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Executive Summary

COVend implements a structured synergistic approach to implementing all dissemination measures.
The COVend partners are committed to an open science approach complying with the EC's Open
Science policy and aim to maximise the impact of its project results by disseminating and exploiting its
research results as widely and as open as possible.

The present document represents Deliverable 8.4 — European trial networks workshops and has been
developed as part of WP8 — Communication, dissemination & exploitation, Task 8.2: Dissemination of
scientific and technological results.

The main goal of this deliverable is to describe the preparation, implementation and follow-up of the
planned workshops with the European COVID-19 clinical trial network. The developed plan will be used
for further implementation of the mentioned collaboration activities with other initiatives.

Once the initial results are available, the implementation of the European trial network workshops, a
planned dissemination activity serving the vital purpose of the COVend project results sharing and
facilitating knowledge transfer to the scientific community, will be initiated according to this plan.

By implementing this activity, the COVend consortium expects to provide a platform through which
the invited coordinators and members of the European network for COVID-19 therapeutic trials as well
as EU-funded COVID-19 clinical trials can exchange ideas, share knowledge, and develop best practices
for the successful implementation and conduct of clinical trials. It is anticipated that the topics raised
during discussions will serve to identify any potential challenges and areas of improvement that can
be addressed through further collaboration. Finally, the successful implementation of the planned
workshops will provide involved stakeholders with the opportunity to learn from each other's
successes and challenges, as well as discover creative solutions to issues that they encounter.

Related deliverables
e D8.2 Training material
e D1.6 Report on virtual meeting with the other successful projects working on COVID-19
therapeutics funded under the Horizon Europe call "HORIZONHLTH-2021-CORONA-01".
e DA&.3 Plan for dissemination, including communication activities
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1 Introduction

The COVID-19 pandemic has been a global health crisis that has caused much disruption to the lives of
people around the world. However, the number of cases is decreasing, hence the number of patients
available for recruitment to clinical trials has also reduced significantly. According to the World Health
Organisation (WHO), globally, the number of new COVID-19 cases and deaths has continued to decline
since the end of March 2022. As the IXION clinical trial is at the heart of the work in COVend, to deliver
FX06 as a viable therapy against COVID-19, the COVend project and especially the patient recruitment
process have been hampered strongly by this fact. The lack of patients has been a major blow to the
COVend research as the shortage of patients has delayed the progress of the trial resulting in the lack
of data to properly evaluate the safety and efficacy of the FX06 therapy. This has led to temporary
delays in the delivery of some of the project's results.

Despite the above-described circumstances, the COVend consortium is committed to continuing the
efforts to pursue the best outcome from the IXION study. Once the initial results are available, the
COVend project will disseminate them through the planned dissemination activities, such as
collaboration with clinical trial networks. The workshops with the existing COVID-19 clinical trial
networks will be put into motion following the plan outlined in more detail below.

The objectives of Deliverable 8.4 — European trial networks workshops - are to ensure the successful
execution of the planned workshops with the European clinical trial networks. Specifically, the
document will provide a detailed plan for the preparation, implementation and follow-up of the
workshops, which will be used to facilitate collaboration activities with other initiatives. This
deliverable will also provide an overview of the planned objectives, strategy and outcomes of the
workshops, which will hopefully be used to evaluate their success and to implement future
collaboration activities.

2 Objectives

The primary objective of the planned workshops is to facilitate the transfer of knowledge and
experience between European trial networks. The workshops will provide a platform for researchers
to share best practices, discuss common challenges and identify solutions to those challenges. Through
these workshops, the COVend project aims to develop a comprehensive and harmonised approach to
trial networks interaction in Europe in order to optimise the quality and effectiveness of the trials
conducted and to ensure that the results of the trials are applicable across Europe. The workshops will
also contribute to the development of a comprehensive European trial network database, which will
help to ensure the traceability and reproducibility of results.

! World Health Organisation, COVID-19 Weekly Epidemiological Update, Edition 91, 11 May 2022



%i(}jéivend Title Deliverable No. D8.4

Project No. 101045956  European trial network workshops Version 01

3 Strategy

In order to successfully implement the workshops with other initiatives and achieve the goals, a
detailed strategy (Figure 1) has been developed, comprising three main stages: preparation,
implementation and evaluation. Several adjustments to the strategy are possible during the
implementation stage of the described activity to ensure that the goals set are met. The lead partners
responsible for the organisation and implementation of the activity are accelCH and GUF.

3.1 Preparation COVend: European trial

Minimum  two  workshops are envisioned for network WOI’kShOpS
implementation, as it will ensure comprehensive coverage

of the topics raised as well as a greater number of those
that can be discussed in depth. By having multiple
workshops, a variety of topics related to clinical studies can

TARGET AUDIENCE

- members of the European network

i < ) .’-‘-‘/ for COVID-19 therapeutic trials;
be brought upon, allowing participants to build upon the -y + the EU-funded COVID-19 clinical
knowledge gained in the previous workshop and deepen trial projects;

« other related initiatives.

their understanding of the topics raised. Additionally,
having two and more workshops allows for the inclusion of
different stakeholders and perspectives, leading to a more
collaborative and productive experience. The first step in
implementing a successful strategy for the workshops with
the European clinical trial networks is to establish clear
definitions for the following aspects:

DELIVERY FORMAT

« online.

¢ Identifying target audience: This should include KEY MESSAGES
« increasing the number of best

the coordinators and members of the European ¢ >r OT be:
. . practices for conducting clinical
network for COVID-19 therapeutic trials, the EU- trials:
funded COVID-19 clinical trial projects and other . facilitating knowledge transfer and
related initiatives. peer feedback;
Deli f . li - sharing project's achievements and
° elivery format: online met challenges.
e Key messages:

- It is of utmost importance to increase the

number of best practices for conducting COMMUNICATION
clinical trials as much as possible in order to CHANNELS
reach robust results in a more timely manner g . email;

and, ultimately, to better support the clinical » website;

. + social media (Twitter, Linkedin).
management of COVID-19 patients. social media (Twitter, Linksdin)

- The workshops organised by the COVend
consortium are an excellent opportunity for
the participants to facilitate knowledge
transfer and peer feedback through interactive
and constructive dialogue.

- Participants will gain valuable insights into the

eculiarities of  the rojects' trial
P P J. Figure 1. The key components of the COVend
infrastructure, as well as provide valuable communication strategy for the implementation of

input on the challenges encountered and the European trial network workshops

PROMOTION

.‘II' « social media campaign
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potential solutions to effectively implement clinical trials and better understand the
COVID-19 pandemic.

- The COVend project is transferring its results to the scientific community to make the best
use of them and maximise the impact of research, enabling the value of results to be
potentially wider than the original focus.

3.2. Implementation

Upon reaching the implementation stage of the planned activity, the COVend consortium will ensure
that the following steps are adhered to:

e Establishing contact with the potential participants of the workshops: This includes the
representatives of the European network for COVID-19 therapeutic trials, the EU-funded
COVID-19 clinical trial projects and other related initiatives. Figure 2 dbelow contains the list
of potential participants to be contacted by COVend consortium partners.
e Developing an agenda for workshop sessions: The agenda will include a mix of presentations,
discussions, and interactive sessions. accelCH will ensure that the agenda and all materials are
prepared and distributed among the participants, including any slides, digital handouts, etc.
e Outlining the content of the workshops according to the agenda: The workshops should
include presentations from key participants, outlining the topics that are to be covered,;
contributions to the discussions and sessions on the commonly experienced hurdles for the
implementation of clinical trials as well as sharing the ways of tackling these. The
representatives of the invited organisations or projects are expected to hold presentations.
e Providing a workshop facilitator: The workshops will be facilitated by an experienced
professional who has a good understanding of the topics raised and the goals of the
workshops, such as Project Coordinator Prof. Dr. Dr. Kai Zacharowski, Project Innovation
Manager Dr. Petra Wiillfroth, Clinical Scientists Dr. Jan Kloka and Dr. Benjamin Friedrichson.
e Technical realisation: COVend consortium partners, namely accelCH will ensure the
implementation of all technical aspects required for a successful run of the planned activity
(e.g. event registration, online meeting invitation, Zoom event management, event recording,
etc.)
e Follow-up activities: After the workshops, follow-up activities will be implemented to ensure
that the objectives of the workshops have been met (media highlights, post-event survey,
etc.).
e Communication channels
- Email: All communication with the participants of the workshops will be supported
through an email campaign, which includes all relevant information (e.g. invitation, follow-
up emails, etc.)

- Social Media: The project will use its own social media platforms, such as Twitter and
LinkedIn) to advertise the workshops and their outcomes to a wide audience.

- Website: The project website will be used to provide information about the workshops
and to promote them.

e Promotion


https://twitter.com/COVend_EU
https://www.linkedin.com/company/77031456/
https://covend-project.eu/
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- A specially tailored social media campaign for COVend social media channels will be
implemented for the promotion of the workshops. All COVend partners are to make
reposts, shares and retweets to achieve a wider reach. In addition, the workshop
participants will be kindly requested to share information about the COVend workshops
through their networks using social media channels and websites of their

organisations/projects.

JAAM

The Joint Access Advisory Mechanism

JAAM is the entryway for the European
COVID-19 adaptive platform trials (APTs). It is
the single body, common to the EU-SolidAct,
REMAP-CAP and ECRAID Prime trials, that
assesses requests from investigators or
industry looking to test their compound in
one or more of these trials.

N

REMAP-CAP

REMAP-CAP stands for Randomised,
Embedded, Multi-factorial, Adaptive Platform
trial for Community-Acquired Pneumonia.
This global adaptive platform trial, aimed
towards finding the best treatement for
community-acquired pneumonia.

2 [ e
*~ SOLIDACT

The EU-SolidAct platform includes study sites
in 15 countries. Developed with the EU-
RESPONSE project, this platform has the
capacity to implement Phase Il and Phase IlI
trials, and can evolve to include new study
arms for hospitalized patients with moderate
or severe COVID-19.
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The RECOVER project has a multidisciplinary
approach to tackle the COVID-19 pandemic.
It provides support for the activities and the
expansion of the REMAP-CAP APT in Europe.

ecraid

The European Clinical Research Alliance for
Infectious Diseases - Ecraid - advances clinical
research in the field of infectious diseases by
establishing a long-term, financially self-
sustainable, clinical research network in
Europe.

DISC()VERY

The DisCoVeRy trial was developed as an
“add on” trial to the WHO Solidarity trial and
initiated in France. Within the framework of
the EU-RESPONSE project, DisCoVeRy was
able to expand geographically, with the
ambition of including 13 countries.

77N [
S~ RESPONSE

EU-RESPONSE is a 5-year project that
includes two broad Pan-European APTs,
DisCoVeRy and EU-SolidAct. The EU-
RESPONSE consortium is composed of 21
partners, bringing together multidisciplinary
partners from across the continent.

[@ecrin

ECRIN, the European Clinical Research
Infrastructure Network, unites national
networks of clinical trial units across Europe,
through its scientific partners, to fulfil its
vision of generating scientific evidence to
optimise medical practice.

ecraid

ECRAID-PRIME is

European

Adaptive

Platform Trial on COVID-19 therapeutics in
the primary care setting. It is build on the
successful experience of past European
platform trials in primary care networks.

Figure 2. The list of potential collaborators in the European trial network workshops organised by COVend


https://covid19trials.eu/en/jaam
https://www.ecraid.eu/
https://www.remapcap.eu/
https://eu-response.eu/the-project/
https://eu-response.eu/eu-solidact/
https://eu-response.eu/
https://www.recover-europe.eu/who-we-are/
https://ecrin.org/
https://www.ecraid.eu/projects/ecraid-prime/about-ecraid-prime
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3.3 Evaluation

Etalishin lear and measrble | T 7 O L S

goals (Figure 3) is key to evaluating 'gyropean trial Audience * Registrations + 80% positive
the success of the planned network workshops feedback + Feedback survey feedback
workshops. The Key Performance * Number of * 5-10attendees
Indicator (KPI) for this activity is attendees ioiiz:op

the number of attendees and
audience feedback. The success of
the implemented workshops will
be evaluated with the help of
collecting data on the number of
registrations and a post-workshop feedback survey distributed among attendees after the event.

Figure 3. Evaluation plan for the workshops

Finally, a report that describes the implementation of the activity summarises the findings from the
evaluation and identifies any areas for improvement will be created.

4 QOutcomes

The purpose of these workshops is to share knowledge, insights and best practices from the networks
for COVID-19 therapeutic trials and EU-funded COVID-19 clinical trial projects in order to strengthen
the research community and facilitate the development of new solutions. The expected outcome of
the European trial network workshops implemented by the COVend consortium will be to provide a
platform for the invited coordinators and members of the European network for COVID-19 therapeutic
trials and EU-funded COVID-19 clinical trial projects to exchange ideas, share knowledge, and thus
develop best practices for the successful implementation and conduction of the clinical trials. The
workshops will also help to identify any potential challenges and areas of improvement that can be
addressed through further collaboration. Additionally, the workshops will enable the participants to
learn from each other's successes and challenges and to develop creative solutions to the difficulties
encountered. Ultimately, the workshops are expected to lead to a more successful and efficient
implementation of the COVend project results.

Specific outcomes of the planned activity are the following:

e more informed and connected European trial network community, who are better equipped
to develop new solutions to the challenges posed by COVID-19;

e gaining a deeper understanding of the clinical trial infrastructure, methodology and its
conduction;

e fostering collaboration among clinical trial projects, exchange of ideas and the development
of new and innovative solutions to the challenges posed by the pandemic;

e abetter understanding of the impact of COVID-19 on research and the current state of clinical
trials, and a greater understanding of the importance of collaboration between networks;

A concise workshop report covering the main conclusions will be shared with all participants
afterwards.
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