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“Medicine development teams planning global studies are struggling
to understand the country-by-country differences in how to
introduce decentralised methods that meet the needs of patients
for access, as well as regulators for decision-making. The thoughtful
positions coming from Denmark send a clear signal of being open for
collabaration, positioning the country to become a key destination
for the next generation of clinical trials.”

— CraiglLipset
Co-Chair, Decentralized Trials & Research Alliance

Foreword

Clinical studies are essential for responding
to patients’ needs for the best future
treatment options. Clinical trials are
therefore a central political priority in the
Danish Government's life science strategy.
Toincrease equity in healthcare, it should be
possible for patients to participate in clinical
trials regardless of maobility and geography.
The development of decentralised clinical
trials can ensure a broader representation of
patients and the inclusion and retention of
more patients.

The decentralisation of clinical trials goes
hand in hand with the general digitalisation
of healthcare in Denmark. The digital
technologies that power the performance of

decentralised clinical trials in Denmark rest

on the highly advanced digital infrastructure
that we have been building over the years.
Today, the Danish healthcare system is
perhaps the most digitalised in the world.
By keeping up the ongoing political focus
and development of favourable structures
and systems, we will continue to pasition
Denmark as an attractive place to perform
decentralised clinical trials.

Magnus Heunicke
Minister for Health



The Danish Medicines Agency is committed
to driving regulatary innovation that

will create value for patients and improve
health. Clinical studies are undergoing rapid
development towards digitalisation and
decentralisation, and the Danish Medicines
Agency has initiated an ambitious project
to secure a modern and robust regulatory
framework for digitalisation and the
decentralisation of clinical trials.

Denmark is a unique sandbox for
decentralised clinical trials, and we have
gained a lot of early insights on a national
level. However, regulatary innovation will
have the broadest impact if developed
and agreed to across national borders.
Hence, we also put a lot of effortinto
sharing our experiences and driving the
agendain the EU.

Lars Bo Nielsen
Director General,
the Danish Medicines Agency
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A decentralised clinical trial

uses digital tools and innovative
processes to bring the clinical trial
to the patient, for example direct-
o-patient delivery of medicine.

Introduction

Decentralised clinical trials (DCTs) introduce
arevolution in the clinical trial industry by
enabling faster trial execution, delivering
more representative and diverse datasets,
and providing clinical trials that are easily
accessible and convenient for participants
to take partin.

Denmark is moving full speed ahead to
become a global DCT frontrunner. The
close collaboration between all parties
involved; autharities, clinicians, companies,
and patients, is a huge advantage and has
manifested in the establishment of the
Danish DCT Dialogue Forum (see page 12).
Key to this journey is the proactive role

of the Danish Medicines Agency (DKMA),
which launched a BCT guideline in 2021%;
adocument which has received broad
recognition from foreign stakeholders and
paves the way for significant collaboration
across regulatory and clinical areas.
Denmark's strong pasition within DCTs

is also enabled by focused political
prioritisation and continuous investment.

HEALTHCARE DENMARK

The development of DCTs in Denmark builds
on already existing favourable structures
and systems, which have contributed to
placing Denmark at the top of the list of
countries with most clinical trials per capita
(229 trials per million citizens?). The Danish
person registry system (CPR system)
enables a lifelong record of all citizens’
health entries and ties together all personal
data, including disease-specific registries
and biobanks. This datais available for
authorised research. Denmark’s highly
digitalised and centralised healthcare
system enables the roll-out of new systems
toall parts of the country. Furthermaore,

the population has a high willingness to
participate in DCTs, due to a digital mindset
and a high degree of trustin the healthcare
system.

We hope this high-level description of
decentralised clinical trials in Denmark will
be of inspiration and fuel the dialogue about
how to perform clinical trials in the future.
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THE DANISH APPROACH TODECENTRALISED CLINICALTRIALS

The Danish
Approach to
Decentralised
Clinical Trials

In Denmark, the clinical trial ecosystem has
demanstrated a readiness for decentralising clinical
trials. According to authorities, companies, and
healthcare professionals, DCTs will lead the way towards
a simplified, faster, and less expensive trial process. This
willmean a wider representation of the population, both
inand out of Denmark, will be able to participate in DCTs,
leading to increased diversity and deeper knowledge
about the effect of treatments.

Digitalised clinical landscape

Afundamental factor making Denmark a desired place
to perform decentralised clinical trials is its highly
digitalised clinical landscape. In 2021, the European
Commission concluded that Denmark has the EU's most
advanced digitalised infrastructure®. A well-functioning
digital landscape is essential when performing DCTs as
the processes are highly dependent on the use of digital
toals. Danish hospitals are technologically agile, which
was illustrated by their capability to rapidly implement
digitaltools in the onset of the COVID-139 pandemic.

HEALTHCARE DENMARK

What makes Denmarka
frontrunner in decentralised
clinical trials?

@ Highly digitalised healthcare
system: Danes are #1 inthe EU in
societal digitalisation.

® Supportbyregulatory
authorities: DCTs in Denmark
have received a high level of
political prioritisation.

Strong collaboration across
the ecosystem'’s central
stakeholders: DCT Dialogue
Forum was established to ensure
arobustregulatary framewaork.

A centralised public universal
healthcare system: Decisions,
priarities, and technologies are
rolled out centrally.
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THE DANISH APPROACH TODECENTRALISED CLINICALTRIALS

An entirely public healthcare systemis an
entirely coordinated healthcare system

Treatmentin Denmark meets the same
standards from east to west and north to
south, making it easier to perform DCTs
acrass trial sites in all regions of the country.
Five public health regions operate almost
all hospitals in Denmark, where 399% of
hospital beds are found in public hospitals.
This enables the five regions to run a highly
uniform and cohesive healthcare system,
coordinated and regulated by the central
government. The Danish Health Autharity
is respansible for defining and allocating
specialised hospital services for all publicly
funded haospitals and the 36 medical
specialities they house.

Regulatory framework by Danish
Medicines Agency (DKMA)

Decentralised clinical trials in Denmark have
received considerable political attention.

In 2021, the DKMA proposed a regulatory
framework for how decentralised elements
should be implemented in clinical trials’.
The guidelines have strengthened the
ecosystem'’s public-private collaboration;
animportant factor for successful DCT
implementation. By setting the clinical
ecosystem’s standards, the regulatory
autharities have advanced Denmark'’s
strong positionin clinical research and
Danish stakeholders are speeding towards
a decentralised future for clinical trials.

Ethical approach in Denmark

The Danish National Centre for Ethics
(DNCE) has a strong focus on DCTs and
acknowledges the many ethical aspects of
enabling decentralised trial activities.

Members of the Medical Research Ethics
Committees (MREC) are educated in the
generalaspects of DCTs and actively engage
in discussions on how to evaluate such
studies. This ensures that DCTs meet the
high ethical standards of traditional trials,
thereby underscaring that the inclusion of
decentralised activities is not to be regarded
as a decrement to participant safety and
comfort.

The DNCE has published specialised DCT
guidance® for sponsors, investigataors,
and participants, which aims to improve
ethical considerations and decision
making when designing DCT protocols
or choosing to participateina DCT.
Mareaver, the DNCE runs a time-limited
experimental programme® that seeks to
obtain knowledge on fully decentralised
informed consent processes by remaoving
unnecessary regulations that would
normally restrict such DCTs.

By focusing this much attention on the
ethical aspects of DCTs, the general public's
trustis maintained in the transfaormation
from traditional trials to hybrid and fully
decentralised clinical trials.

HEALTHCARE DENMARK

“It's fantastic that
Denmark is spearheading
the development and
implementation of
decentralised clinical trials,
and there is no doubt

that the high level of
digitalisation in Denmark

is essential to promoting
this agenda. LEO Pharma

is conducting clinical trials
on a global scale, so, to
promote the DCT agenda,
it'simportant to also have a
global outlook about how
to promoaote this in the EMA
and FDA."

— Stephen Lutsch

Director — Revolutionize Clinical Trials,
LEO Pharma
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The Danish DCT Dialogue Forum

With the aim of ensuring a robust, up-to-
date regulatory framewaork for clinical trial
decentralisation, the DKMA has created the
Danish DCT Dialogue Forum in collaboration
with Trial Nation.

The forum includes stakehalders from
academic research units, Goad Clinical
Practice units, the Danish National
Committee on Health Research Ethics,
Danish Patients, the five health regions,
contract research organisations (CROs),
the life science industry, and interest
organisations.

The forum assembles twice every quarter,
giving it the best conditions to proactively
navigate unforeseen challenges and
opportunities in this rapidly developing
field. It enables broad interaction between
authorities, patients, researchers, and
industry, and the exchange of viewpaoints
on both strengths and barriers from
perspectives across the entire clinical trial
ecosystem.

12—13

“The DCT Dialogue Forum

provides a space for the

companies to share experiences

from an industry perspective,
which is highly valuable. The
dialogue forum enables the
industry to discuss DCTs with
decision makers in an informal
setting, with other companies
to leverage learnings, and

with clinicians and patient
representatives. In that sense,
the DCT Dialogue Forum is quite
unique.”

— MariaBengtsen

Clinical Research Medical Advisor,
Novartis Denmark

Trial Nation

Trial Nation is a non-profit, public-
private partnership organisation which
offers a single, national entry point

for life science companies, patient
organisations and clinical researchers

The Danish Medicines Agency

The Danish Medicines Agency (DKMA)
continuously develops innavative and
robust regulatory frameworks for
clinical trials. This is done in dialogue
with bath patients and all other
impartant stakeholders within the
clinical trial ecosystem.

Centralto these efforts was an
ambitious project initiated by the
DKMA in 2020 with the goal of safely
implementing decentralised clinical
trials, which included numerous
innavative methodologies. This

HEALTHCARE DENMARK

Trial Nation

Clinical Trials Denmark

wishing to sponsaor, participate in,
and conduct clinical trials in Denmark.

Read more on trialnation.dk

&

LAGEMIDDELSTYRELSEN
DANISH MEDICINES AGENCY
culminated in 2021 with the release
of the first official guidance for decen-
tralisation. As the methodologies of the
decentralised approach matures, the
guidance will be updated accordingly.

The know-how and robust processes
developed nationally are actively
integrated into EU initiatives. The DKMA
waorks to strengthen harmonisation and
pragmatic solutions for decentralisation
across all EU member states.

Read more on dkma.dk
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THE DANISH APPROACH TO DECENTRALISED CLINICAL TRIALS

Denmark in the top ranking
of clinical trials per capita

Number of commercial trials per capita

250
200
150

100

——— . —

50

2010 2011 2012 2013 2014 2015 2016 2017 2018 2019 2020

Number of non-commercial trials per capita

100
30
80
70
60

e
40 '/_.___'//

30

20 —

10 .c‘\’\/._.\ /

~

0
2010 2011 2012 2013 2014 2015 2016 2017 2018 2013 2020

Figure 1- Number of commercial and non-commercial
clinical trials per capita in selected European countries.
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The Danish Life
Science Strategy

In 2021, the Danish Government presented
an ambitious life science strategy”. The first
section, "Better framewaork for research

and development”, pravides direction

and guidance to the development of the
Danish life science sector. Clinical trials

take a central position in this section,

and decentralised trials are specifically
emphasised.

Therecent establishment of a national

Life Science Council was a step towards
executing the strategy. With involvement

HEALTHCARE DENMARK

and leadership from relevant ministries,

and high-level participation from life
science companies, foundations, patient
assaciations, universities and health service
representatives, the council willensure that
collaboration and transparency will continue
to place Denmark at the pinnacle of global
life science.

Scantolearn
more about

the Danish Life
Science Strategy
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DEFINITION OF DECENTRALISED CLINICAL TRIALS

Definition of
Decentralised
Clinical Trials

Adecentralised clinical trial uses digital taols and
innovative processes to bring the clinical trial to the
patient. This way, the patient does not have to go to
the hospital physically as frequently as for a traditional
clinical trial. The digital tools include, for example,
digitalrecruitment, electronic consultations, electranic
systems for data collection, wearables, and direct-to-
patient shipment.

The concept of decentralised clinical trials

The concept of DCTs involves building the trialaround
patients in their home and community, which offers new
possibilities for making clinical research more patient-
centric. Building the trial around the patient’s needs is not
only beneficial for the patients, but also for the health of
the society as trial-related costs are reduced, while equity
and inclusion in trials are improved.

The onset of the global COVID-19 pandemic, and the
subsequent heavy restrictions and infection risk, has
demonstrated that decentralised elements can be
implemented rapidly across the healthcare system. The
digital meeting between patients and the healthcare
system as seen during the COVID-19 pandemic has not
only revolutionised clinical research in Denmark, but
alsoin therest of the world. When the patient and study
personnel do not necessarily need to be in the same
room, or when the patient does not need to travel to
research facilities to participate in clinical trials, taking
partin astudy becomes more convenient.

16—17

“Decentralised clinical trials burden of the decentralised
are attractive to oncological trial is particularly attractive to

patients for many of the same  my patients, as clinical trials in

reasons they are attractive in oncology depend increasingly on
general. Increased trial acces- selecting patients with specific,
sibility means both faster often rare, genomic alteration

recruitmentand recruitment and patients often live far away
of amore representative from a site with a relevant trial -
cohort. The reduced practical even abroad.”

— Kristoffer Rohrberg, MD, PhD
Head of Phase 1 Unit, Department of Oncology, Rigshospitalet, University Hospital of Copenhagen

"
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DEFINITION OF DECENTRALISED CLINICAL TRIALS

Decentralised clinical trials meet
patients where they are

Clinical trial designs

Fully centralised

e

Alltrial procedures are
conducted via research sites

Complex trial procedures are
conducted via research sites

Less complextrial procedures
thatrequire in-person visits are
conducted by mabile clinicians or
alternative sites

Less complextrial procedures
thatdon'trequire in-person visits
are conducted by telehealthcare,
remote data collection, or direct-
to-patient supply

Alltrial procedures are conducted
virtually, enabled by digital
technologies and supply delivery

Fully decentralised

Figure 2 — Spectrum of decentralisation in clinical trials®

18—19

The degree of decentralisation

DCTs exist as a spectrum where the
degree to which a trialis decentralised
depends on how many of the elements
in the trial are remote or site dependent.
Figure 2 illustrates the magnitude of
decentralisation and how the various
elements create a spectrum of decen-
tralised trial designs.

Afully decentralised clinical trial is operated
ataremote location where communication
is performed solely with digital tools and

trial-related supplies are delivered directly
to the patient. However, the most common
formis a hybrid approach where the trial

is partially decentralised. This means
stakeholders and participants decide where
itis appropriate to implement digital tools
in the trial design’. The hybrid solution is
acustomisable approach that offers the
patients a chaice, which a traditional clinical
trial does not offer to the same degree.

"An important aspect of decentralised clinical trials is the

ability to give the patients a choice. Giving them more

say in creating the trial protocol allows for more patient

friendly trials and the patients will experience an increase

in their quality of life. Also, by not demanding so much

from them, such as transport to research sites, it makes it

possible to include patients who have limited resources or

energy, which makes trial results more representative.”

HEALTHCARE DENMARK

— Morten Freil
CEQ Danish Patients
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GUIDANCE: FROM IDEATO TRIAL INDENMARK

Guidance: From Ildea
to Trial in Denmark

When locating your decentralised clinical
trialin Denmark, the first step is to consult
the Danish Medicines Agency (DKMA)

DCT Guideline' as well as the Guidance

on decentralised clinical trials® from the
Danish National Centre for Ethics (DNCE)
and amend relevant changes to your draft
protocol. After this, both the DKMA and
DNCE encourage you to begin an initial
dialogue with them, respectively. The DKMA
specifically encourages DCT applicants to
seek scientific advice fram them. Moreover,
the regional Good Clinical Practice (GCP)
units provide DCT-guidance for non-
commercial researchers®. In parallel, you

are encouraged to contactrelevant and
experienced Danish clinicians for a clinical
feasibility process. Trial Nation provides

a highly coordinated national feasibility
pracess, free of charge. Figure 3 provides
an averview of the process for placing your
DCT in Denmark.

With guideline compliance, medicaland
ethical pre-dialogue, and a guided clinical
feasibility process, you should now find
yourself in a better position to file for
approval of your study with the DKMA
and the MREC, through the pan-European
Clinical Trial Information System (CTIS)™.

“Decentralised clinical trials are the next evolutionary leap forward,

and Danish clinicians are becoming experienced DCT investigators.

We can generate much better data as it's continuous rather than

disparate. We can match patients better with trials because DCTs

are mare attractive and more accessible. And we can offer a much

better and safer experience for patients because DCTs involve

less transport and logistics on one hand and individual access to trial

results on the other”

—Simon Francis Thomsen, Professor, MD, PhD
Head of Department of Dermatology, Bispebjerg Hospital

20—21

Optional services

Consult the Danish guidelines on
Decentralised Clinical Trials (DCT)

@ Guideline on DCT from the Danish Medicines Agency’
@ Guideline on DCT from the Danish National Centre for Ethics®

Optional services Q

Initiate dialogue

Danish Danish Regional Trial
Medicines National Centre Good Clinical Nation
Agency for Ethics Practice Units
Dialogue & Ethical DCT-guidance for Coordinated
Scientific Advice Dialogue nan-commercial nationalclinical
researchers feasibility process
Mandatory

File for approval through the
pan-European Clinical Trial Information System (CTIS)

Danish Medicines Agency Medical Research Ethics Comittees

Decentralised
Clinical Trialinitiation \/
in Denmark

Figure 3 - The flowchart illustrates an overview of the points of contact and
activities available to initiate a decentralised clinical trial in Denmark.
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GUIDANCE: FROM IDEATO TRIAL INDENMARK

Invest
in Denmark

Invest in Denmark is part of the Danish Ministry of Foreign
Affairs and provides confidential and tailor-made
solutions for foreign companies looking to
accelerate business growth by setting up or
expanding their life sciences activities in
Denmark. Investin Denmark can help

connect businesses with key local

stakeholders, arrange fact-finding

tours and provide comprehensive

background information on

doing business in Denmark.

Read more on
investindk.com

Aninternational outlook
The Danish approach to decentralised clinical trials
isinspired by international learnings and experiences.

In 2022, Innovation Centre Denmark published a DCT
outlook report with highlights from USA'.

22—23
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"We have been working with direct-to/from
patient delivery for more than 20 years,
delivering medicine to the patient and blood
samples to a CRO/CMO. Right now, we

see a global trend that this area is rapidly
expanding — not least due to the COVID-19
pandemic. Based on the feedback we get
from sponsors, we anticipate decentralised
trials to be a feature of clinical trial design

in the future. Due to its small geographical
size, Denmark is an ideal country in which
to perform direct-to/from-patient delivery
and itis relatively easy to incorparate this
decentralised elementin clinical studies.”

— Andrea Zobel
Senior Director,
Personalized Supply Chain, World Courier
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EXAMPLES OF DECENTRALISED CLINICAL TRIALS IN DENMARK

Examples of Decentralised
Clinical Trials in Denmark

CASE: Psoriasis DCT

Purpose

LEQ Pharmais planning their first fully
decentralised psariasis clinical trialin
2022, where participants will perform their
assessments and collect study data from
the comfort of their own homes.

Study setup
The study willinclude the following
DCT elements:

Recruitment via social media campaigns
Telehealth - talking to their investigator
via videa calls when needed

Reviewing and signing of the consent
form electraonically via a qualified

electronic signature

e Thedelivery of study medication
directly to theirhome

e Performing severity assessments via
images taken via their own phane

e Capturing patient reported outcomes
(ePRO)

* Reporting of potentialadverse events

The study protocolis approved by the
health authority and ethics committee

in Denmark and by the German health
authority. Planned enralment and conduct
through 2022 with a target enrolment of
105 participants.

AN

Learnings

LEQO Pharma has implemented

new processes for key clinical trial
aspects such as informed consent,
data monitaring and cleaning, safety
reparting, verification of eligibility,
medical history, and critical data
endpoints. These novel methods have
been discussed actively with regulators
up front to ensure acceptance.

To secure patient centricity, LEO
Pharma worked with a CRO and
vendors to better understand patient
needs. All stages of the clinical trial
implementation were focused on

.
A

optimising the patient experience and
enhancing the use of technology.

During the preparation and protocol
writing far the study, there have been
severalinteractions with both the
Danish and German autharities to
discuss challenges, concerns, and
suggested mitigations. In parallel, the
DKMA has developed the guidance for
sponsars on decentralised clinical trials,
and LEO Pharma has contributed heavily
to these considerations both during the
study-specific interactions and during
participation in the DCT Dialogue Farum.




EXAMPLES OF DECENTRALISED CLINICAL TRIALS IN DENMARK

CASE: Multiple Sclerasis DCT

Purpose

In February 2021, Merck Denmark
initiated their first phase IV
decentralised clinical trial for multiple
sclerosis (MS) with the purpose of
facilitating easier patient recruitment
and reducing dropout rates.

Study setup:

The study includes the following BCT

elements:

e Remate monitoring and
communication with participants

¢ Useof ePROs for health-related
quality of life and physical function
questionnaires

Learnings

e TheePROs willbe migrated to an app-
based solution

e Participants answering
questionnaires from their homes

e Tablet devices for patients to input
answers to the questionnaires

e Remote reporting of potential
adverse events

The study protocolis appraved by the
Danish Medicines Agency and ethics
committees in Denmark. Worldwide,
up to 320 patients will be enrolled from
Q12021 to Q1 2024. Trial publication is
expectedin Q3 2025.

In Denmark, Merck Group's learnings so far are that if DCTs are to succeed, it is
crucial that the public and private sectors cooperate closely. In time, new learnings
will hopefully show that DCTs can facilitate easier patient recruitment, improve
retention, and reduce travelling costs to specific sites.

This will potentially reduce dropout rates, decrease paperwork, and perhaps
even ensure that patients receive innavative medicines faster. Therefore, Merck
encourages other patient-directed companies to have a decentralised approach to

their clinical trial design.

26-27
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EXAMPLES OF DECENTRALISED CLINICAL TRIALS IN DENMARK

CASE: Oncology DCT

Purpose

In 2022, Roche Denmark willimplement
adecentralised trial design for a complex
oncology study in Denmark, which is set
toendin 2026. The study aims to confirm
that this type of oncology study can be
operationalised in a decentralised setup
where patients across the country can
patentially be included in a study even though
they reside far away from the main site.

Study setup:

The study will include the following

DCT elements:

e Maobile doctor and nurse to perform all
safety and efficacy-related assessments

¢ Video conferencing between mabile
doctor, patient, or the principal
investigator

¢ Reviewing and signing of the consent
form electranically via a qualified
electronic signature

e Thedelivery of study medication directly
to theirhome

e Blood sampling in the patient's home by
home nurse

e Capturing patient-reported outcomes
(ePRO)

e Scanning performed at the hospital
closest to the patient to avoid travelling
tothe mainsite

e Reporting of potentialadverse events

HEALTHCARE DENMARK

Learnings

During the preparation far the study,
there have been several fruitful
interactions with the DKMA to
discuss challenges, concerns, and
suggested mitigations. As the DCT
oncology study at Rocheisina
planning phase, the learnings are so
far limited.

Roche finds several reasons for
incorporating a decentralised

trial design in their studies. First, to
have more diversity in recruiting as
patients living far from university
hospitals can be included without
spending too much time on
travelling between research sites.

Furthermore, DCTs willaccommo-
date the needs of future clinical
trials as they reduce hospitalisation
of patients and thus the burden for
healthcare personnel. Increasing the
use of technology in clinical trials is a
part of re-thinking patient treatment
and a way of meeting patient needs.
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EXAMPLES OF DECENTRALISED CLINICAL TRIALS IN DENMARK

CASE: Type 2 Diabetes — A decentralised observational study

Purpose

Studies&Me executed an observational
decentralised clinical study in collaboration
with Navo Nordisk in 2021. The study was
fully decentralised, i.e., all study visits and
data sampling were handled remately.

The goal of this pilot study was to
investigate the operational feasibility of
using DCT design elements to recruit, enral,

and engage patients with Type 2 Diabetes.
The pilot was made in preparation fora
more extensive DCT in Type 2 Diabetes,
which will be conducted by Novo Nordisk
and Studies&Me in 2022.

Study setup
The time frame of the study was three
weeks and included 26 participants who

were maonitored remotely via digital devices.

Hence, the study was completely siteless,
which meant that participants did not have
to physically attend the clinic at any time.

The study included the following

DCT elements:

e Onlinerecruitment through targeted ads
on social media

e Electronic consent to participatein the
study (eConsent)

'HEALTHCARE D

e Astudyapp downloaded to the study
participant’s own mobile phone, which
was used throughout the study

e Electronic Patient Reported Cutcomes
collected through questionnaires (ePROs)

¢ Acontinuous glucose monitoring device

e Hybrid smartwatch to monitor heart rate,
track activity, GPS, and sleep pattern

Learnings

The online recruitment process, data
collection from various electronic
devices, and engagement of study
participants in the Type 2 Diabetes
study were very successful, proving that
itis possible tointegrate DCT elements
ina Type 2 Diabetes study.

In the study, 26 participants were recruit-
ed online injust 17 hours from locations
in all parts of Denmark. According to
post-study interviews, the participants
felt confident about participating from
home and found it easy to fit the study
tasks into their daily routines.

The retention rate of the study was
87%, which indicates a significant
willingness among the participants to
contribute and engage"'.
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NATIONAL PUBLIC-PRIVATE COLLABORATION

Committed National
Public-Private Collaboration
will Revolutionise
Decentralised Clinical
Trials in Denmark

A newly approved substantial funding
decision by Innovation Fund Denmark
enables a powerful consortium of Danish
life science stakeholders to innovate and

develop Denmark as the leading DCT nation.

The €5M project will create a public-private
framework that supports implementation
of patient-centred decentralised clinical
trials in Denmark. The project will reduce
the experienced and perceived barriers
for patients, healthcare personneland
companies to participate in clinical trials
in Denmark and create and implement
logistics for general use of decentralised
elements in clinical trials. Furthermore,
the project will facilitate the development

32—33

and implementation of public and digital
clinical trial tools that empower patients to
participatein clinical trials and push the
healthcare system towards value-increasing
initiatives and patient-centred care. An
updated overview about all clinical trials in
Denmark will be implemented and made
available to clinicians and patients. The
ability to register interest in participating
in future clinical trials, and then being
subsequently matched with a clinical trial,
will also be made available for all patients
through the implementation of a public
digital recruitment platform.

To hear more about this public-private
collaboration, please contact Trial Nation.
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