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Topics that will be covered in this session

1. Denmark: Healthcare and health data
2. Life Science is a Danish political priority
3. Trial Nation and its role
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Denmark

9,9 million people

..........

v

¥ Outstandlng clinical competenmes
v
v

“Central Person Reglster” Unique 10 digiti
linked to each individual — since 1968

%CPRJmked EMR system - from cradle to g
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Organisation of Healthcare in Denmark

 Tax funded Universal Healthcare
Coverage

» The State - overall regulatory and
supervisory functions in health and elderly
v care.
* The five Regions:
* hospital care, including emergency care
e psychiatry
* healthcare services provided by general

practitioners (GPs) and specialists in
private practice.

« The Municipalities are responsible for a
number of primary health and social
services, such as elderly care




IMAGINE A COUNTRY THAT HAS....

Data in

All data is iqitali
Health data that A fully digitalized real time

covers the entire linkable healthcare system

population A structured

process to
access data

A high degree

A long history of

of detailed data collection

Health data health data

from cradle to

grave A strong

public-private
collaboration
in Life Science

An entire
ecosystem for
health data

High data
quality

Many different
types of health

hae THAT IS DENMARK
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Linkable Health Data from Cradle to Grave

Birth

Blood tests
from the umbilical cord

Blood tests

Cause of death from heel of newborn

Socio-economic status

Visits f
eg. education and income Isits from

the health nurse

Genomes Vaccinations

CPR number allows

linking of data from

Tissue and cell samples different registers Visits to the GP

Biological material
blood tests, urine, spit

Visits to the dentist

Municipal

Medicine purchased
health services

at the pharmacy

Treatment Pregnancy
in the hospital and abortion
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2. Life Science is a Danish political priority
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Share of Exports from 5.5% to 19.7% in 14 years

In 2008, life science exports accounted for 5.5 Growth in Danish exports, life science and
. . the economy as a whole, 2008—2022

per cent of total Danish merchandise exports.

This number has increased to 19.7 percent in

2022. >
Exports from life science alone have more than s
tripled, in comparison to total exports just EE=
under 100 percent. 2 0 //
g 100 -
E
P G R g
—Life sdence —The entire economny

Reference: “Economic Footprint of the Life Science Industry in Denmark”, Ministry of Industry, Business and Financial Affairs 2023
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Strong Policy Prioritization of Life Science

1 " : : -."a-.-. £
- r w | .“
Veekstplad™
forife science
.. Growth Plan for Life Science from 2018
Danmark som ferende life science nation [IT@ <Clel and
T : Agreement on a strategy for life science from
2021
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3. Trial Nation and its role



Continued Growth of Clinical Trials in Denmark Trial Nation

Strong tradition for both industry initiated and academic clinical trials
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Number of ongoing industry- and investigator initiated clinical trials per million inhabitants

Source: GlobalData and Eurostat
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This is Trial Nation

Trial Nation is a single entry to commercial clinical trials in Denmark- clinical
infrastructure

* Primarily publicly funded.

- Alle Trial Nation's services are free of charge
Trial Nation is a prioritised stakeholder in the Danish life science strategy
focussing on:

« A public-private partnership in clinical trials

 Framework conditions for clinical trials in Denmark

Established to make Denmark the preferred destination for commercial

clinical trials

LIFE SCIENCE
INDUSTRY

HOSPITAL
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Strategic Position

Trial Nation promote clinical trials in Denmark and is the leading public-
private ecosystem for clinical trials in Europe

Trial Nation’s remit is to expand and maintain the foundation to secure
Denmark’s position among top three in Europe (number of clinical trials
relative to population)

Trial Nation strengthen framework conditions to attract more clinical trials at
the highest international level by efficient collaboration and coordination
across regions, authorities, clinical researchers and stakeholders

Trial Nation lead state-of-the-art methods and technologies in the planning
and execution of clinical trials



ALL THERAPY
AREAS

Trial Nation Organisation

Ministry of Industry, Business and Financial Affairs

Ministry of the Interior and Health

All five Regions

Life science industry members

Danish Patients (covering the majority of Danish patient organzations)
The Danish Medical Societies

==

PHARMA ADVISOR
MEDTECH ADVISOR
LEGAL ADVISOR

PHARMA ADVISOR
MEDTECH ADVISOR
LEGAL ADVISOR

PHARMA ADVISOR
MEDTECH ADVISOR
LEGAL ADVISOR

PHARMA ADVISOR
MEDTECH ADVISOR
LEGAL ADVISOR

PHARMA ADVISOR
MEDTECH ADVISOR
LEGAL ADVISOR

PAEDIATRIC NETWORK
COORDINATOR

@) _—

REGION NORDJYLLAND

Region .
Syddanmark

..
ReGION @

EJ{ELLAN D ._.:

Region —
Hovedstaden

DanPedMed —
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NATIONALLY
COORDINATED
CLINICAL
INFRASTRUCTURE



Easy Access to Clinical Infrastructure

PEDIATRICS
TRIAL NATION @
MEDICINE
NATIONAL COORDINATION
@® CENTERS
O -

PHASE v
. MOLECULAR BOARD

HAEMATOLOGY
INFECTIOU
DISEASES/

IMMUNOMO-
DULATION

CENTER FACILITATORS

OTHER DISEASE AREAS

TRIAL NATION REGIONAL PHARMA
AND MEDTECH COORDINATORS
FACILITATES CONTACT TO SITES IN
ALL OTHER DISEASE AREAS IN ALL
PARTS OF DENMARK
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WHAT WE DO WHO WE ARE COLLABORATIONS CONTRACT TEMPLATES NEWS

CONFIDENTIALITY UNDERTAKING FOR A CLINICAL READY TO USE TEMPLATES

TRIAL

STANDARD CLINICAL TRIAL AGREEMENT

The healthcare regions in Denmark have formed a legal network within Trial Nation to ensure that
STANDARD CLINICAL INVESTIGATION AGREEMENT -

MEDICAL DEVICES the regions act as a united negotiation party for contract templates in relation to the industry.

STUDY START-UP AGREEMENT
The network provides efficient negotiation of contract templates (for CDAs, CTAs and Clinical

Investigations) relating to clinical trials and investigations in Denmark. Contract templates can be
used as they are or be tailored to your company. Consider using the standard templates below for

CRO - STANDARD CLINICAL TRIAL AGREEMENT

the fastest possible processing time as they are pre-approved in all regions and no negotiation
time is need. Please note that the Trial Nation network only negotiate contract templates, individual
contracts are handled in each region. Please also note that the Trial Nation network does not
provide general legal advice.

You can contact us regarding a company specific contract template (CDA/CTA/Clinical
Investigation) negotiation request at legal@frialnation.dk



Examples of Trial Nation Clinical Trials Interfaces

Healthcare Regions

Life Science
Service Provider
Companies

Pharma and
medtech
company

subsidiaries

and departments

Patient
organizations and
the umbrella
organization
Danish Patients

Hospital Clinics

Danish Medical
including clinical Societies (LVS)

trial units
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HQs of Life Science
companies

Industry associations
(biotech, pharma,
medtech)

Danish Medicines
Agency (DKMA)
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Ministries

Investment
promotion
organizations
and agencies

National Ethics
Committe (VMK)
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Frontrunner in Digitalization
Hof e HppEsOR sundhed.dk gkl e —

Genvegje til de mest anvendte
sundhedsdata

Din digitale indgang til Medicinkortet X
sundhedsvaesnet sBcagbofiesyar ;

Visamler dine sundhedsdata og ger det nemt for dig at fa overblik over din Journal fra sygehus >

sundhed og sygdom. Du kan ogsa bruge sundhed.dk til at sgge efter en

behandler, finde information om sundhed og sygdom, laese om patientrettigheder Dine sundhedsdata >

og meget mere. Log pa og se dine egne sundhedsdata. o= ﬁ

1 x
(O Chat med os

Se dine sundhedsdata
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Supporting Decentralized Clinical Trials Implementation

Trial Nation is leading a powerful public-private partnership of Danish life science stakeholders.

PACT (Decentralised Patient Centered Clinical Trials) project: A € 5 M project (4 years, 2022-2026) . 1. | Overview
ationa
The overall aim is to make the clinical research more available for Danish patients and citizens gl‘:\ffz‘;'leT";’I:Ifs

(NFO)

Patient

3.
Deployment
of
Decentralised
Clinical Trials
(DCT)

2.
Patient
Recruitment
Initiatives
(PRI)

Conduct Access

Trial Nation cencorda Oticon =IQVIA ) NOVARTIS MUERCOK

Clinical Trials Denmar k World Courier
O \\_\\@ “a,
The Capital Region Region of m d REGION e @ & ((‘
SSTOIO diSk® E of Denmark Southern Denmark Cemm!marmegg ZEALAND o .. NORTH DENMARK REGION ?,(0 .f
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Advanced Therapy Medicinal Products

Novo Nordisk Foundation Cellerator

The initiative aims to advance the cell therapy ecosystem and enable transformative treatments. The Cellerator will serve public and private, national and international clients from

academia, biotech and the pharmaceutical industry. Approval will be sought from
the Danish Medicines Agency to produce cell therapies for clinical use and the facil-
ity is expected to be operational in 2027.

Hiustration of the facility buiding on Lyngby Campus developed during the conceptual design phase. Credit Tegnestuen Kontekst ApS.
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Key Messages

1. Continous political support to Life Science in Denmark

2. Excellent public-private collaboration creates health, wealth and
knowledge

3. Having an organisation gathering clinical trials stakeholders around a
shared, national agenda is impactful.
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Nation

Get in touch:
contact@trialnation.dk
www.trialnation.dk
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