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Our R&D strategy in action

ÅLundbeck is delivering in neuroscience
Johan Luthman, EVP, Head of R&D

ÅNeuroscience: A huge growth area
Johan Luthman, EVP, Head of R&D

ÅR&D as the foundation for future value
Johan Luthman, EVP, Head of R&D

Tarek Samad, SVP, Head of Research, Corporate Patents and Trademarks

ÅCommercial brands supporting our ambition to be 

a leader in neuroscience
Johannes Streffer, SVP, Head of Clinical Development

Q&A

Break 13:40 -14:00

Agenda for today

Session 1

A pipeline poised for success

ÅSpotlight on pipeline programs 
Tine Bryan Stensbøl, SVP, Head of Project and Portfolio Management

Johannes Streffer, SVP, Head of Clinical Development

José Luis Molinuevo, VP, Head of Experimental Medicine

Johan Luthman, EVP, Head of R&D

ÅConclusions and outlook
Charl van Zyl, Chief Executive Officer

Q&A

Session 2

12:40 -13:40 14:00 -16:00

Networking drinks 16:00 -16:30

R&D Event ï30 November 2023

Welcome by Charl van Zyl, Chief Executive Officer                 12:30 -12:40
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Senior Vice President

Head of R&D Project and Portfolio Management
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Senior Vice President

Head of Global Clinical Development

Tarek Samad

Senior Vice President 

Head of Research, Corporate Patents and Trademarks

José Luis Molinuevo

Vice President

Head of Experimental Medicine

Johan Luthman

Executive Vice President

Head of R&D

Charl van Zyl

Chief Executive Officer
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Lundbeck

Company disclaimer

This presentation contains forward-looking statements that provide our expectations or forecasts of future events such as new product introductions, 

product approvals and financial performance. Forward looking statements include, without limitation, any statement that may predict, forecast, indicate or 

imply future results, performance or achievements, and may contain words like "believe", "anticipate", "expect", "estimate", "intend", "plan", "project", "will 

be", "will continue", "will result", "could", "may", "might", or any variations of such words or other words with similar meanings. All statements other than 

statements of historical facts included in this presentation, including, without limitation, those regarding our financial position, business strategy, plans and 

objectives of management for future operations (including development plans and objectives relating to our products), are forward looking statements.

Such forward looking statements involve known and unknown risks, uncertainties and other factors which may cause our actual results, performance or 

achievements to be materially different from any future results, performance or achievements expressed or implied by such forward looking statements. 

Factors that may affect future results include, among others, interest rate and currency exchange rate fluctuations, delay or failure of development projects, 

production or distribution problems, unexpected contract breaches or terminations, government-mandated or market-driven price decreases for Lundbeck's 

products, introduction of competing products, Lundbeck's ability to successfully market both new and existing products, exposure to product liability and 

other lawsuits, changes in reimbursement rules and governmental laws and related interpretation thereof, and unexpected growth in costs and expenses.               

The forward-looking statements in this document and oral presentations made on behalf of Lundbeck speak only as at the date of this presentation. 

Lundbeck does not undertake any obligation to update or revise forward-looking statements in this presentation or oral presentations made on behalf of 

Lundbeck, nor to confirm such statements to reflect subsequent events or circumstances after the date of the presentation or in relation to actual results, 

unless otherwise required by applicable law or applicable stock exchange regulations.

Lundbeck
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Lundbeck

R&D pipeline to deliver 
growth in the future

An R&D organization 
ready to deliver

Outline our transformation towards an 

R&D organization focused on 

executional excellence

The purpose of today

Well -positioned for innovative 
solutions in neuroscience

Explain why Lundbeck is well-positioned to 

address the challenges in the neuroscience 

therapeutic landscape

Lundbeck

Our focus

Showcase the value creation potential 

of our transformed innovative 

R&D pipeline

R&D Event ï30 November 2023 6
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Using our skills in neuroscience

Our daily motivation is to use our knowledge and 

expertise to develop new and improved treatments 

to help people in their daily lives.

Hard work and commitment have taken us far 

and our ambition is to go even further.

Carlos Santillana Castillos

Living with migraine

Maria Liv Kjærgaard

Living with schizophrenia

Kazuko Shiraishi

Living with depression

Providing solutions for people living with severe disease

7
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Lundbeck

Neuroscience growing market

CAGR +8% 2022-20282

Large unmet needs and 

expanding disease burden 

15% increase in DALYs 

2010-20191

Investments in neuroscience 

biotech increased last decade

15% CAGR in range of

deals 2011-20213

Innovation is key: 

Rapidly evolving science 

and technologies

Multiple new modalities 

are expanding neuroscience 

druggability

Neuroscience in top 3 for new 

drug approvals in US & EU

Increasing need for innovative solutions

1Global Health Data, DALY: Disability-adjusted life years, 2Evaluate Pharma, CAGR forecast 2022-2028 (only captures CNS), 
3Global neuroscience market size and growth, Deloitte Insights (only captures CNS)

Lundbeck 
will deliver

Weôre at the forefront

of scientific innovation

Weôre investing in our 

pipeline and maximizing 

our commercial potential

Weôre creating a 

best-in-class R&D 

organization delivering 

executional excellence

Lundbeck
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Lundbeck

TomorrowTodayLegacy

Our journey

Lundbeck

Strong footprint 
in psychiatry

Focused
innovator

Transformed 
R&D portfolio

Level of sustainable innovation

Best in class brands

Maximizing strong products
Brintellix/Trintellix for cognition*

Long-acting anti-psychotics

Taking psychiatry into neurology
Rexulti for AADAD

Innovative neuroscience

An organization ready to deliver

Innovative biology targets

First-in-class programs

Targeting specialist-treated indications 

with high unmet needs

Breakthrough therapies

Delivering medicines addressing 

high unmet medical needs

Disease-altering and 

life-changing therapies

Neurology products

Groundbreaking psychiatry

Well positioned to launch 

2 new impactful medicines from               

the pipeline by end 2030

*With diminished emotional blunting and sexual dysfunction

R&D Event ï30 November 2023 9
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Our R&D strategy in action
Session 1
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Lundbeck is delivering 
in neuroscience
Johan Luthman, Executive Vice President, Head of R&D

11R&D Event ï30 November 2023
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Leveraging our legacy with a state-of-the-art business model
Lundbeck R&D transformative changes in the past 5 years

R&D Event ï30 November 2023

New R&D 
strategy 

Retooling 
competencies

New ways of 
working

Strong portfolio governance 

and decision model

Portfolio with

first-in-class potential

Improving R&D 

productivity

New neuroimmunology and 

neuroinflammation competencies

Four strategic 

biology clusters

Rigorous 

development process

Fully-fledged

biotherapeutics company

Focus on cycle time 

optimization

Expanded experimental medicine 

supporting early de-risking

Established as 

leader in migraine

Implementation of 

Agile methodology



Lundbeck

Productive year to date

13

Lundbeck is delivering in neuroscience
Increased R&D productivity

R&D Event ï30 November 2023

1Key markets include US, EU and key RoW markets i.e. China, Japan, Canada, and Brazil, 2Total number of first filed patents per patent family from January 2019 to now, AADAD: Agitation associated 

with dementia due to Alzheimerôs disease, RTU: Ready to use.

Achievements since 2019

70%
5 new NMEs

in pipeline

compared to 2019

95%
17 new research 

programs

compared to 2019

13
major approvals in key

markets 2019 to now1

63
patent applications 

filed 2019 to now2

FDA approvals
Brexpiprazole AADAD & aripiprazole 2-month RTU

Headline results

Phase II proof of concept
PACAP

First in human

2
8
1
1

Research programs initiated5
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News-rich 18 months ahead
Entering an exciting period

R&D Event ï30 November 2023

Milestone Timing

Approvals

Pivotal read-outs

Phase II PoC read-outs

Pivotal phase III initiations

Phase II initiations

Q2 2024

Q1 2025

Q4 2024

Q3 2024

Q1 2024

Q1 2025

Q1 2024

Q2 2024

Q1 2026

Aripiprazole 2M EU

Lu AF82422 (anti-Ŭ-synuclein) in MSA

Lu AF28996 (D1/D2 agonist) phase II PoC

Lu AG22515 (anti-CD40L) in TED

Brexpiprazole AAD CA

Vyepti Asia (SUNRISE)

Lu AF82422 (anti-Ŭ-synuclein) in MSA

Lu AG09222 (anti-PACAP) dose-finding phase IIb

Lu AG09222 (anti-PACAP) in migraine prevention

Phase Ib initiations

Q1 2024

Q2 2024

Q3 2024

Lu AF28996 (D1/D2) agonist in Motor Complications

MAGLi in Pain

Lu AG13909 (anti-ACTH) in Cushingôs Disease



Neuroscience: 
A huge growth area
Johan Luthman, Executive Vice President, Head of R&D
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Lundbeck

Huge opportunities to make a real impact
Large unmet needs with a rising number of people affected

R&D Event ï30 November 2023
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1 in every 8
people in the world 

live with a 

mental disorder

Mental disorders, WHO.int, 2023

Mental and neurological 

disorders account for

27% of the global 
economic impact 

of disease burden

Neurological 

disorders are the

leading cause 
of disability 

and the

second leading 
cause of death

worldwide

The global burden of neurological disorders: translating 

evidence into policy, NIH.gov, 2020

Building pharma pipelines through a socioeconomic lens, 

McKinsey, 2022

1

2
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Neuroscience market expected to continue strong growth
Potential for huge social and economic impact by reducing disease burden

R&D Event ï30 November 2023

*Percentage of total DALYs (disability-adjusted life years) 

Neuroscience market

Projected growth 2022-2028

Disease burden

The global disease burden in 

2017 in disability-adjusted life 

years (millions)

Economic impact

Projected economic impact of 

reducing disease burden in 2040 

(trillion USD)

Evaluate pharma Building pharma pipelines using a 

socioeconomic lens, McKinsey 2022 

Building pharma pipelines using a 

socioeconomic lens, McKinsey 2022 

129

107

Mental disorders (#6)

Neurological disorders (#8)

2.55

1.11

Mental disorders (#2)

Neurological disorders (#3)

2022

2028
59%

growth

$92B

$146B

4.3%*

5.2%*
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New biomarkers

Increased options for early de-risking

18

Rapid technological advances create new opportunities
Advances in biomarkers, genetics, modalities, artificial intelligence etc. are changing neuroscience R&D

R&D Event ï30 November 2023

New amenable modalities

Increasing treatment opportunities 

in neuroscience

Mono- / bispecific 

antibodies

Small molecules  

interacting with RNA

Blood brain barrier 

shuttle platform

New shuttle technology

New possibilities for shuttling antibodies 

across the blood brain barrier 

New target landscape

Technological advances in 

neuroscience research are

Antisense 

oligonucleotides

Expanding 

the target landscape 

Increasing our 

disease understanding

éand many more
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Evolution of the regulatory environment within neuroscience 
New guidance and practice are paving the way for approvals

R&D Event ï30 November 2023

Nature reviews drug discovery, 2023, ASO: Antisense oligonucleotide

Neuroscience among the 
top three approvals

Biomarker -based              
drug development

ÅPET imaging as a marker of amyloid 

pathology

ÅNeurofilament light chain (NfL) as a 

fluid biomarker for measuring 

neurodegeneration

ÅDe novo production of truncated 

dystrophin protein

Accelerated drug 
approvals

ÅA-beta mAbs for the treatment of 

Alzheimerôs disease

ÅASO treatments for Duchenne 

muscular dystrophy

ÅASO treatment for Amyotrophic 

lateral sclerosis

Neurology has been a consistently 

leading therapeutic area for new 

approvals for the last 5 years

Top 3 in Europe

Neuroscience among top three 

approvals for the last 7 years

Top 3 in USA

https://www.nature.com/nrd


Lundbeck

Migraine

ÅNew target class blocking 

Calcitonin Gene-Related 

Peptide (CGRPs) signaling

ÅmAb anti-CGRP

Alzheimerôs disease 

ÅRexulti for Agitation Associated

with Dementia due to Alzheimerôs 

disease (AADAD) ïfirst full FDA 

NME approval in 20 years for AD

ÅmAbs targeting protein amyloid 

beta (A-beta) to remove 

A-beta plaques

20

Neuroscience experiencing exciting breakthroughs
New treatment options are becoming available, but more are needed

R&D Event ï30 November 2023

NME: New molecular entity, SMA: Spinal muscular atrophy, DMD: Duchenne muscular dystrophy, ALS: Amyotrophic lateral sclerosis, SOD: Superoxide Dismutase

Neuroimmunology 

ÅMultiple Sclerosis (progression) ïCD20

ÅMyasthenia Gravis ïIVIg + FcRn binders, mAb therapy against Complement 5 (C5)

ÅNeuromyelitis Optica Spectrum Disorder ïmAb therapies 

against C5, IL-6R and CD19

ÅFriedreichôs Ataxia ïfirst approved treatment with an 

anti-inflammatory mechanism

Rare diseases

ÅSMA and DMD ïsmall molecules, ASOs and gene therapies

ÅALS ïASO (SOD mutations) and small molecule

ÅCDKL5 Deficiency Disorder ïsmall molecule

ÅRett Syndrome ïsmall molecule
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R&D Event ï30 November 2023

Key takeaways

Positioned for success in a growing therapeutic area

1 There is a large and growing unmet need and opportunity in neuroscience

2 Rapid technological advances and changing regulatory environment 

are evolving neuroscience R&D

3 Innovation is starting to deliver impactful medicines

Lundbeck



R&D as the foundation 
for future value
Johan Luthman, EVP, Head of R&D

Tarek Samad, SVP, Head of Research, Corporate Patents and Trademarks
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A strategy for sustainable innovation
Johan Luthman, EVP, Head of Research and Development
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Our approach to R&D
Leveraging our strengths as a focused innovator

R&D Event ï30 November 2023

ÅLong legacy and deep knowledge in neurology and psychiatry

ÅRobust and growing neuroscience pipeline

ÅStrong specialized and aligned commercial organization

ÅStrong legacy and success with strategic partnerships 

developing high-quality products 

Long -term dedication to neuroscience

ÅLetting basic science guide us to the human indications

Biology driven

ÅInnovative and productive research with first in class potential programs

ÅWorld-leading drug discovery technologies (e.g., CLIPPR and BBB shuttle platforms)

ÅInvesting further in building a state of the art facility for comparative biology

ÅEstablishing an on-site innovation hub

Strong commitment to research



Lundbeck25

Unfolding our indication space
Through the lens of our biology clusters, weôre adding new indications to our portfolio

R&D Event ï30 November 2023

To focus on 4 biology

clusters in research

To unfold our indication 

space in development

To improve 

our presence

Leader in
headache disorders

Strong presence in 
psychiatry & neurology

Pioneering in 
proteinopathies

Invest and grow in 
neuroimmunology

Alzheimerôs disease

Depression

Parkinsonôs disease

Schizophrenia 

Neuroinflammation / 
neuroimmunology

Hormonal / 
neuropeptide signaling 

Circuitry / 
neuronal biology

Protein aggregation, 
folding and clearance

Migraine

CAH

Biological psychiatry

MSA

TED

CD

Motor complications in PD

Agitation in AD

CAH: Congenital adrenal hyperplasia, CD: Cushingôs disease, MSA: Multiple system atrophy, TED: Thyroid eye disease

From 4 main

disease areas
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We are biology driven and indication focused
Addressing specialist indications with greatest impact for patients and highest likelihood of success

R&D Event ï30 November 2023

From 

Our four biology clusters
Scientifically well-described areas still rich in targets 

with untapped potential

To 

Specialist treated indications
Well-defined patient segments with clear unmet 

medical needs managed by specialists

Through

Most tractable development
High feasibility for early de-risking and maintaining 

a competitive edge

Neuroinflammation / 

neuroimmunology

Protein aggregation, 

folding and clearance

Circuitry / 

neuronal biology

Hormonal / 

neuropeptide signaling 
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Disciplined selection, progression and investment
We leverage our scientific understanding to select the best opportunities from each cluster

R&D Event ï30 November 2023

One organization
with four scientific 

focus areas

We choose the best 

targets and drug candidates

New potential targets are continuously and stringently evaluated for optimal investment of resources  

Early de -risking
in phase I from a sufficient

number of programs

Early clinical Po C
- as early as possible

Fast late developmen t
Guided by patients, 

aiming for impactful labels

We aim to have programs 

enough to allow us to only 

progress the most promising 

We aim to bring promising 

projects quickly to a positive 

phase II read-out

We aim to have phase III / IV as 

compressed as possible and we 

invest accordingly
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External innovation is vital for successful R&D
Integrating leading technologies, biology understanding and drug candidates through external outreach

R&D Event ï30 November 2023

*Internal estimates

II IIII

Successful R&D

of development 

portfolios are externally 

sourced*

70 %ÅInternal resources provide important competitive

intelligence and insight into R&D trends

ÅExcellence in internal drug discovery inspired by 

external science

ÅExternal academic collaborations and industry 

partnerships intrinsic to successful R&D

ÅOur internal innovation ensures 

the success of acquisitions

Adding 

strategically 

fitting assets

Combining internal resources and external innovation 
to create a strong pipeline
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Solid growth via both organic and external opportunities
Creating value through partnerships and acquisitions

R&D Event ï30 November 2023

2023e2018201320082003

Full year results in DKKm, mid-point estimate for 2023

Building on 
several strong partnerships

20+ R&D collaborations

Transformation 
into biotherapeutics

Acquisition of Alder Biopharmaceuticals (2019)

Established strong 
US footprint

Acquisition of Ovations Pharmaceuticals, Inc. (2009) 

and Abide Therapeutics (2019)

Lundbeck revenue from 1999 to 2023e
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Strong strategic expansion into biotherapeutics
Putting our collaborative strategy into action

R&D Event ï30 November 2023

Notes if needed

A fully fledged biotherapeutic company

ÅComplementing our small molecule expertise with new modalities

ÅWe use technologies that enhance the ability 
of antibodies to cross the blood brain barrier

Collaborative growth Internal expansion Pipeline expansion Continuous enhancement

Lu AG22515

Lu AF82422

Lu AG09222

Vyepti
Lu AG13909

Creation of an internal 

biotherapeutic powerhouse

Activities growing through 

external collaborations

Pipeline expansion 

through internal development, 

partnerships and acquisitions

Bringing in shuttle-technology 

to enhance biotherapeutic 

treatment potential

Strategic biology clusters 

well-served by biotherapeutics
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Building a robust, focused, and de-risked pipeline
A substantial transformation

R&D Event ï30 November 2023

1) CGRP: Calcitonin gene-related peptide. 2) Two phase III clinical trials, supporting registration in Asia, including China and Japan: SUNRISE, and SUNSET trials. 3) Long-term safety study. 4) PACAP: 

Pituitary adenylate cyclase activating peptide. 5) Adrenocorticotropic hormone. 6) Acts as a partial agonist at 5-HT1A and dopamine D2 receptors at similar potency, and an antagonist at 5-HT2A and 

noradrenaline alpha1B/2C receptors. 7) Monoacylglycerol lipase inhibitor (ñMAGlipaseò) previously denominated ó466/Lu AG06466

Phase I Phase II Phase III Filing/ LaunchAreaBiology Project

Hormonal / 

neuropeptide signaling

Circuitry / 

neuronal biology

Protein aggregation, 

folding and clearance

Neuroinflammation / 

neuroimmunology

Schizophrenia & bipolar I disorder

Cluster headacheEptinezumab (anti-CGRP mAb)
1)

Agitation in Alzheimerôs dementiaBrexpiprazole
6)

Parkinsonôs diseaseLu AF28996 (D1/D2 agonist)

NeurologyLu AG22515 (anti-CD40L blocker)

Synucleinopathies (MSA)Lu AF82422 (anti Ŭ-synuclein mAb)

Migraine preventionLu AG09222 (anti-PACAP mAb)
4)

Migraine preventionEptinezumab (anti-CGRP mAb)
1)

PTSDBrexpiprazole
6)

Aripiprazole 2-month injectable

MAGL inhibitor program
7)

Neurology/Psychiatry

Neuro-hormonal dysfunctionsLu AG13909 (anti-ACTH mAb)
5)

ALLEVIATECHRONICLE

HOPE

SUN-studies PROMISE 1 & 2

AMULET

CHRONICLE
3)

ALLEVIATE

SUN-studies
2)
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Lundbeck R&D strategy taps into great value potential
Worldwide sales forecast for 2028

R&D Event ï30 November 2023

Data from Evaluate Pharma, DRG and internal 2028 forecasts, DMD: Duchenne muscular dystrophy, MSA: Multiple system atrophy, CAH: Congenital adrenal hyperplasia, TED: Thyroid eye disease, 

ALS: Amyotrophic lateral sclerosis

Neuroinflammation / 

neuroimmunology

Protein aggregation, 

folding and clearance

Circuitry / 

neuronal biology

Hormonal / 

neuropeptide signaling 

$24B

Anti-

psychotics

$2B

Agitation

$8.9B

Anti-

epileptics

$5.8B

Sleep 

disorders

$3.9B

Tardive 

dyskinesia

$8.6B

Depression

$2.9B

Psycho-

stimulants

$5.4B

Parkinsonôs 

disease

$10.4B

Alzheimerôs 

disease

$6.7B

DMD

$10.5B

Migraine

$1.7B

Cushingôs 

disease

$25.4B

Multiple 

sclerosis

$5.8B

TED

$2.6B

Neuromyelitis

optica

$6.2B

Myasthenia 

gravis

$2.7B

ALS

$1.5-3B

MSA

Innovation pipeline

Marketed brands$1.5B

CAH



Turning our strategy into action
Tarek Samad, SVP, Head of Research, Corporate Patents and Trademarks
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3+
IND -ready 

candidates by 

end 2024

Advanced research programs
(1-3 years from development)

Early research programs

34

Internal discovery engine fueling our clinical pipeline
Our entire research portfolio is being extensively replenished

R&D Event ï30 November 2023

Circuitry / 

neuronal biology

Ataxia

Axonal neuropathies

Neuromuscular pathology

Neuropsychiatry

Epilepsy segment

Hormonal / 

neuropeptide signaling
Sleep disorders

Migraine 

Headache

Protein aggregation, 

folding and clearance
Parkinson´s disease

Monogenic neuro-

degenerative disease 

Lysosomal storage disease

Neuroinflammation / 

neuroimmunology
Neuroimmune disorders

Inflammatory neuromuscular 

pathologies

Neuroimmune disorders
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Let the biology speak
Choosing the most promising targets

R&D Event ï30 November 2023

Transformative 
treatments

Unmet 
needs

Let the 

biology 

speak

Let the 

molecule 

speak

Let the 

patient 

speak

R&D organization

(executional excellence)

Choose optimal modalityFocus on promising biology

Circuitry / 

neuronal biology

Hormonal / 

neuropeptide signaling 

Neuroinflammation / 

neuroimmunology

Protein aggregation, 

folding and clearance

Small molecules, biotherapeutics, small 

molecules interacting with RNA (SMiRNAs) etc. 

Rigorous development process
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Using science to drive our innovation 
Our clusters maximize our chances of success at finding solutions for high unmet medical needs

R&D Event ï30 November 2023

V Neuronal dysfunction is 

highly associated with

disease pathology

V Large untapped biology 

and target space

V Cross-species 

translational toolbox 

available

Circuitry /

neuronal biology

Strong legacy expertise 

V Close link between 

dysregulated and 

misfolded proteins and 

neurologic disease

V Strong institutional 

knowledgebase

V A high unmet need 

remains for disease-

modifying therapies in 

neurodegeneration

V Strong biologic and 

genetic link between 

altered immune cascade 

and neurologic disorders.

V Successful track record 

of highly impactful 

therapeutics targeting 

the immune system

V Several assets in the 

preclinical pipeline

V Solid clinical foundation 

for expansion within 

migraine and other 

headache disorders

V Strong causative link to 

neurological diseases 

incl. sleep disorders and 

stress axis

V Broad availability of 

biomarkers and models 

for low-risk development

Protein aggregation,

folding and clearance

High risk, high reward

Hormonal /

neuropeptide signaling

Impactful therapeutic opportunities

Neuroinflammation / 

neuroimmunology

New expanding area
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Expanding our toolbox with new modalities
A diverse and innovative modality platform to deliver on our ambition

R&D Event ï30 November 2023

Neuroinflammation / 

neuroimmunology

Protein aggregation, 

folding and clearance

Circuitry / 

neuronal biology

Hormonal / 

neuropeptide signaling 

Small 
molecules

Biologics

Small molecules 

interacting with proteins

Mono- / bispecific 

antibodies

Small molecules  

interacting with RNA

Enzyme replacement 

therapy

Blood brain barrier 

shuttle platform

CLIPPR platform

Expanding from our 

legacy biology clusters
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Strengthening our research capabilities
Adding Nobel prize-winning technology gateway to previously undruggable targets
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Giving access even to previously undruggable targets

Adaptor 

proteins

E3 

ligases

Scaffolding 

proteins

Transcriptions 

factors

Protein-protein 

interactions

Disordered 

proteinsPhosphatases

RNA-binding 

protein

Cli ck Probe Pr ofiling ( Clippr ) Platform

ÅIdentified ligands for more than 1500 targets. Many of these 
are implicated in brain disease

ÅA highly attractive platform for establishing new valuable 
partnerships due to its broad application potential

ÅMultiple companies are investing significantly in this 
space (>2B$)

Https://www.reuters.com/business/healthcare-pharmaceuticals/bayer-buys-biopharma-firm-vividion-therapeutics-up-2-bln-2021-08-05/

La Jolla

Lundbeck La Jolla Research Center

ÅCenter with chemoproteomics platform and 

metabolomic research

ÅClippr platform is a world-class discovery platform 

focused on harnessing the therapeutic potential of 

e.g., serine hydrolases

ÅFirst-in-class inhibitors of monoacylglycerol lipase 

(MAGLi) for modulation of the endocannabinoid 

system
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Increasing drug delivery to the brain
The modular Lundbeck brain shuttle
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Advantages

ÅÓ 50-fold increased brain exposure 

meaning more medicine to the brain 

ÅShuttle domain format validated in 

humans 

ÅWide distribution throughout multiple 

brain regions  

ÅThe modular format supports a variety 

of drug designs

Lundbeck

Fold brain exposure 

over control
Single dose study in mice

Hours post-dosing

4824

0

20

60

40

39

Antibody

Antibody + shuttle

Antibody Antibody + shuttle

Modular shuttle domain

Camelid 

antibody

Antibody cargo

Brain shuttle
C-term

N-term

CDR H2

CDR H1

CDR H3

Brain slices from 48 hours post-dosing
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Let the molecule speak
Early de-risking to select the most valuable clinical programs

R&D Event ï30 November 2023

Transformative 
treatments

Unmet 
needs

Let the 

biology 

speak

Let the 

molecule 

speak

Let the 

patient 

speak

R&D organization

(executional excellence)

De-risking early in development

Prioritize projects strongly 

supported by biomarkers

Focus on indications 

with well-described biology

Explore clinical 

potential early

Rigorous development process

Early development decisions 

2020-2023

Go

No-go

6 projects

4 projects
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Let the patient speak
Partnering with patients and doctors to ensure relevant product development

R&D Event ï30 November 2023

Transformative 
treatments

Unmet 
needs

Let the 

biology 

speak

Let the 

molecule 

speak

Let the 

patient 

speak

R&D organization

(executional excellence)

Integrate patient insights in everything we do

Develop impactful medicines for the 

unmet needs that matter most

Educate medical professionals to 

improve treatment outcomes

Help patients take ownership 

of their own health

Involve patients in clinical 

study design 

Rigorous development process



Organization set to deliver
Johan Luthman, EVP, Head of Research and Development
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An R&D organization primed to deliver scientific excellence
Organization and focus enables improved R&D productivity

R&D Event ï30 November 2023

Transformative 
treatments

Unmet 
needs

Let the 

biology 

speak

Let the 

molecule 

speak

Let the 

patient 

speak

R&D organization

(executional excellence)

Rigorous development process

Digital strategies 

across the value chain
New agile way 

of working

Leveraging top talents & 

key competencies globally
Increasing

R&D productivity

Well on the way towards executional excellence
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Leveraging top talent and competencies from across the world
Our geographical spread ensures we get the best from global development

R&D Event ï30 November 2023

Deerfield
Seattle

Valby

La Jolla

Beijing

Singapore

Tokyo

Global R&D sites

ÅValby
Full R&D value chain

Small molecule and biotherapeutics discovery

ÅDeerfield
Drug Development

Clinical, regulatory, safety, and medical affairs expertise

ÅLa Jolla
Chemoproteomics platform 

Metabolomic research

ÅSeattle
Biotherapeutics CMC hub

ÅTokyo
Drug Development

Clinical, regulatory, safety, and medical affairs expertise

ÅBeijing
Drug Development

Clinical, regulatory, safety, and medical affairs expertise

ÅSingapore
Pharmacovigilance competence center

730

70
42

33
9

8

27
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From unmet needs

to transformative treatments

45

Fully integrated top-talent R&D value chain
Continuously striving to secure the top competencies needed for executional excellence

R&D Event ï30 November 2023

Drug discovery

expertise

Frontline 

regulatory strategies

Clinical development 

excellence

Brand support 

excellence
Strong 

project leadership

Top talent attracted
from both academia 

and industry

Delivering
breakthrough innovation

in neuroscience
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Harnessing the advantages of digitalization
Integrating digital solutions where it is most impactful

R&D Event ï30 November 2023

Drug discovery

Target identification, novel drug design, predicting protein structure, preclinical

data modeling

Clinical trials

Analytical validation of biomarkers. Digital ecosystem incl. real-time data 

analysis for complex innovative trial designs, trial quality oversight, improved 

patient recruitment & diversity

Real-world evidence data

Disease progression modeling & patient population identification

Enhanced interaction with patients and prescribers

Digital solutions for interactions, collecting medical information 

& education according to individual needs

Using digital solutions and AI to improve everything we do

Personalized

learning journey

1

2

3

Expert roundtable

Webinar

Podcast
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R&D Event ï30 November 2023

Key takeaways

Positioned for success in a growing therapeutic area

1 Addressing indications with greatest impact and highest likelihood of success 

through stringent selection, progression, and investment process

2 High feasibility for early de-risking and maintaining a competitive edge

3
Global R&D organization delivering executional excellence 

combined with external innovation to ensure innovative programs 

for unmet needs

Lundbeck



Our commercial brands 
supporting our ambition to 
be a leader in neuroscience
Johannes Streffer, SVP, Head of Clinical Development

Carlos Santillana Castillos

Living with migraine 49R&D Event ï30 November 2023
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Maximizing strategic brands through lifecycle management
R&D paving the way for new indications and additional LCM opportunities 

R&D Event ï30 November 2023

V Preventive treatment in 

episodic migraine

V Preventive treatment in

chronic migraine

V Medication-overuse 

headache (MOH)

Û Cluster headache

V Major depressive 

disorder (MDD)

V Schizophrenia

V Agitation associated with 

dementia due to 

Alzheimerôs disease 

(AADAD)

Û PTSD

V Major depressive 

disorder (MDD)

V Comorbid symptoms 

(e.g. anxiety disorder, 

cognition in elderly 

depressed)

V Full phase IV program 

completed

V Schizophrenia

V Bipolar Mania

V Abilify Asimtufii in US

Û AM 2M RTU in Canada 

and Europe

PTSD: Post traumatic stress disorder, RTU: Ready to use.



Rexulti AADAD
First fully-approved new AD treatment in 20 years

Asset from biology cluster

Circuitry / neuronal biology

R&D Event ï30 November 2023 51
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Treating agitation in Alzheimerôs Disease
A breakthrough expansion

R&D Event ï30 November 2023

1. Rosenberg et al. 2015; 2. Banno et al. 2014; 3. Wright et al. 2007; 4. Jacobs et al. 2021; 5. Arnsten et al. 2015; 6. Lanctôt et al. 2001; 7. Duke et al. 2013; 8. Evers et al. 2010; 9. Cox et al. 2011; 

10. Lindenmayer et al. 2000

Addressing the underlying imbalances in 
Agitation Associated with Dementia due to Alzheimerôs Disease (AADAD)

Overactivity4

Norepinephrine system

Deficits6

Serotonin system

Dysregulation9

Dopamine system

Emotional drive 
Amygdala function3

Dysfunction of the norepinephrine, serotonin, 

and dopamine neurotransmitter system 

may contribute to this imbalance2-10

Executive control 
Prefrontal Cortex function2

Rexulti may help restore these imbalances

Agitation in AD may reflect an imbalance 

between top-down executive control and 

bottom-up emotional drive1
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Already making a difference
Initial feedback from HCPs

53

First new AD treatment in 20 years
Rexulti approved May 2023 in the US for the treatment of AADAD 

R&D Event ï30 November 2023

-30

-20

-10

0

0 2 4 6 8 10 12

Baseline CMAI Total score: placebo, 79.17, n=116; Rexulti, 80.55, n=225 ; **p<0.01, ***p<0.001 versus placebo, MMRM;aefficacy sample ;; CMAI=Cohen-Mansfield Agitation Inventory; LS=least squares; 

MMRM=mixed model for repeated measures; SE=standard error ; Grossberg et al. Poster presented at Psych Congress 2022 [35]. Image is not an actual patient, but only for illustration.

Reduced agitation in AADAD patients
Change from baseline in CMAI total score
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*** **
p=0.0026

ïEigo Okada, AM, Illinois

ñ180 degrees differentò

ñOne of the biggest improvements he had seenò

ñAgitation frequency and severity is diminishedò

ñNo longer verbally abusiveò

ïAnn Zaboray, AM (Los Angeles Central)

ñThese types of patients are very commonò

ñThe efficacy and safety data give the HCP

more confidence to prescribeò

ò

ò

Rexulti 2 or 3 mg (n=225)

Placebo (n=116)



Eptinezumab
Maximizing the brand profile

Asset from biology cluster

Hormonal / neuropeptide signaling

R&D Event ï30 November 2023 54
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Long-term powerful effects in migraine
DELIVER data confirm the effectiveness of eptinezumab

R&D Event ï30 November 2023

Phase IIIb trial
DELIVER1)

ÅEvaluating the safety and efficacy of 

eptinezumab in hard-to-treat patients 

with 2-4 previous treatment failures, 

including open-label extension phase

ÅData confirmed long-lasting migraine 

preventive effects and a strong 

tolerability profile

ÅTreatment with eptinezumab for up to 

18 months reduced

ÅNumber of migraine days

ÅSeverity of headaches 

ÅUse of acute medication

1)NCT04418765. Data from Starling, A. et al., poster presentation #114 at the 65th Annual Scientific Meeting of the American 

Headache Society (AHS) June 15-18, 2023, in Austin, Texas. CM/EM: chronic/episodic migraine, BL: Baseline, Epti: Eptinezumab.
Lundbeck

Long-lasting preventive effects in migraine

and strong tolerability profile
LS mean change from baseline 

-30

-20

0

-10

BL

Weeks

1-12 13-24 25-36 37-48 49-60 61-72

Placebo-controlled period Long-term extension period

(all patients received eptinezumab)

Epti 100 mg to 100 mg (n=286; BL=47.3)

Placebo to Epti 100 mg (n=144; BL=42.7)

Epti 300 mg to 300 mg (n=282; BL=43.4)

Placebo to Epti 300 mg (n=146; BL=37.7)
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Robust reductions in attack frequency
Initial signs of clinically relevant effects in chronic cluster headache
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Clinical trial design
CHRONICLE 

ÅInterventional, open-label, fixed-dose 

multiple administration study to evaluate 

long-term treatment with eptinezumab in 

participants with chronic cluster 

headache

Å125 patients were dosed to achieve 100 

completers

ÅEptinezumab was administrated in 4 

infusions with 12-week intervals

ÅGood safety and patient adherence 

allows for chronic treatment

Reductions in attack 

frequency after treatment
Change from baseline 

in number of monthly attacks 

(FAS, DPS3, MMRM) 

Long-term improvements reported 

on the PGIC scale after treatment 
Analysis of PGIC scores 

(FAS, MMRM)

OLE: Open Label Extension study Mean number of monthly attacks at baseline was 71.6 (n=129). PGIC: Patients Global Impression of 

Change, FAS: Full analysis set, MMRM: Mixed Model for Repeated Measures.

120

-30

-20

0

Month

84

-10

400 mg eptinezumab

2

3

480

4

Week

3612 24

400 mg eptinezumab

Lundbeck



Lundbeck57

Results in episodic cluster headache
Encouraging effects on secondary endpoints
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Clinical trial design
ALLEVIATE 

ÅPhase III interventional, randomized, 

double-blind, parallel-group, placebo-

controlled delayed-start study to 

evaluate the efficacy and safety of 

eptinezumab in patients with episodic 

cluster headache

Å231 patients (according to ICHD-3 

criteria) were randomized (1:1) 

ÅPrimary outcome visit in week 2

ÅInterim analysis data

-4,6

-4

-6

-5

-4

-3

-2

-1

0

ȹ0.7; p=0.5048 (n.s.)

24,1

37,3

43,8

50,5

33

50,9

62,5

66,7

0

20

40

60

80

1 2 3 4

*

*
*

*p<0.05 vs. placebo in comparisons is based on a logistic regression model (secondary endpoint)

Treatment response did not reach 

primary endpoint

Mean change from baseline in 

weekly attacks (week 1ï2)

More patients responded to 

eptinezumab vs. placebo

Percentage of patients with reduced 

attack frequency of Ó50%

Week

400 mg eptinezumab (n=113)

Placebo (n=118)

400 mg eptinezumab (n=113)

Placebo (n=118)

-4.6

-4.0

Lundbeck
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2,5
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3,5

4

0 1 2 3 4 5

Week

Clinically relevant improvements
In patients with episodic cluster headache

R&D Event ï30 November 2023

Reduction in pain severity

Mean change from baseline 

in pain per attack (SE)

Greater patient-reported improvements

Mean PGIC score (SE)

*

**

-0,8

-0,6

-0,4

-0,2

0

0 1 2 3 4 5

Week

**

Take aways / next steps
ÅThe data from CHRONICLE and 

ALLEVIATE show encouraging effects 

in Cluster Headache

ÅLundbeck is working with experts in the 

field to determine the path forward for 

Vyepti in this indication

58 *p<0.05; **p<0.01 vs. placebo in a mixed model repeat measures in the full analysis set (secondary endpoints). PGIC: Patient Global 

Impression of Change; SE: standard error. 

400 mg eptinezumab (n=113)

Placebo (n=118)

400 mg eptinezumab (n=113)

Placebo (n=118)

Lundbeck
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R&D Event ï30 November 2023

Key takeaways

Commercial brands supporting our ambition 

to be a leader in neuroscience

1 Leveraging the potential of our commercial brands to provide solutions 

for multiple important unmet medical needs

2 Strong understanding of science and MoA enable us to maximise 

opportunities from our marketed products

3 Significant R&D investment to support expansion 

of commercial brands 

Lundbeck
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