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Olika slags innovationer

Process

en produkt kan produceras med farre resurser eller
lagre kostnader

Produkt

forbattring av en existerande produkt eller
utveckling av en ny produkt — leder ofta aven till
processinnovationer i en verksamhet

Organisation

nya former av organisationer som exempel en
mera processtyrd organisation

"An innovation is the implementation
of a new or significantly improved
product (good or service), or process,

a new marketing method, or a new
organisational method in business
practices, workplace organisation or
external relations"

Oslo-manualen OECD 1997 2022-04-20
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Forskning, utveckling och innovation ar vardens
utvecklingsverkstad
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Farmakologins utveckling foljer var alltmer
fordjupade kunskap om hur sjukdom uppstar

Precisions- Regenerativ
medicin medicin
Biokemi Antikr‘op!oar'

Polypeptider
Kemi Sma molekyler

Preparat

Kropps- Vavnader Celler Molekylar-
organ Receptorer  Signalvagar biologi



Cancer, infektionssjukdomar och neurologi dominerar pipeline

Full pipeline — split per clinical trial phase [share in the no. of trials]

Oncology 39%
Infectious Disease 24%
Neurology 25% 42%
Hematology* 36% 42%
Respiratory [R4EL 46% 31%

Dermatology

45%
33%
22%

Endocrinology
Cardiovascular
Psychiatry
Ophthalmology
Gastrointestinal
Rheumatology

Women'’s / Sexual Health
Allergy/Immunology
Hepatology

Therapeutic Area

Oncology
Infectious Disease
Neurology
Haematology

Respiratory

43%
31%

B Phase 1
I rPhase 2
B Phase 3

18%

Not exhaustive

PROTAC technology; Allogeneic
CAR-Ts (haem and solid tumours)*

Therapeutic vaccine for
Hepatitis B

Senolytics for AD

CRISPR edited CAR-T for ALL,
SCD

Exosome therapy for COPD

Example innovations per phase

CAR-Ts for solid tumours
mRNA vaccines

Capsid and core inhibitors for
Hepatitis B

Remyelinating Tx

New ADCs, New checkpoint
inhibitors (mono and combo Tx)

COVID-19 vaccine; Long-acting
antiretroviral therapies for HIV

Stem cell transplantation in MS

New targets in CAR-T therapies
Gene Tx for haemophilia

(*) Incl. onco-haematology

Abbreviations: Proteolysis Targeting Chimeras (PROTAC), Chimeric antigen receptor T cells (CAR-Ts), antibody drug conjugate (ADC), Alzheimer’s disease (AD), acute lymphocytic leukaemia (ALL), sick cell disease
(SCD), Chronic obstructive pulmonary disease (COPD) - link to glossary Source: Clarivate Analytics Cortellis, Aug 2020; Phase Il includes Phases I/11, 11, lla, lIb. Phase lll includes Phase Il/1ll and Ill. Terminated trials were

excluded from the analysis. Trials were industry sponsored and device trials were excluded; (1) Nature.com

IQVIA_EFPIA Pipeline Review 2021 - Full Report


https://www.nature.com/articles/s41573-019-0051-2/tables/2

NEW DRUG APPROVALS AND LAUNCHES

A record 84 novel active substances (NASs) were initially launched
globally in 2021, double the number five years ago

Exhibit 2: Global launches of novel active substances (NASs) by therapy area, 2012-2021
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Allt storre andel av pipeline kommer ifran

projekt som ar ‘co-developed’

Figure 8. Proportion of late-stage pipeline sourced from internal and external sources, 2013-21 - combined cohort
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Measuring the return from pharmaceutical innovation 2021, Deloitte 2022



Sweden ranks high in global innovation

scoreboards

#1 “EU innovation leader” 2020 &
2021 (followed by Finland &
Denmark)

EUROPEAN INNOVATION SCOREBOARD 2020 M
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‘Source: Global Innovation Index Database, Comel, INSEAD, and WIRO, 2020.

#2 “The Global Innovation
Index (GIl) 2020 & 2021 (#1
Switzerland & #3 USA)

#5 “Bloomberg Innovation Index for
most Innovative Economies in the
World” 2020 & 2021

World's 60 Most Innovative Economies
China inches into top 15 in 2020 as Japan drops out of top 10

Innovation rank
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Sources: Bloomberg, International Labour Organization, International Monetary Fund,

World Bank, Organisation for Economic Cooperation and Development, World

Intellectual Property Organization, United Nations Educational, Scientific and Cultural

Organization Bloomberg

2020 Bloomberg Innovation Index
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ank Economy Sca fuctivity onsty  Efficlency entration  Activity
1 2 + Germany 88.21 8 4 18 3 26 1 3
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3 6 + Singapore 87.01 12 2 Bl 17 1 13 5
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Samlade utgifter for FoU som andel av BNP
— Gross domestic expenditure on R&D (GERD)
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OECD Science, Technology and Innovation Scoreboard



Healthcare system digital maturity accelerates, but not all
countries develop at the same pace

S EMEA Digital Health System Maturity Score

A country's overall rating is constructed from 12
elements* and scored against peers from 1to 5
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Impact on Medicines
Innovation and use

* Innovation and insight: Mature countries have
well developed patient data collection, including
EHR, Genomic data and consistent data standards
which can drive RWD collection, speed clinical
development; telemedicine infrastructure speeds
remote trial implementation

« Evaluating medicines use and impact: digitally
mature countries have the infrastructure and
governance to collect and use nation wide data on
medicines use and outcomes, and to act on that —
enabling, for example, the possibility of evidence
based medicines use and population health
agreements

« Rationalising medicines use to drive cost
savings: Europe has had the lengthiest history of
biosimilar approval and uptake, but uptake is still
variable and cost saving impact could be driven
faster with better use of data to track progress

Notes: *These 12 elements belong to three groupings. Initiatives: policy, funding, data govemance, institutions. Infrastructure: Electronic health records, data standards, omics, interoperability. Implementation: telehealth, Al, information use, virtual studies

Source: IQVIA European Thought Leadership; GDP per capita data obtained from World Bank Open Data; Framework scores are based on interviews and surveys with intemal IQVIA experts

=IQVIA



Samverkan ar reglerad bade genom 6verenskommelse
och i lakemedelsbranschens eget etiska regelverk

Sveriges
- Komﬁeuner ‘Angesﬁkord Sok

ach Regioner

Arbetsgivare, Demaokrati, ledning, Ekanomi, Halsa, Integration, Naringsliv, arbete, Samhallsplanering, Skola, kultur,
kollektivavtal styrning Juridik sjukvard social omsorg digitalisering infrastruktur fritid

SKR / Halsa. sjukvard / Vard och behandling / Lékemedel / Samverkansregler, vard och industri

Publicerad 15 september 2021 Haélsa, sjukvard

Vérd och behandling

Samverkansregler for vard och industri

Assisterad befruktning

SKR har tecknat éverenskommelsen om samverkanregler som ar beslutade fér
den offentligt finansierade halso- och sjukvarden, lakemedelsindustrin,
medicintekniska industrin och laboratorietekniska industrin. SKR stédjer ocksa Forlossningsvard, kvinnors halsa +
regioner och kommuner i fragor runt tilldmpningen av samverkansreglerna.

Cancervard +

Jamstalld halso- och sjukvard

Sedan manga ar finns gemensamt dverenskomna regler om vad som galler nar halso- och
sjukvardens och industrins medarbetare ska samverka med varandra inom olika omraden till Lakemedel -
exempel vid fortbildning och information, stipendier, donationer, konsultationer och

) ) Kliniska provningar

utvecklingsprojekt.

Samverkansreglerna bestar av tva delar: Kontaktuppgifter, lakemedelsfragor
« En gemensamt éverenskommen policy med birande principer och regler av langsiktig karaktar, Kostnader, lakemedel +
vilka utgor grunden for samverkan. En klok och insiktsfull tillampning av dessa kan vara fullt
tillracklig for att samverkan sker pa ett fértroendefullt satt. latigpelliakemedalslista +
* En bilaga med specificerade samverkanssituationer som stod for samverkan. Bilagan kommer att samverkansmodell lakemedel

uppdateras mer |épande.

Samverkansregler, vard och industri
Bade dverenskommelse och bilaga ar styrande foér samverkan.



Konvergerande innovation

Lakemedel + medicinteknik
— diagnostik

— lakemedelsanvandning

— uppfolining

Lakemedel + organisation

— behandling i annan del av sjukvarden
— remissvagar och patientresor

— resurser och kompetenser




Implementering av system for precisionsmedicin

Precision Medicine

Building disease
understanding to
identify the right

pathways and targets
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Linking disease
understanding
and clinical
outcomes

Medicines targeting patient
segments that will have an
optimal response to
therapy

Segmented, not personalized
(5-20%+ patient subgroups,
not individuals)
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Resistance mechanisms

c-Met amplification/ErbB amplification
EGFR T790M GK mutation

EGFR T790M GK mutation/c-Met amplification
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Inkrementell innovation

Framsteg kommer ur summan av delarna

Var formaga att organisera halso- och sjukvard har mycket stor betydelse

$9HHP

n B

Tidig diagnos

Optimerad behandling med st6d av medicinteknik
Synergier kring samsjuklighet

Patienternas mojlighet att bidra till egen halsa
Fanga data, f6lj upp och utveckla



Framtiden ...

Molekylarbiologi — férdjupad kunskap om
patogenes och interventionsmdjligheter

Precisionsmedicin — system med narmare
koppling mellan diagnostik och val av
behandling med stéd genom databearbetning

Kliniska lakemedelsprdévningar — regulatoriska
processer/underlag — halsoekonomiska
utvarderingar




.. intet ar nytt under solen

innovate (v.)

1540s, "Introduce as new" (transitive), from Latin innovatus, past participle of innovare "to renew,
restore;" also "to change," from in- "into" (from PIE root *en "in") + novus "new" (see new).
Intransitive meaning "bring in new things, alter established practices" is from 1590s. Related:

Innovated; innovating.
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