney Disease
Product Name

Bl 690517
(hemodynamic modulator)

bremelanotide
(MCr agonist)

DM199
(tissue kallikrein replacement)

INV-202
(CB1 inverse agonist)

Jardiance®
empagliflozin

Kerendia®
finerenone

Sponsor

Boehringer Ingelheim
Ridgefield, CT

Palatin Technologies
Cranbury, NJ

DiaMedica Therapeutics

Minneapolis, MN

Inversago Pharma
Montreal, Canada

Boehringer Ingelheim
Ridgefield, CT

Lilly

Indianapolis, IN

Bayer Pharmaceuticals
Whippany, NJ

Medicines in Development: Older Americans | 2023

Indication

chronic kidney disease

diabetic kidney disease

chronic kidney disease in

African Americans, IgA nephropathy

diabetic kidney disease

chronic kidney disease
(Fast Track)

Development Phase

Phase Il
www.boehringer-ingelheim.com

Phase Il
www.palatin.com

Phase Il
www.diamedica.com

Phase Il
www.inversago.com

application submitted
www.boehringer-ingelheim.com

www.lilly.com

chronic kidney disease
in combination with Bl 690517
(aldosterone synthase inhibitor)

non-diabetic chronic kidney disease

Phase Il
www.boehringer-ingelheim.com

www.lilly.com

Phase IlI
www.bayer.com
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http://www.boehringer-ingelheim.com/
http://www.palatin.com/
http://www.diamedica.com/
http://www.inversago.com/
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http://www.lilly.com/
http://www.boehringer-ingelheim.com/
http://www.lilly.com/
http://www.bayer.com/

Chronic Kidney Disease
Product Name

Lokelma®
sodium zirconium cyclosilicate

LSTA201
(cell replacement therapy)

REACT®
autologous cultured kidney
tissue cell therapy

runcaciguat
(sGC activator)

tenapanor
(phosphate absorption inhibitor)

TMX-049
(xanthine oxidase inhibitor)

tozorakimab
(IL-33 inhibitor)

US-APR2020
(live biotherapeutic)

Sponsor

AstraZeneca
Wilmington, DE

Lisata Therapeutics
Basking Ridge, NJ

ProKidney
Winston-Salem, NC

Bayer Pharmaceuticals
Whippany, NJ

Ardelyx
Fremont, CA

Teijin America
Sausalito, CA

AstraZeneca
Wilmington, DE

Kibow Biotech
Newtown Square, PA

Medicines in Development: Older Americans | 2023

Indication

hyperkalemia in chronic kidney
disease

diabetic kidney disease

chronic kidney disease with
type 2 diabetes

chronic kidney disease

hyperphosphatemia in chronic

kidney disease

diabetic kidney disease

diabetic kidney disease

stage IV chronic kidney disease

Development Phase

Phase Il
www.astrazeneca.com

Phase |
www.lisata.com

Phase Il
www.prokidney.com

Phase Il
www.bayer.com

Phase IlI
www.ardelyx.com

Phase Il completed
www.teijin.com

Phase Il
www.astrazeneca.com

Phase 11/Ill
www.kibowbiotech.com
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http://www.astrazeneca.com/
http://www.lisata.com/
http://www.prokidney.com/
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http://www.astrazeneca.com/
http://www.kibowbiotech.com/

Chronic Obstructive Pulmonary Disease

Product Name

zibotentan
(endothelin A antagonist)

acumapimod (BCT197)
(oral p38 MAP kinase inhibitor)

astegolimab (RG6149)
(ST2 inhibitor)

CHF 1535
(beclometasone/formoterol)

CHF 5993
(beclometasone/formoterol/
glycopyrronium)

CHF 6001
(PDE4 inhibitor)

Dupixent®
dupilumab

Sponsor

AstraZeneca
Wilmington, DE

Mereo BioPharma
Mountain View, CA

Roche/Genentech
South San Francisco, CA

Chiesi USA
Cary, NC

Chiesi USA
Cary, NC

Chiesi USA
Cary, NC

Regeneron
Tarrytown, NY
Sanofi
Bridgewater, NJ

Medicines in Development: Older Americans | 2023

Indication

chronic kidney disease
(+dapagliflozin)

chronic obstructive pulmonary

disease (COPD)

COPD

COPD

COPD

COPD

COPD

Development Phase

Phase Il
www.astrazeneca.com

Phase Il completed
www.mereobiopharma.com

Phase Il
www.roche.com

Phase Ill
www.chiesiusa.com

Phase IlI
www.chiesiusa.com

Phase Il
www.chiesiusa.com

Phase Il
www.regeneron.com

www.sanofi.com
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http://www.sanofi.com/

Chronic Obstructive Pulmonary Disease

Product Name

ensifentrine
(PDE 3/4 inhibitor)

Fasenra®
benralizumab

GRC 39815
(ROR inhibitor)

GSK3923868
(Pl14K inhibitor)

INOpulse®
nitric oxide inhalation

itepekimab

(interleukin-33 inhibitor)

mitiperstat (AZD4831)
(MPO inhibitor)

Sponsor

Verona Pharma
Raleigh, NC

AstraZeneca
Wilmington, DE

Glenmark
Mumbai, India

GlaxoSmithKline
Research Triangle Park, NC

Bellerophon Therapeutics
Warren, NJ

Regeneron Pharmaceuticals
Tarrytown, NY

Sanofi

Bridgewater, NJ

AstraZeneca
Wilmington, DE

Medicines in Development: Older Americans | 2023

Indication

COPD

COPD

COPD

viral COPD exacerbations

pulmonary hypertension associated

with COPD

COPD

COPD

Development Phase

Phase Il
www.veronapharma.com

Phase IlI
www.astrazeneca.com

Phase |
www.glenmarkpharma.com

Phase |
www.gsk.com

Phase Il
www.bellerophon.com

Phase Il
www.regeneron.com

www.sanofi.com

Phase Il
www.astrazeneca.com
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http://www.veronapharma.com/
http://www.astrazeneca.com/
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Chronic Obstructive Pulmonary Disease

Product Name

Nucala®
mepolizumab

PUR1800
(p38 MAP kinase inhibitor)

Selk2
(P-selectin ligand protein inhibitor)

Tezspire®

tezepelumab

tozorakimab

(IL-33 mAb)

zofin
(nanoparticle-based therapeutic)

Sponsor

GlaxoSmithKline
Research Triangle Park, NC

Pulmatrix
Lexington, MA

Tetherex Pharmaceuticals
Oklahoma City, OK

Amgen

Thousand Oaks, CA
AstraZeneca
Wilmington, DE

AstraZeneca
Wilmington, DE

Organicell Regenerative Medicine
Miami, FL

Medicines in Development: Older Americans | 2023

Indication

COPD

acute exacerbations in COPD

COPD

COPD

COPD

COPD

Development Phase

Phase Il
www.gsk.com

Phase |
www.pulmatrix.com

Phase Il
www.tetherex.com

Phase Il

www.amgen.com
www.astrazeneca.com

Phase IlI
www.astrazeneca.com

Phase I/11
www.organicell.com
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Depression
Product Name

ABV-1504
(NET inhibitor)

ABV-1601
(NET inhibitor)

ABX-002
(thyroid receptor beta agonist)

ALTO-100
(brain-derived neurotrophic factor)

ALTO-202
(NMDA NR2B)

ALTO-300

ANC-501
(vasopressin 1b antagonist)

apimostinel (GATE-202)
(NMDA modulator)

Sponsor

ABVC BioPharma
Fremont, CA

ABVC BioPharma
Fremont, CA

Autobahn Therapeutics

San Diego, CA

Alto Neuroscience
Los Altos, CA

Alto Neuroscience
Los Altos, CA

Alto Neuroscience
Los Altos, CA

EmbarkNeuro
Oakland, CA

Gate Neurosciences
Carmel, IN

Medicines in Development: Older Americans | 2023

Indication

major depressive disorder

major depressive disorder in

cancer patients

major depressive disorder

major depressive disorder

major depressive disorder

major depressive disorder

major depressive disorder

acute severe major depressive
disorder

Development Phase

Phase Il
www.abvcpharma.com

Phase Il
www.abvcpharma.com

Phase |
www.autobahntx.com

Phase Il
www.altoneuroscience.com

Phase Il
www.altoneuroscience.com

Phase |
www.altoneuroscience.com

Phase Il
www.embarkneuro.com

Phase Il
Www.gateneuro.com



http://www.abvcpharma.com/
http://www.abvcpharma.com/
http://www.autobahntx.com/
http://www.altoneuroscience.com/
http://www.altoneuroscience.com/
http://www.altoneuroscience.com/
http://www.embarkneuro.com/
http://www.gateneuro.com/

Depression
Product Name

aticaprant
(opioid kappa receptor antagonist)

Bl 1358894
(TRPC 4/5 channel inhibitor)

Bl 1569912
(NMDA regulator)

Caplyta®
lumateperone

centanafadine (EB-1020)
(triple reuptake inhibitor)

CLE-100
(NMDA receptor antagonist)

Sponsor

Janssen Research & Development
Raritan, NJ

Boehringer Ingelheim
Ridgefield, CT

Boehringer Ingelheim
Ridgefield, CT

Intra-Cellular Therapies
New York, NY

Otsuka Pharmaceutical
Rockville, MD

Clexio Biosciences
Tikvah, Israel

Medicines in Development: Older Americans | 2023

Indication

major depressive disorder
(adjunctive therapy)

major depressive disorder

major depressive disorder

major depressive disorder
(adjunctive therapy)

Development Phase

Phase Il
WWW.janssen.com

Phase Il
www.boehringer-ingelheim.com

Phase |
www.boehringer-ingelheim.com

Phase Ill
www.intracellulartherapies.com

mixed feature in major depressive
disorder and bipolar depression

Phase Il
www.intracellulartherapies.com

major depressive disorder
(long acting injectable)

major depressive disorder

major depressive disorder
(adjunctive therapy)

Phase |
www.intracellulartherapies.com

Phase Il
www.otsuka.com

Phase Il
www.clexio.com
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http://www.otsuka.com/
http://www.clexio.com/

Depression
Product Name

COMP360 (psilocybin)
(serotonin 2 receptor agonist)

CTC-501
(dopamine D2/D3 receptor agonist)

CVL-354
(KOR antagonist)

CYB003
(deuterated psilocybin analog)

DGX-001
(central nervous system stimulant)

DSP-3456
(MGIUR 2/34 NAM)

EVX-101
(carbidopa/oxytriptan)

EVX-301
(serotonin receptor agonist)

Sponsor

COMPASS Pathways
London, United Kingdom

Chase Therapeutics
Washington, DC

Cerevel Therapeutics
Cambridge, MA

Cybin
Toronto, Canada

Digestome Therapeutics
San Francisco, CA

Sunovion Pharmaceuticals
Marlborough, MA

Evecxia
Research Triangle Park, NC

Evecxia
Research Triangle Park, NC

Medicines in Development: Older Americans | 2023

Indication

treatment-resistant depression

(Breakthrough Therapy)

major depressive disorder

major depressive disorder

major depressive disorder

depression

treatment-resistant depression

treatment resistant depression

(adjunctive therapy)

acute suicidal ideation in depression

Development Phase

Phase Il
www.compasspathwavs.com

Phase Il
www.chasetherapeutics.com

Phase |
www.cerevel.com

Phase |
www.cybin.com

Phase |
Www.digestometx.com

Phase |

WWW.SUnovion.com

Phase |

WWW.evecxia.com

Phase |

WWW.evecxia.com
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http://www.compasspathways.com/
http://www.chasetherapeutics.com/
http://www.cerevel.com/
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http://www.evecxia.com/

Depression
Product Name

EXXUA™
gepirone ER

Igalmi®
dexmedetomidine

ITI-1284 ODT-SL
(lumateperone deuterated)

INJ-5446
(P2X7 antagonist)

liafensine (DB104)
(norepinephrine/dopamine/
serotonin reuptake inhibitor)

M1821
(NR2B negative allosteric modulator)

MK-1942

NBI-1065845
(AMPA receptor modulator)

Sponsor

Fabre-Kramer Pharmaceuticals
Houston, TX

BioXcel
New Haven, CT

Intra-Cellular Therapies
New York, NY

Janssen Research & Development
Raritan, NJ

Denovo Biopharma
San Diego, CA

Novartis Pharmaceuticals
East Hanover, NJ

Merck
Kenilworth, NJ

Neurocrine Biosciences
San Diego, CA

Medicines in Development: Older Americans | 2023

Indication

major depressive disorder

major depressive disorder

(adjunctive therapy)

depressive disorders in the elderly

major depressive disorder

treatment-resistant depression

major depressive disorder with
acute suicidal ideation or behavior

treatment-resistant depression

major depressive disorder
(inadequate response to treatment)

Development Phase

application submitted
www.fabrekramer.com

Phase |
www.bioxcel.com

Phase | completed
www.intracellulartherapies.com

Phase Il
WWW.janssen.com

Phase Il
www.denovobiopharma.com

Phase Il
wWww.novartis.com

Phase Il
www.merck.com

Phase Il

WWww.neurocrine.com
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http://www.neurocrine.com/

Depression
Product Name

NBI-1065846
(AMPA receptor modulator)

NBI-1070770

NMRA-140
(KOR antagonist)

NRX-100/NRX-101

(ketamine, D-cycloserine/lurasidone)

NRX-101
(D-cycloserine/lurasidone)

NV-5138 (SPN-820)
(mTORC1 protein stimulant)

onabotulinumtoxinA
(botulinum toxin)

Sponsor

Neurocrine Biosciences
San Diego, CA

Neurocrine Biosciences
San Diego, CA

Neumora Therapeutics
Watertown, MA

NRx Pharmaceuticals
Radnor, PA

NRx Pharmaceuticals
Radnor, PA

Navitor Pharmaceuticals
Cambridge, MA

Supernus Pharmaceuticals
Rockville, MD

Healis Therapeutics
Newport Beach, CA

Medicines in Development: Older Americans | 2023

Indication

anhedonia in major depressive
disorder

major depressive disorder

major depressive disorder

severe bipolar depression in
patients with acute suicidal ideation
and behavior (Fast Track)
(Breakthrough Therapy)

bipolar depression in patients
with sub-acute suicidal ideation
and behavior

treatment-resistant depression

major depressive disorder

Development Phase

Phase Il
WWW.nheurocrine.com

Phase |
WWW.neurocrine.com

Phase Il
www.neumoratx.com

Phase Ill
www.nrxpharma.com

Phase Il
Www.nrxpharma.com

Phase Il
www.navitorpharma.com

www.supernus.com

Phase Il
www.healisthera.com
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http://www.neurocrine.com/
http://www.neurocrine.com/
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Depression
Product Name

PCN-101
(NMDA receptor antagonist)

PH10 nasal spray
(chemoreceptor cell stimulant)

REL-1017
(NMDA channel blocker)

Rouxinlin®
toludesvenlafaxine ER

seltorexant
(orexin type 2 antagonist)

SEP-4199
(serotonin receptor modulator)

SEP-363856 (ulotaront)
(TAAR1 agonist)

SEP-378608

Sponsor

Perception Neuroscience
New York, NY

VistaGen Therapeutics
South San Francisco, CA

Relmada Therapeutics
Coral Gables, FL

Luye Pharma
Princeton, NJ

Janssen Research & Development
Raritan, NJ

Sunovion Pharmaceuticals
Marlborough, MA

Sunovion Pharmaceuticals
Marlborough, MA

Sunovion Pharmaceuticals
Marlborough, MA
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Indication

treatment-resistant depression

major depressive disorder
(Fast Track)

major depressive disorder
(Fast Track)

major depressive disorder

major depressive disorder with
insomnia symptoms (adjunctive
therapy)

bipolar 1 depression

major depressive disorder
(adjunctive therapy)

bipolar depression

Development Phase

Phase Il
www.perceptionns.com

Phase Il
Www.vistagen.com

Phase Il
www.relmada.com

application submitted
www.luye.cn

Phase IlI
WWW.janssen.com

Phase IlI

WWW.sunovion.com

Phase Il

WWW.SUnovion.com

Phase |

Www.sunovion.com
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http://www.perceptionns.com/
http://www.vistagen.com/
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http://www.sunovion.com/
http://www.sunovion.com/

Depression
Product Name

SEP-378614

SP-624
(sirtuin stimulant)

TAK-041
(GPR139 agonist)

TAK-653
(AMPA receptor modulator)

TNX-601 ER
(naloxone/tianeptine)

TS-161
(mGlu 2/3 antagonist)

VLS-01
(N,N-dimethyltryptamine)

Sponsor

Sunovion Pharmaceuticals
Marlborough, MA

Arrivo Bioventures
Morrisville, NC

Sirtsei Pharmaceuticals
Raleigh, NC

Takeda
Deerfield, IL

Takeda
Deerfield, IL

Tonix Pharmaceuticals
New York, NY

Taisho Pharmaceutical
Tokyo, Japan

Viridia Life Sciences
Berlin, Germany

Medicines in Development: Older Americans | 2023

Indication

treatment-resistant depression

major depressive disorder

anhedonia in major depressive
disorder

major depressive disorder

(inadequate treatment response)

depression

treatment-resistant depression

treatment-resistant depression

Development Phase

Phase |

WWW.SUNovion.com

Phase Il
www.arrivobio.com

Phase Il
www.takeda.com

Phase Il
www.takeda.com

Phase |
Www.tonixpharma.com

Phase Il
www.taisho.co.jp

Phase |
www.viridia.life
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http://www.sunovion.com/
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Depression
Product Name

XEN1101
(KCNQ potassium channel agonist)

XPRO
(TNF inhibitor)

zelquistinel (GATE-251)
(NMDA modulator)

zuranolone
(GABA A receptor modulator)

Diabetes
Product Name

AER-501
(soft-mist inhaled insulin)

AGO019
(gene transference)

Sponsor

Xenon Pharmaceuticals
Burnaby, Canada

INmuneBio
Boca Raton, FL

Gate Neurosciences
Carmel, IN

Biogen
Cambridge, MA
Sage Therapeutics
Cambridge, MA

Sponsor

Aerami Therapeutics
Deerfield, IL

Precigen
Germantown, MD

Medicines in Development: Older Americans | 2023

Indication

major depressive disorder

treatment-resistant depression

major depressive disorder

(Fast Track)

major depressive disorder
(Breakthrough Therapy) (Fast Track)

Indication

type 1 diabetes, type 2 diabetes

type 1 diabetes

Development Phase

Phase Il
www.xenon-pharma.com

Phase Il
www.inmunebio.com

Phase Il
www.gateneuro.com

application submitted
www.sagerx.com

Development Phase

Phase Il

www.aerami.com

Phase Il

www.precigen.com



http://www.xenon-pharma.com/
http://www.inmunebio.com/
http://www.gateneuro.com/
http://www.sagerx.com/
http://www.aerami.com/
http://www.precigen.com/

Diabetes
Product Name

ANJ900
(metformin delayed release)

AT247
(ultra-rapid acting insulin aspart)

AVTO001
(autologous dendritic cell therapy)

AZD0186
(GLP-1R)

BMF-219
(menin inhibitor)

CagriSema
(cagrilintide and semaglutide)

CFZ533
(CD40 inhibitor)

CPP-1X-t (eflornithine oral)
(ornithine decarboxylase inhibitor)

Sponsor

Anji Pharma
Cambridge, MA

Arecor
Little Chesterford, United Kingdom

Avotres
Cedar Knolls, NJ

AstraZeneca
Wilmington, DE

Biomea Fusion
Redwood City, CA

Novo Nordisk
Plainsboro, NJ

Novartis Pharmaceuticals
East Hanover, NJ

Panbela Therapeutics
Waconia, MN

Medicines in Development: Older Americans | 2023

Indication

type 2 diabetes

type 1 diabetes

type 1 diabetes

type 2 diabetes

type 2 diabetes

type 2 diabetes

type 1 diabetes

early onset type 1 diabetes

Development Phase

Phase Il
www.anjipharma.com

Phase |

www.arecor.com

Phase I/11
WWWw.avotres.com

Phase |
www.astrazeneca.com

Phase Il
www.biomeafusion.com

Phase Il
www.novonordisk.com

Phase |
Www.novartis.com

Phase Il
www.panbela.com
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Diabetes
Product Name

CT-388

(once-weekly GIP/GLP- 1 modulator)

CT-868

(once-daily GIP/GLP-1 modulator)

danuglipron (PF-06882961)
(GLP-1R agonist)

dapaglifozin (LYN-045)
(sodium-glucose transporter 2
inhibitor)

dasiglucagon for bi-hormonal
artificial pancreas systems
(glucagon receptor agonist)

dasiglucagon low dose pen
(glucagon receptor agonist)

diabetes therapeutic (NCE)

Sponsor

Carmot Therapeutics
Berkeley, CA

Carmot Therapeutics
Berkeley, CA

Pfizer
New York, NY

Lyndra Therapeutics
Watertown, MA

Zealand Pharma
Boston, MA

Zealand Pharma
Boston, MA

Lilly
Indianapolis, IN

Medicines in Development: Older Americans | 2023

Indication

type 2 diabetes

niche type 2 diabetes

type 2 diabetes

type 2 diabetes

type 1 diabetes management

type 1 diabetes exercise-
induced hypoglycemia

diabetes

Development Phase

Phase |
www.carmot-therapeutics.us

Phase |
www.carmot-therapeutics.us

Phase Il
www.pfizer.com

Phase |
www.lyndra.com

Phase IlI
www.zealandpharma.com

Phase Il
www.zealandpharma.com

Phase |
www.lilly.com
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http://www.carmot-therapeutics.us/
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Diabetes
Product Name

DNA immunotherapy
(plasmid encoding pre- and
pro-insulin)

donislecel
(cell therapy)

ECC5004
(GLP-1 receptor agonist)

epeleuton (DS102)
(5-lipoxygenase inhibitor)

FDC Sema-OW GIP
(semaglutide and GIP fixed-dose
combination)

GIPR agonist long acting

GIPR agonist long acting Il

Sponsor

Novo Nordisk
Plainsboro, NJ

CellTrans
Chicago, IL

Eccogene
Shanghai, China

Afimmune
Dublin, Ireland

Novo Nordisk
Plainsboro, NJ

Lilly
Indianapolis, IN

Lilly
Indianapolis, IN

Medicines in Development: Older Americans | 2023

Indication

type 1 diabetes (preservation

of beta cell function)

type 1 diabetes

type 2 diabetes

type 2 diabetes

(with hypertriglyceridemia)

type 2 diabetes

type 2 diabetes

type 2 diabetes

Development Phase

Phase |
www.novonordisk.com

application submitted
www.celltransinc.com

Phase |
WWWw.eccogene.com

Phase Il
www.afimmune.com

Phase Il
www.novonordisk.com

Phase |
www.lilly.com
Phase |
www.lilly.com
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http://www.novonordisk.com/
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Diabetes
Product Name

GL-GLA
(insulin glargine biosimilar)

glucagon/insulin
fixed-dose combination

glucose sensitive insulin

GLY-200
(polymer-based therapy)

GZR-18
(GLP-1 agonist)

HU6
(controlled metabolic accelerator)

icosema
(insulin icodec/semaglutide)

ideal pump insulin
(insulin analogue in a closed
loop device)

Sponsor

Gan and Lee Pharmaceuticals USA
Bridgewater, NJ

Abvance Therapeutics
Carlsbad, CA

Novo Nordisk
Plainsboro, NJ

Glyscend Therapeutics
Lowell, MA

Gan and Lee Pharmaceuticals USA
Bridgewater, NJ

Rivus Pharmaceuticals
Charlottesville, VA

Novo Nordisk
Plainsboro, NJ

Novo Nordisk
Plainsboro, NJ

Medicines in Development: Older Americans | 2023

Indication

type 1 diabetes, type 2 diabetes

type 1 diabetes

type 1 diabetes, type 2 diabetes

type 2 diabetes

type 2 diabetes

type 2 diabetes

type 2 diabetes

type 1 diabetes

Development Phase

application submitted
www.ganlee.us

early Phase | completed
www.abvancetherapeutics.com

Phase |
www.novonordisk.com

Phase Il
www.glyscend.com

Phase |
www.ganlee.us

Phase Il
Www.rivuspharma.com

Phase Il
www.novonordisk.com

Phase |
www.novonordisk.com
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Diabetes
Product Name

IMT-002
(HLA-DQS inhibitor)
ORPHAN DRUG

INS-068
(insulin degludec)

insulin icodec

(long-acting basal insulin analogue)

islet cell replacement therapy

IVA337
(PPA modulator)

JTT-662
(SGLT1 inhibitor)

ladarixin
(IL-8 inhibitor)

LY3209590
(basal insulin-Fc)

Sponsor

IM Therapeutics
Woburn, MA

Jiangsu Hengrui Medicine
Jiangsu, China

Novo Nordisk
Plainsboro, NJ

Sernova
London, Canada

Inventiva Pharma
Daix, France

Akros Pharma
Princeton, NJ

Dompe Farmaceutici
Milan, Italy

Lilly
Indianapolis, IN

Medicines in Development: Older Americans | 2023

Indication

type 1 diabetes

type 2 diabetes

type 1 diabetes, type 2 diabetes

type 1 diabetes

type 2 diabetes with NASH

(+empagliflozin)

type 2 diabetes

type 1 diabetes

type 1 diabetes, type diabetes

Development Phase

Phase |
www.imtherapeutics.com

Phase Il
www.hengrui.com

Phase Il
www.novonordisk.com

Phase I/11

www.sernova.com

Phase Il
www.inventivapharma.com

Phase |

www.akrospharma.com

Phase Il
www.dompe.us

Phase llI
www.lilly.com
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Diabetes

Product Name Sponsor Indication Development Phase

LY3305677 (mazdutide) Lilly type 2 diabetes Phase |

(GLP-1/GCGR agonist) Indianapolis, IN www.lilly.com

LY3437943 (retatrutride) Lilly type 2 diabetes Phase Il

(GLP-1/GIP/glucagon tri-agonist) Indianapolis, IN www.lilly.com

LY3493269 Lilly type 2 diabetes Phase |

(GIP/GLP coagonist peptide) Indianapolis, IN www.lilly.com

LY3502970 (orforglipron) Lilly type 2 diabetes Phase Il

(GLP-1 non-peptide agonist) Indianapolis, IN www.lilly.com

MBX-2982 CymaBay Therapeutics diabetic hypoglycemia Phase Il

(GPR 119 agonist) Newark, CA www.cymabay.com

metformin delayed release Anji Pharma type 2 diabetes Phase llI
Cambridge, MA www.anjipharma.com

MYL-1601D Viatris type 1 diabetes Phase llI

(insulin aspart biosimilar) Canonsburg, PA WWW.viatris.com

OPK88003 OPKO Health type 2 diabetes Phase Il completed

(GLP1/glucagon receptor agonist) Miami, FL www.opko.com

Medicines in Development: Older Americans | 2023


http://www.lilly.com/
http://www.lilly.com/
http://www.lilly.com/
http://www.lilly.com/
http://www.cymabay.com/
http://www.anjipharma.com/
http://www.viatris.com/
http://www.opko.com/

Diabetes
Product Name

OPT-101
(CD40 antigen modulator)

oral GLP-1/GIP coagonist

oral semaglutide (25mg & 50mg)

ORMD-0901
(oral GLP1)

OW oral semaglutide
(semaglutide prodrug)

PEC-Direct
(pancreatic beta cell replacement
therapy)

PEC-Encap
(pancreatic beta cell replacement
therapy)

Medicines in Development: Older Americans | 2023

Sponsor

Op-T
Aurora, CO

Novo Nordisk
Plainsboro, NJ

Novo Nordisk
Plainsboro, NJ

Oramed Pharmaceuticals

New York, NY

Novo Nordisk
Plainsboro, NJ

ViaCyte
San Diego, CA

ViaCyte
San Diego, CA

Indication

type 1 diabetes

type 2 diabetes

diabetes

type 2 diabetes

type 2 diabetes

high-risk type 1 diabetes

type 1 diabetes

Development Phase

Phase |
Www.op-t-.com

Phase |
www.novonordisk.com

Phase Il
www.novonordisk.com

Phase |
www.oramed.com

Phase |
www.novonordisk.com

Phase I/11
www.viacyte.com

Phase /11
WWWw.viacyte.com
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Diabetes
Product Name

peptide YY analog agonist

PF-07081532
(GLP-1R agonist)

REMD-477 (volagidemab)
(GPGR antagonist)

RGT-075
(GLP-1 agonist)

SBT-11-5301
(T lymphocyte inhibitor)

SemaDapa FDC

(dapagliflozin/semaglutide)

tolimidone

(lyn protein-tyrosine kinase

stimulant)

TTP273
(GLP-1R agonist)

Sponsor

Lilly
Indianapolis, IN

Pfizer
New York, NY

REMD Biotherapeutics
Camarillo, CA

Regor Therapeutics
Cambridge, MA

Sonoma Biotherapeutics
South San Francisco, CA

Novo Nordisk
Plainsboro, NJ

Melior Pharmaceuticals
Exton, PA

vTv Therapeutics
High Point, NC

Medicines in Development: Older Americans | 2023

Indication

diabetes

type 2 diabetes

type 1 diabetes, type 2 diabetes

type 2 diabetes

type 1 diabetes

type 2 diabetes

type 2 diabetes

type 2 diabetes

Development Phase

Phase |
www.lilly.com
Phase Il

www.pfizer.com

Phase Il
www.remdbio.com

Phase Il
www.regor.com

Phase |
www.sonomabio.com

Phase |
www.novonordisk.com

Phase Il completed

www.meliorpharmaceuticals.com

Phase Il

www.vtvtherapeutics.com



http://www.lilly.com/
http://www.pfizer.com/
http://www.remdbio.com/
http://www.regor.com/
http://www.sonomabio.com/
http://www.novonordisk.com/
http://www.meliorpharmaceuticals.com/
http://www.vtvtherapeutics.com/

Diabetes
Product Name

TTP399
(GK activator)

VK-0612
(FBPase inhibitor)

VX-880

(allogeneic stem cell therapy)

XW014
(GLP-1R agonist)

Zynquista
sotagliflozin

Sponsor

vTv Therapeutics
High Point, NC

Viking Therapeutics
San Diego, CA

Vertex Pharmaceuticals
Boston, MA

Sciwind Biosciences USA
San Ramon, CA

Lexicon Pharmaceuticals
The Woodlands, TX

Eye Diseases (Cataracts and Glaucoma)

Product Name

AGN-193408 SR

bimatoprost

Sponsor

AbbVie
North Chicago, IL

SpyGlass Pharma
Aliso Viejo, CA

Medicines in Development: Older Americans | 2023

Indication

type 1 diabetes

(Breakthrough Therapy)

type 2 diabetes

type 1 diabetes (Fast Track)

type 2 diabetes

type 1 diabetes

Indication

open-angle glaucoma

glaucoma

Development Phase

Phase Il
www.vtvtherapeutics.com

Phase Il completed
www.vikingtherapeutics.com

Phase I/11
WWW.Vrtx.com

Phase |
www.sciwindbio.com

Phase IlI
www.lexpharma.com

Development Phase

Phase /11
www.abbvie.com

Phase |
www.spyglasspharma.com

51


http://www.vtvtherapeutics.com/
http://www.vikingtherapeutics.com/
http://www.vrtx.com/
http://www.sciwindbio.com/
http://www.lexpharma.com/
http://www.abbvie.com/
http://www.spyglasspharma.com/

Eye Diseases (Cataracts and Glaucoma)

Product Name

BTQ 1901
(nebivolol ophthalmic)

BTQ 1902
(timolol ophthalmic)

iDose TR
(travoprost intraocular implant)

latanoprost punctal plug

levofloxacin ocular implant

LL-BMT2
(bimatoprost eluting contact lens)

NCX 470
(nitric oxide donor)

NP-2
(intravitreal implant)

Sponsor

Betaliq
Tampa, FL

Betaliq
Tampa, FL

Glaukos
San Clemente, CA

Mati Therapeutics
Austin, TX

PolyActiva
Parkville, Australia

MediPrint Ophthalmics
San Diego, CA

Nicox Ophthalmics
Durham, NC

Nacuity Pharmaceuticals
Fort Worth, TX

Medicines in Development: Older Americans | 2023

Indication

glaucoma

glaucoma

open-angle glaucoma

glaucoma

reduce the risk of endophthalmitis

following cataract surgery

glaucoma

open-angle glaucoma

delay of cataract progression

Development Phase

Phase Il
www.betalig.com

Phase Il
www.betalig.com

application submitted
www.glaukos.com

Phase Il
www.matitherapeutics.com

Phase |
Www.polvactiva.com

Phase Il
www.mediprintlens.com

Phase Il

WWW.hicox.com

Phase |
WWW.nhacuity.com


http://www.betaliq.com/
http://www.betaliq.com/
http://www.glaukos.com/
http://www.matitherapeutics.com/
http://www.polyactiva.com/
http://www.mediprintlens.com/
http://www.nicox.com/
http://www.nacuity.com/

Eye Diseases (Cataracts and Glaucoma)

Product Name

ONL-1204
(Fas inhibitor)

OTX-TIC
(travoprost intracameral implant)

PDP-717
(brimonidine ophthalmic suspension)

QLs-101
(KATP channel modulator)

SBI-100
(cannabinoid receptor agonist)

T4032
(bimatoprost ophthalmic solution)

Sponsor

ONL Therapeutics
Ann Arbor, Ml

Ocular Therapeutix
Bedford, MA

Sun Pharma Advanced Research
Mumbai, India
Visiox Pharma
Tarrytown, NY

Qlaris Bio
Dedham, MA

Skye Bioscience
San Diego, CA

Théa Pharma

Lexington, MA
Laboratories Théa
Clermont-Ferrand, France

Medicines in Development: Older Americans | 2023

Indication

open-angle glaucoma

glaucoma

glaucoma

primary open-angle glaucoma,
normal tension glaucoma

glaucoma

glaucoma

Development Phase

Phase |
www.onltherapeutics.com

Phase Il
www.ocutx.com

application submitted
www.sparc.life

Phase Il
www.qlaris.bio

Phase |
www.skyebioscience.com

Phase Il
www.theapharmainc.com
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Eye Diseases (Cataracts and Glaucoma)

Product Name

T4090
(kinezodianone R hydrochloride)

TC-002
(latanoprost ophthalmic solution)

VVN539
(ROCK inhibitor)

WB007
(beta adrenegic antagonist)

Heart Disease
Product Name

abelacimab
(factor XlI/Xla inhibitor)

aficamten
(cardiac myosin inhibitor)

Sponsor

Théa Pharma

Lexington, MA
Laboratories Théa
Clermont-Ferrand, France

TearClear
Boston, MA

VivaVision Biotech
Shanghai, China

Whitecap Biosciences
Laguna Hills, CA

Sponsor

Anthos Therapeutics
Cambridge, MA

Cytokinetics

Medicines in Development: Older Americans | 2023

Indication

glaucoma

glaucoma

open-angle glaucoma

open-angle glaucoma

Indication

stroke prevention in atrial fibrillation
(Fast Track)

heart failure with preserved
rejection fraction (HFpEF)

Development Phase

Phase I/11
www.theapharmainc.com

Phase IlI
www.tearclear.com

Phase Il
WWW.Vivavisionbio.com

Phase I/1l

Development Phase

Phase Il
www.anthostherapeutics.com

Phase IlI
www.cytokinetics.com
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Heart Disease
Product Name

AGN-151607
(botulinum toxin type A)

AMG 594 (CK-136)
(troponin stimulant)

APD418
(beta-3 adrenergic receptor
antagonist & cardiac myotrope)

aprocitentan
(endothelin receptor antagonist)

ARO-ANG3
(ANGPTL3 inhibitor)
ORPHAN DRUG

ARO-APOC3
(apolipoprotein Clll inhibitor)

asundexian
(FXla inhibitor)

Sponsor

AbbVie
North Chicago, IL

Amgen

Thousand Oaks, CA
Cytokinetics

South San Francisco, CA

Pfizer
New York, NY

Janssen Research & Development
Raritan, NJ

Arrowhead Pharmaceuticals
Pasadena, CA

Arrowhead Pharmaceuticals
Pasadena, CA

Bayer Pharmaceuticals
Whippany, NJ

Medicines in Development: Older Americans | 2023

Indication

post-operative atrial fibrillation

heart failure

acute heart failure with reduced
ejection fraction (HFrEF) (Fast Track)

difficult to treat hypertension

dyslipidemia

hypertriglyceridemia

stroke prevention in atrial fibrillation

Development Phase

Phase Il
www.abbvie.com

Phase |

www.amgen.com
www.cyokinetics.com

Phase Il
www.pfizer.com

application submitted
WWW.janssen.com

Phase Il
www.arrowheadpharma.com

Phase IlI
www.arrowheadpharma.com

Phase Il
www.bayer.com
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Heart Disease
Product Name

AZD0780
(PCSK9)

AZD3427
(relaxin mimetic)

AZD4831 (mitiperstat)
(peroxidase inhibitor)

AZD8601
(RNA interference)

balcinrenone/dapagliflozin
(MR modulator + SGLT2 inhibitor)

baxdrostat (CIN-107)
(aldosterone synthase inhibitor)

BAY 2413555

Sponsor

AstraZeneca
Wilmington, DE

AstraZeneca
Wilmington, DE

AstraZeneca
Wilmington, DE

Moderna Therapeutics
Cambridge, MA

AstraZeneca
Wilmington, DE

CinCor Pharma (AstraZeneca)

Waltham, MA

Bayer Pharmaceuticals
Whippany, NJ

Medicines in Development: Older Americans | 2023

Indication

dyslipidemia

heart failure

HFpEF

heart failure

heart failure with chronic kidney
disease

treatment resistant hypertension,
uncontrolled hypertension,
hypertension in chronic kidney
disease

chronic heart failure

Development Phase

Phase |
www.astrazeneca.com

Phase |
www.astrazeneca.com

Phase Il
www.astrazeneca.com

Phase Il
www.modernatx.com

Phase Il
www.astrazeneca.com

Phase Il

Www.cincor.com

Phase |
www.bayer.com
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Heart Disease
Product Name

Camzyos®
mavacamten

captisol enabled furosemide

CardiALLO cell therapy
(mesenchymal stem cell therapy)

CardiAMP cell therapy
(mesenchymal stem cell therapy)

CRD 740
(PDE9 inhibitor)

epeleuton (DS102)
(5-lipoxygenase inhibitor)

Farxiga®
dapagliflozin

flecainide inhalation
(sodium channel antagonist)

Sponsor

Bristol-Myers Squibb
Princeton, NJ

SQ Innovation
Burlington, MA

BioCardia
Sunnyvale, CA

BioCardia
Sunnyvale, CA

Cardurion Pharmaceuticals
Burlington, MA

Afimmune
Dublin, Ireland

AstraZeneca
Wilmington, DE

InCarda Therapeutics
Newark, CA

Medicines in Development: Older Americans | 2023

Indication

HFpEF

heart failure

ischemic heart failure

ischemic heart failure,
chronic myocardial ischemia

HFpEF, HFrEF

hypertriglyceridemia
(with type 2 diabetes)

prevention of heart failure and
cardiovascular death following a
myocardial infarction

paroxysmal atrial fibrillation

Development Phase

Phase Il
www.bms.com

Phase I/11
www.sginnovation.com

Phase Il
www.biocardia.com

Phase Ill
www.biocardia.com

Phase Il
www.cardurion.com

Phase Il completed
www.afimmune.com

Phase Il
www.astrazeneca.com

Phase IlI

www.incardatherapeutics.com
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Heart Disease
Product Name

Gencaro™
bucindolol

GMRx2
(amlodipine/indapamide/telmisartan
fixed-dose combination)

GP531
(AMPK activation)

GSK3884464

HBI-3000
(multi-ion channel blocker)

HSY244

HU6
(controlled metabolic accelerator)

ION449
(RNA interference)

Sponsor

ARCA Biopharma
Westminster, CO

George Medicines
London, United Kingdom

ViCardia Therapeutics
Modesto, CA

GlaxoSmithKline
Research Triangle Park, NC

HUYABIO
San Diego, CA

Novartis Pharmaceuticals
East Hanover, NJ

Rivus Pharmaceuticals
Charlottesville, VA

lonis Pharmaceuticals
Carlsbad, CA

Medicines in Development: Older Americans | 2023

Indication

atrial fibrillation (Fast Track)

hypertension

decompensated heart failure

heart failure

atrial fibrillation

atrial fibrillation

HFpEF

dyslipidemia

Development Phase

Phase Il
www.arcabio.com

Phase IlI
www.george-medicines.com

Phase Il
www.vicardia.com

Phase |
www.gsk.com

Phase Il
www.huyabio.com

Phase Il
wWww.novartis.com

Phase Il
Www.rivuspharma.com

Phase Il completed

www.ionispharma.com
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Heart Disease
Product Name

IONIS-AGT-LRx
(RNA interference)

Jardiance®

empagliflozin

JKO7

(ERBB 4 antagonist)

JTT-861
(PDHK inhibitor)

Kerendia®
finerenone

Leqvio®
inclisiran

Lokelma®
sodium zirconium cyclosilicate

Sponsor

lonis Pharmaceuticals
Carlsbad, CA

Boehringer Ingelheim
Ridgefield, CT

Lilly

Indianapolis, IN

SalubrisBio
Gaithersburg, MD

Japan Tobacco/Akros Pharma
Princeton, NJ

Bayer Pharmaceuticals
Whippany, NJ

Novartis Pharmaceuticals
East Hanover, NJ

AstraZeneca
Wilmington, DE

Medicines in Development: Older Americans | 2023

Indication

chronic HFrEF, treatment-resistance
hypertension

heart failure following myocardial
infraction

HFpEF, HFrEF

chronic heart failure

heart failure with mid-range/
preserved ejection fraction

(HFmr/pEF)

secondary prevention of
cardiovascular events in patients
with elevated levels of LDL cholesterol

cardiovascular outcomes
in chronic hemodialysis with
hyperkalemia

Development Phase

Phase Il
www.ionispharma.com

Phase IlI
www.boehringer-ingelheim.com

Phase |
www.salubrisbio.com

Phase |
www.akrospharma.com

Phase IlI
www.bayer.com

Phase llI

www.novartis.com

Phase Il

Wwww.astrazeneca.com
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Heart Disease
Product Name

lerodalcibep (LIBOO3)
(PCSK9 protein inhibitor)

LY3461767
(NRG4 agonist)

LY3473329
(Lp(a) inhibitor)

LY3561774
(ANGPTL3 siRNA)

LY3540378
(relaxin long acting)

LY3819469
(LP(a) siRNA)

LY3875383
(APOC3 siRNA)

MANP
(M atrial natriuretic peptide)

Sponsor

LIB Therapeutics
Cincinnati, OH

Lilly
Indianapolis, IN

Lilly
Indianapolis, IN

Lilly
Indianapolis, IN

Lilly
Indianapolis, IN

Lilly
Indianapolis, IN

Lilly
Indianapolis, IN

E-Star Biotech
New York, NY

Medicines in Development: Older Americans | 2023

Indication

hypercholesterolemia

heart failure

atherosclerotic cardiovascular
disease

atherosclerotic cardiovascular
disease

HFpEF

atherosclerotic cardiovascular

disease

hypertriglyceridemia

resistant hypertension

Development Phase

Phase Il
www.libtherapeutics.com

Phase |
Phase Il
www.lilly.com
Phase Il
www.lilly.com
Phase Il
www.lilly.com
Phase Il
www.lilly.com
Phase |
www.lilly.com
Phase |
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http://www.libtherapeutics.com/
http://www.lilly.com/
http://www.lilly.com/
http://www.lilly.com/
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http://www.lilly.com/

Heart Disease
Product Name

MEDI6570
(oxLDL mAb modulator)

mesenchymal stem cell therapy
(ischemic-tolerant stem cells)

MK-0616
(PCSK9 protein inhibitor)

MLS-101
(aldosterone synthase inhibitor)

Mounjaro®
tirzepatide

mMRNA-0184
(relaxin expression stimulant)

NAN-101
(vector-enabled gene therapy)

Sponsor

AstraZeneca
Wilmington, DE

CardioCell
San Diego, CA

Merck
Rahway, NJ

Mineralys Therapeutics
Radnor, PA

Lilly
Indianapolis, IN

Moderna Therapeutics
Cambridge, MA

Asklepios BioPharmaceutical
Research Triangle Park, NC
Bayer Pharmaceuticals
Whippany, NJ

Medicines in Development: Older Americans | 2023

Indication

coronary heart disease

chronic heart failure

hypercholesterolemia

hypertension

chronic HFpEF, reduction of
cardiovascular outcomes in
type 2 diabetes

chronic heart failure

congestive heart failure

Development Phase

Phase Il
www.astrazeneca.com

Phase Il completed
www.stemcardiocell.com

Phase Il
www.merck.com

Phase Il
www.mineralvstx.com

Phase IlI
www.lilly.com
Phase |

www.modenatx.com

Phase |
www.askbio.com

www.bayer.com
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http://www.astrazeneca.com/
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Heart Disease
Product Name

ninerafaxstat (IMB-101)
(pFOX inhibitor)

obicetrapib (TA-8995)
(CETP inhibitor)

olezarsen
(apoC-lll inhibitor)

olpasiran
(RNA interference)

omecamtiv mecarbil

(cardiac myosin stimulant)

pegozafermin (BIO89-100)

(FGF21 agonist)

Sponsor

Imbria Pharmaceuticals
Boston, MA

NewAmsterdam Pharma

Naarden, The Netherlands

lonis Pharmaceuticals
Carlsbad, CA

Amgen
Thousand Oaks, CA

Cytokinetics
South San Francisco, CA

89bio
San Francisco, CA

Medicines in Development: Older Americans | 2023

Indication

HFpEF

hyperlipidemia, atherosclerotic
cardiovascular disease

Development Phase

Phase Il
www.imbria.com

Phase IlI
www.newamsterdampharma.com

hyperlipidemia (+ezetimibe)

severe hypertriglyceridemia

atherosclerotic cardiovascular
disease

chronic heart failure
(Fast Track)

severe hypertriglyceridemia

Phase Il
www.newmsterdampharma.com

Phase Il
www.ionispharma.com

Phase IlI
www.amgen.com

application submitted
www.cytokinetics.com

Phase Il
www.89bio.com
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Heart Disease
Product Name

pelacarsen (TQJ230)
(apolipoprotein A inhibitor)

PF-07328948

(BCKDK)

PL3994
(NPR-A agonist)

ponsegromab (PF-06946860)
(GDF15 mAb)

PRM-125

REG-101
(endothelial lipase inhibitor)

REGN5381/REGN9035
(NPR1 agonist/REGN5381 reversal
agent)

Sponsor

lonis Pharmaceuticals
Carlsbad, CA

Novartis Pharmaceuticals
East Hanover, NJ

Pfizer
New York, NY

Palatin Technologies
Cranbury, NJ

Pfizer
New York, NY

PRM Pharma
Orlando, FL

Regio Biosciences
Rockville, MD

Regeneron Pharmaceuticals
Tarrytown, NY

Medicines in Development: Older Americans | 2023

Indication

hyperlipoproteinemia
(Fast Track)

HFpEF

HFpEF

heart failure

hypertension

coronary artery disease

heart failure

Development Phase

Phase Il
Www.novartis.com

Phase |
www.pfizer.com

Phase Il
www.palatin.com

Phase Il
www.pfizer.com

Phase IlI

Phase Il
www.regiobiosciences.com

Phase Il
www.regeneron.com
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http://www.novartis.com/
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Heart Disease
Product Name

Repatha®
evolocumab

rexlemestrocel-L

(mesenchymal precursor cell therapy)

ORPHAN DRUG

RMJH-111B
(magnesium citrate)

rosuvastatin (LYN-047)

(HMG-CoA reductase inhibitor)

RT-100
(Ad5.hAC6 gene therapy)

SLN360
(RNA interference)

SZ002 (MRA)
(diuretic)

Sponsor

Amgen
Thousand Oaks, CA

Mesoblast
New York, NY

RMIJ Holdings
Ashburn, VA

Lyndra Therapeutics
Watertown, MA

Renova Therapeutics
Carlsbad, CA

Silence Therapeutics
London, United Kingdom

Sarfez Pharmaceuticals
Vienna, VA

Medicines in Development: Older Americans | 2023

Indication

hypercholesterolemia in patients
with high-risk cardiovascular disease
without prior heart attack or stroke

HFrEF

essential hypertension

dyslipidemia

heart failure (Fast Track)

hyperlipidemia,

dyslipidemias, elevated Lp(a)

HFpEF

Development Phase

Phase Il
www.amgen.com

Phase IlI
www.mesoblast.com

Phase Il
www.rmjholdings.com

Phase |
www.lyndra.com

Phase Il

www.renovatherapeutics.com

Phase Il

www.silence-therapeutics.com

in clinical trials
www.sarfezpharma.com
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Heart Disease
Product Name

S$Z003
(diuretic/SGLT2i)

52004
(SGLT2i/MRA)

TF0023
(thrombin inhibitor)

TN-301
(HDACS6 protein inhibitor)

tonlamarsen (ION-904)
(RNA interference)

TT-00920
(PDE9A inhibitor)

Verquvo®
veriguat

VERVE-101
(PCSK9 inhibitor)

Sponsor

Sarfez Pharmaceuticals
Vienna, VA

Sarfez Pharmaceuticals
Vienna, VA

Techfields Pharma
Princeton, NJ

Tenaya Therapeutics
South San Francisco, CA

lonis Pharmaceuticals
Carlsbad, CA

TransThera Biosciences
Nanjing, China

Bayer
Whippany, NJ

Verve Therapeutics
Cambridge, MA

Medicines in Development: Older Americans | 2023

Indication

HFpEF, HFrEF

heart failure/dyspnea

chronic heart failure

HFpEF

treatment-resistant hypertension

heart failure

HFrEF

heterozygous familial
hypercholesterolemia

Development Phase

in clinical trials
www.sarfezpharma.com

in clinical trials
www.sarfezpharma.com

Phase |
www.tfpharma.com

Phase |
www.tenavathera peutics.com

Phase Il
www.ionispharma.com

Phase |
www.thranstherabio.com

Phase Il
www.bayer.com

Phase |
www.vervetx.com
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Heart Disease
Product Name

VT-141
(FGF-1 stimulant)

XXB750
(subcutaneous)

zilebesiran
(RNA interference)

ziltivekimab

(IL-6 inhibitor)

Zynquista
sotagliflozin

Sponsor

Venturis Therapeutics
Dallas, TX

Novartis Pharmaceuticals
East Hanover, NJ

Alnylam Pharmaceuticals
Cambridge, MA

Novo Nordisk
Plainsboro, NJ

Lexicon Pharmaceuticals
The Woodlands, TX

Indication

coronary artery disease

hypertension

Development Phase

Phase Il
www.venturistherapeutics.com

Phase Il
Www.novartis.com

HFpEF

hypertension

reduce risk of cardiovascular events
in patients with cardiovascular
disease chronic kidney disease and
inflammation

heart failure

Phase |
Www.novartis.com

Phase Il
www.alnylam.com

Phase IlI
www.novonordisk.com

application submitted
www.lexpharma.com

The content of this report has been obtained through public, government and industry sources, and the Springer "Adis Insight” database based on the latest
information. Report current as of March 3, 2023. The medicines in this listing include medicines being developed by U.S.-based companies conducting trials
in the United States abroad, PhRMA-member companies conducting trials in the United States and abroad, and foreign companies conducting clinical trials in
the United States. Some products may not be in active clinical trials. The information may not be comprehensive. For more, specific information about a
particular product, contact the individual company directly or go to www.clinicaltrials.gov. The entire series of Medicines in Development is available on

PhRMA's website: www.phrma.org.
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Definitions

Application Submitted—An application for marketing has been submitted by the company to the U.S. Food and Drug Administration (FDA).

Breakthrough Therapy—Upon request by a sponsor, the FDA can grant this designation to expedite the development and review of a drug or biologic intended, :
or in combination with one or more other drugs, to treat a serious or life threatening disease or condition and preliminary clinical evidence indicates that it may

demonstrate substantial improvement over existing therapies on one or more clinically-significant endpoints, such as substantial treatment effects observed earl
clinical development. If a drug or biologic is designated as a Breakthrough Therapy, the FDA will expedite the development and review. With this designation, all

Track features convey to the medicine.

Fast Track—Upon request by a sponsor, the FDA can grant this designation to facilitate the development and expedite the review of a drug or biologic to treat a
serious condition and fill an unmet medical need. When considering a biopharmaceutical company’s request for Fast Track designation for an investigational
drug or biologic, the FDA evaluates whether it will affect factors such as survival, day-to-day functioning, or the likelihood that the disease, if left untreated, will
progress from a less severe condition to a more serious one, and whether a condition can be adequately addressed by available therapy. With Fast Track designa
early and frequent communication between the FDA and the biopharmaceutical company is encouraged throughout the entire drug development and review
process to help to quickly resolve any questions or issues that arise, potentially leading to an earlier approval and access by patients.

Orphan Designation—Upon request by a sponsor, the FDA can grant special status (“orphan status”) to a drug or biologic to treat a rare disease or condition.
In order to receive an orphan designation, a qualifying drug or biologic must be intended for the treatment, diagnosis, or prevention of a rare disease or
condition that affects usually fewer than 200,000 people in the United States.

Phase |—Researchers test the investigational drug or biologic in a small group of people, usually between 20 and 100 healthy adult volunteers, to evaluate
its initial safety and tolerability profile, determine a safe dosage range, and identify potential side effects.

Phase Il—The investigational drug or biologic is given to volunteer patients, usually between 100 and 500, to determine whether it is effective, identify an
optimal dose, and to further evaluate its short-term safety.

Phase Ill—The investigational drug or biologic is given to a larger, more diverse patient population, often involving between 1,000 and 5,000 patients

(but sometimes many more), to generate statistically significant evidence to confirm its safety and effectiveness. Phase Ill studies are the longest studies
and usually take place in multiple sites around the world.
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