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Executive Summary

The PREPARED project develops an operational ethics and integrity framework, which safeguards
key ethical values, supports a rapid and effective research response to crises and improves overall
pandemic preparedness. This deliverable explains how to use the PREPARED Code and related
guidelines detailing what is useful for which stakeholder.

Material is available for:

(1) Researchers, (2) research ethics committees, (3)
research integrity offices, (4) the general public, (5)
research ethics trainers, (6) editors, (7) NGOs, (8)
research participants, (9) research funders, (10) research
publishers.

Material encompasses: 0'

Ethics guidance, engaging training materials in multiple
forms as well as advice on specialized topics, in l
particular: editorial fast-tracking of publications, fast- o)
tracking of research ethics review, prioritization of

research proposals by research ethics committees, data sharing across borders and countering
the harassment of scientists.

T

By using the PREPARED guidance, stakeholders will be better prepared for the next pandemic.
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The PREPARED Code in 12 languages

The PREPARED Code provides a global code of

conduct for research during pandemics, P R E PA R E D
which combines research ethics and research

integrity guidance. It is currently available in the ;E )r"J
following 12 languages, with Arabic still in »

progress: English, Chinese, Finnish, French,
German, Greek, Italian, Korean, Lithuanian,

Portuguese, Spanish and Swabhili. Most of the languages were chosen to ensure global
dissemination opportunities, see Fig 1.

English'French
German Greek =
Italian-Spanish -
_Finnish ="
5 Lithuanian
\(; sPortuguese

Arabic 4

ortuguese

N

Dissemination potential for the PREPARED Code through 12 languages

The PREPARED Code was designed primarily for:

e Researchers
e Research ethics committees
e Research integrity offices

But it might also be helpful for research participants, NGOs, funders and publishers.
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Researchers can apply the PREPARED Code throughout the entire research lifecycle, from
planning and implementation through to dissemination. The Code is intended to complement
other relevant research ethics and research integrity frameworks. For example, for pandemic
research in resource-limited settings, the PREPARED Code should be used alongside the TRUST
Code (2018), which supports equitable research partnerships.

The COVID-19 pandemic highlighted how researchers across all disciplines can face an
exceptional mix of urgency, uncertainty, and logistical challenges during times of crisis. As
the next pandemic is already foreseen (Chiu et al 2023), it is crucial that lessons learned from the
COVID-19 pandemic are not forgotten. For research ethics and integrity, this is the task of the
PREPARED Code.

Having the code allows researchers from any field to access relevant guidance quickly and easily.
Importantly, the PREPARED Code is values-driven, aiming not just to direct researchers’ behaviour
but also to inspire ethical awareness.

Research ethics committees (RECs) can use the PREPARED Code as a guidance and evaluation
framework for review work during pandemics. During the COVID-19 pandemic, RECs faced
increased workloads and pressures to expedite approvals, particularly for studies involving
treatments, vaccines, and public health interventions. The PREPARED Code can help RECs strike a
balance between urgency and ethical rigor, ensuring that the demand for speed does not
compromise ethical values.

Pandemics can also bring new and complex ethical challenges that many RECs may not have
previously encountered. By integrating the PREPARED Code into their review processes, RECs can
ensure that their ethical evaluations remain context-sensitive and aligned with the unique
requirements of pandemic research.

Research integrity offices (RIOs) can use the PREPARED Code not only to help uphold research
integrity during pandemics but also to inform institutional policies and crisis preparedness
strategies. The Code can serve as a tool to identify and address practices that may compromise
integrity in the face of urgency. By so doing, RIOs can help institutions implement safeguards that
reinforce core values that ensure high standards of research integrity, even under intense time
constraints and societal pressures. This can help to build ethical resilience in institutional systems,
ready for future crises.
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Unlike most traditional research ethics guidelines, the PREPARED Code is concise and jargon-
free, which means it is accessible to a wide audience. The clear language combined with global
values makes it a valuable tool not only for researchers, but also for research participants and
NGOs seeking to challenge unethical research practices.

Used as a bottom-up resource, it can empower communities to advocate for ethical research.
For instance, the TRUST Code sparked a sister code driven by an NGO (South African San Council),
which is now used within South Africa to stop exploitative research involving the indigenous San
(Chennells and Schroeder 2019). Similarly, the PREPARED Code has the potential to be locally
adopted and adapted. For example, it will be used to support ethical research practices in ten
health clinics in Nairobi, which serve over 40,000 sex workers. This is the reason why Swahili is one
of the languages in which the PREPARED Code is available.

Funders, publishers and other institutions who wish to demonstrate support for the PREPARED
Code can do so by adopting the code (the procedure for doing so is aligned with the adoption
procedure of the TRUST Code and contact should be made with the lead author Doris Schroeder).

The PREPARED Code is expected to follow a similar path to that of the TRUST Code, which is now
in use around the world following its adoption by the European Commission, the European &
Developing Countries Clinical Trials Partnership (EDCTP), NATURE across their publishing portfolio
and a diverse range of other major stakeholders—including other funders, publishers, universities,
foundations (a list of adopters is available at: https://www.globalcodeofconduct.org/ ).

We are confident that the PREPARED Code can become an equally widely adopted ethics code,
embraced by research funders and publishers. Funders and publishers who adopt the PREPARED
Code send the unequivocal message that researchers who wish to receive funding from the
former, or wish to be published by the latter, must comply with the code.
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Acting on a recommendation from the European & Developing Countries Clinical Trials
Partnership (EDCTP) and with a view to enhancing the utility of the PREPARED Code, the
PREPARED team agreed to explore whether the Code aligned with a highly relevant set of
principles for ethical research during epidemics and pandemics (Chatfield and Singh, in press).
This is particularly important because of the proliferation of ethics codes during the COVID-19
pandemic. PREPARED research has shown that 236 new ethics guidance documents were issued
by international or national institutions, organizations, or associations during the COVID-19
pandemic (Chatfield et al 2024)

In 2020, the UK Collaborative on Development Research (UKCDR) and the Global Research
Collaboration for Infectious Disease Preparedness (GloPID-R) - a funder network focused on
emerging and re-emerging infectious diseases - introduced seven principles to promote high-
quality, ethical research during epidemics and pandemics (Norton et al 2020). These principles
include:

alignment to global research agendas and locally identified priorities

research capacity for rapid research

supporting equitable, inclusive interdisciplinary and cross-sectoral partnerships
open science and data sharing

protection from harm

appropriate ethical consideration

collaboration and learning through enhanced coordination.

Nouhkwh =

The principles build on best-practice guidance developed by UKCDR, GloPID-R, the World Health
Organization (WHO), the European Commission, and others. They serve as a framework for
funders and researchers to navigate ethical research during COVID-19 and future health
emergencies, with particular relevance to low-resource settings.

As a contributor to both this initiative and to the PREPARED consortium, the EDCTP recommended
an exploration of how the PREPARED Code could align with these principles. The PREPARED
Mapping Exercise showed that for the UKCDR-GLOPID-R Funder Principles, the PREPARED Code
offers practical guidelines on how to operationalise them through specific articles. This means that
adhering to the PREPARED Code also delivers on adherence to the UKCDR-GLOPID-R Funder
Principles. A guideline setting out how to use the PREPARED Code as a tool for putting the
GLoPID-R principles into practice is due to be published in June 2025.
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Research Ethics and Integrity during Pandemics - Developing the PREPARED Code (Chatfield and Singh,
in press) is an open-access book that walks readers through the development of the PREPARED
Code, highlighting key lessons that were learned along the way. It offers a valuable resource for
anyone involved in pandemic preparedness, research governance, or ethical oversight, exploring
the creation of this new ethics framework.

The book emphasises that while research is crucial during pandemics, it must always adhere
to the highest ethical standards. It also underscores the importance of practical implementation
tools, including accessible ethics training, to ensure the Code is used effectively. Drawing on this
experience, the book offers recommendations to others seeking to create their own engaging,
values-based, and jargon-free ethics codes.

The book is an edited collection whose authors were all members of the PREPARED project team.

In summary:

Chapter 1 sets the scene for the development of the PREPARED Code. Recounting times when
successive waves of the pandemic led to the deaths of millions, putting health systems
under enormous pressure, it explains how the pandemic created a huge demand for
rapidly available, trusted scientific advice.

Chapter 2 presents the final version of the PREPARED Code.

Chapter 3 explains the rationale for a risk-based and values-driven approach, and why research
ethics and integrity were combined in a single framework.

Chapter 4 outlines the broad research foundation of the Code, including multilingual literature
reviews, reports on the experiences of groups in vulnerable situations, a human rights
analysis, and the evaluation of existing ethics guidance.

Chapter 5 details the step-by-step methodology used to identify pandemic-specific risks, and the
consultative process used to refine the Code.

Chapter 6 discusses the various implementation tools described in this document that support
understanding and application of the Code.

Chapter 7 offers practical recommendations for future ethics code developers, summarised as six
key ingredients. These include grounding the code in real-world risks, aligning it with core
moral values, ensuring inclusive and transparent development, and providing meaningful
implementation support.
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How can researchers use the PREPARED Code book?

While the book may be of interest to a wide range of stakeholders, it is likely to be of most help to
researchers who will either be using the PREPARED Code or are seeking to develop their own
ethics code.

For those who are contemplating use of the PREPARED Code, the book describes how this code is
different from other research ethics and research integrity codes. Importantly, it explains the
conceptual foundations of the PREPARED Code, which together provide the credibility required to
justify adding yet another ethics code to the thousands that already exist.

For those looking to develop their own ethics code, the book provides a roadmap for building
ethics codes that are not only credible and relevant, but also genuinely usable.
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The PREPARED Code training materials were developed to support the implementation of the
PREPARED Code, ensuring it is not only understood but can be meaningfully applied by
researchers and other stakeholders worldwide.

The PREPARED Code training materials consist of four components:

1. PREPARED Code article training clips - short videos, animations and interviews provide
illustrative examples to contextualise and clarify each of the 27 articles of the code

2. the PREPARED app - presents flexible, engaging, interactive research ethics training that is
accessible using a smartphone or tablet

3. free PREPARED Code training clips - professionally designed, stand-alone video clips on
important research ethics topics relevant to global crisis

4. a combination of the above will be suitable as a training course for research ethics and
integrity during crisis.

The pedagogical foundations and instructional design of the training materials were carefully
considered during the development of the component parts. Central to the design of the
PREPARED learning materials is the principle that learners are active participants in
constructing knowledge. Educational research has shown that learners gain more when they are
engaged in active learning rather than passive information reception (Brame 2016). To support
this, the PREPARED materials integrate interactive elements that encourage analysis, reflection,
and problem-solving.

The learning materials also employ Transformative Learning techniques which seek to engage
learners on a deeper level. Rather than simply transferring information, Transformative Learning
aims to challenge assumptions, build ethical confidence, and foster a strong sense of personal
accountability (Mezirow 2000). Transformative Learning cannot be taught directly, but learning
experiences can be designed to provide opportunities for transformation through reflection on
ethical dilemmas (Cranton and Roy 2003; Illeris 2015).

The PREPARED training materials use authentic, real-world examples which have been shown to
be particularly effective in triggering reflection, critical thinking, and development of ethical
awareness. Further, the use of live polls in the PREPARED Code app, where users can see how
others have voted once they have cast their own vote, encourages comparison with and reflection
on other perspectives.
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The PREPARED Code article training clips

Uniquely in the world of ethics codes, each article of the PREPARED Code is explained in tailor-
made clips, animations and interviews. This innovative training approach avoids any
misunderstandings about the guidance as it does not provide generic training, but training in
exactly the spot where it is needed: e.g. what does this article advise?

The clips were designed to be jargon-free and engaging, which means they are suitable for all
those with an interest in the PREPARED Code, not just its main audience of researchers, research
ethics committees and research integrity officers. For those with deeper interests in any particular
article, PREPARED team publications (currently 14 with two still under review) are also available
through the training site.

A dedicated website was created, which will be hosted by the Co-ordinator University beyond the
duration of the project: https://preparedcode.uclancyprus.ac.cy

@ Article 18 . o @ Atticle 9 of the PREPARED Code
I

Watchlater  Share i s

Walch later  Share

Rushing the process, however, undermines the principle
of informed consent, which requires that participants or
their representatives fully understand the implications
" “or them.
Watch on (3 Youlube Watch on ([ Youlube

(4 1

Article A g Prof. Pamela Andanda on Omicron d.
Nt Watch later  Sh

Watch on ([ YouTube -

The PREPARED Code

A Global Code of
Conduct for
Research during
Pandemics.

Landing page

PREPARED = Pro-active Pandemic Crisis Ethics and Integrity Framework Page 13 of 28


https://preparedcode.uclancyprus.ac.cy/

The article training clips explain the meaning of each article through examples drawn from real-
world ethical challenges.

For example:

o Article 16 (“Researchers should consider how pandemic conditions may impact upon all
stakeholders in a study...") is supported by a video about how the exclusion of researchers
from COVID-19 wards meant that already over-stretched healthcare workers needed to
take on extra responsibilities to support research activities.

o Article 24 (“Regulatory requirements for the secondary use of personal data and biological
materials apply equally during pandemics unless an explicit exception has been enacted.”)
is illustrated by an example from South Korea where the government had suggested that
the need for informed consent and ethics review approval should be dropped for research
involving the collection of biological materials from COVID-19 patients. The anticipated
legislation was abandoned due to major interventions from human rights groups and
others.

These video materials are embedded on the PREPARED website (preparedcode.uclancyprus.ac.cy)
to support learning and to clarify points that might otherwise be misinterpreted. Where
appropriate, the clips are supported by further reading such as relevant research or related
outputs from the PREPARED team. The thought-provoking nature of the real-world cases helps
to exemplify and contextualise the articles, providing opportunities for Transformative Learning.
This approach of linking ethical values directly to lived experiences is a distinctive feature of the
PREPARED training.

Stakeholders may choose to use the article clips in a number of ways:

e They may choose to work systematically through the code, reviewing each clip in turn
alongside their reading of the code articles.

e They may prefer to read and reflect on the whole code before selecting clips to review to
deepen their understanding of particular articles.

e The clips might be used alongside the code to inform team discussions or ethics briefings.
An exchange of perspectives on the article clips in groups can help to enhance the
Transformative Learning potential of the activity.

We recommend that stakeholders bookmark the PREPARED Code website, to be able to return to
the video materials when needed.
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As described in a NATURE Medicine piece (https://www.nature.com/articles/s41591-025-03549-2),
the free PREPARED Case Study app presents research ethics training that is self-paced, engaging,
interactive and conveniently packaged so that it can be accessed anytime and anywhere via a
smartphone.

Correspondence ‘ Published: 14 March 2025

The PREPARED Case Study App for deep reflection on
research ethics challenges during crises

Doris Schroederg, Nearchos Paspallis, Nicos Kasenides, Kate Chatfield, Carly Seedall & Michelle Singh

The materials consist of short courses and case study dilemmas, both in research ethics and in
research integrity. To make the app more attractive to potential users, a Research Integrity Club is
currently in development. It includes short case dilemmas introduced by avant-garde clips.

WHAT

aavice

DO YOU GIVE?

Sample pages from the Research Integrity Club Dilemma 1
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Stakeholders can use the PREPARED case study app to access short training courses on ethics
and integrity-related topics. Recognising that 69% of the global population owns a smartphone
(Laricchia 2024), the app is designed for flexible, on-the-go active learning. Free download of the
app is available on the Apple App Store and Google Play Store: https://prepared-project.eu/app/

The app includes:

e Structured short courses on ethics and integrity

e Professionally produced animations and video content

e (Case-based learning activities

e Dialogue simulations mimicking conversations between stakeholders
e Sorting activities

e Live polls to encourage comparison and reflection

e Quizzes* to reinforce learning and to assess understanding

Each module can be paused and resumed, allowing learners to adapt the training to their own
schedules and learning preferences.

@ badgr Open Badges 2.0 Validator Hel

Valid: True
This badge passed all verification checks.

= ‘ About the badga:
X

*The two short courses each include a

.. #® TRUST Code in 45 minutes
ﬂ“l- 3‘_. ;‘ Certificate of Completion for the TRUST Code in 45 minutes training on the PREPARED App multiple_choice quiz at the end Of the
Ketohiy “rumeels course to reinforce learning and check
3 “ ;:‘. ' |:. About this award: i )
) Issue Date: 2024-10-30T08:52:45.4022 understanding. Successful completion of
G the quizzes entitles users to generate a
Verified Recipent email: hpartington @ uclan.ac.uk L. . .
View il ward deta 7 digital badge of completion which may be
Aboul tho fssuor: added to LinkedIn profiles and other
PREPARED EU .
The PREFPARED EU project focuses on research ethics and integrity embedded in global equity. we bS IteS .

It aims to defiver engaging. concise oufput for aptimal training and impact to prepare
researchars for the next crisis. The PREPARED App helps navigale difemmas in global crises.

Website Contact Email View full issuer details G
Verification Details

Status: Valid with 0 emors and 0 warnings.
Data Type: Assertion

Open Badges Version: 2.0

Show full verification data (advanced)

Please reporl any validalion bugs or incorrect resulls 10 the development leam. Jcons by Maxim Basinski and Dive Gandy » CC-BY

Powered by Badge By Instructure
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In addition to the PREPARED Code app and the PREPARED Code training materials, professionally
designed, stand-alone clips on important research ethics topics relevant to global crisis were
developed, which training providers can build into their own training. 13 clips are currently
available at: https://prepared-project.eu/free-training-materials/ .

The irecs team has already built the following three videos into one of their training modules:

Research Ethics In A Global Environment | Eneri

Watch later  Share

@ Research - who benefits LY d i i ()

Watch on 3 YouTube Watch on {3Youlube *‘ 3

Research - who benefits Ethics dumping
@ Benefit sharing - training clip for P... o ~» / \
s a researcher you should do - 4Watch later, ¥ Share
your very best to share benefits 7 Jg
from your research equitably. v o R F t o o
clips
Watch on (£ Youube k /

Benefit sharing EN

>

The short training clips are ideal for research ethics trainers to incorporate into online or face-to-
face learning sessions. The table below provides an overview of the training clips that are
currently available.

Type Topic Overview

General Research - who benefits? ~ The generation of knowledge through research can
research bring great benefits, but who gains the most?
ethics and Benefit sharing An introduction to benefit sharing

integrity

issues
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Ethics issues
related to Al

Ethics
dumping

Case
dilemmas

Al Ethics in 5 minutes

Al and the SDGs

Ethics dumping

The TRUST values of
Fairness, Respect, Care
and Honesty

Al Ethics - Helicopter
research

Ethical controversies
around human challenge
studies

Healthy volunteers and
human challenge studies

The Fukushima case

Ethical challenges for
research ethics

committees during COVID-

19

Scientific collaboration
during war

Lockdown - the
experience of Nairobi sex
workers

An introduction to the ethics issues related to the
use of Al technologies

Al research that is meant to contribute to achieving
the UN's Sustainable Development Goals can have
severe negative implications for the worst off

An introduction to ethics dumping

The four moral values on which the TRUST Code: A
Global Code of Conduct for Equitable Research
Partnerships is based

An example of helicopter research involving the use
of Al technologies during the Ebola crisis

A consideration of the pros and cons of human
challenge studies

Presenting perspectives from healthy volunteers
who took part in human challenge studies

A data and informed consent dilemma that
examines the borderline between research and
public health crisis management

A fictional dilemma about a psychology project
seeking approval by a research ethics committee

The positions taken around the world on whether
to collaborate with Russian institutions following
the Ukraine war, and finding one’s own position
among the possibilities

How the COVID-19 lockdown in Nairobi affected the
lives of sex workers

The clips can be used by trainers individually or combined in different ways to structure a learning
session. The following sets out a few suggestions:

For example, one of the case dilemmas could be used as a basis for a class debate either in
person or online via message boards. Students could be asked to work in small groups to identify:

e What ethical issues are present?
e What consequences could arise?
e How should the situation be handled?
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Students could then present the ideas from their group to the whole class in a plenary discussion
followed by a de-brief led by the trainer.

Another way to use the clips could be to set up a role play research ethics committee in which
students review a hypothetical research proposal based around a clip or a combination of related
clips.

Asking students to represent different stakeholder perspectives in a case can be a useful way to
get students to engage with the real-world dilemmas that are presented in the training clips. For
example, in the human challenge study cases, stakeholders could include researchers, doctors,
volunteers, patients, government ministers, members of society etc.

The training clips can also be used as part of a flipped classroom approach (Schmidt and Ralph
2016). In this method, students are asked to engage with selected clips (which may be
supplemented with relevant readings) before the lesson, and then class time is used for
discussion, and the application of ethical concepts. This reverses the traditional model, where
teaching happens in class and practice happens at home.

Guidance for fair and fast desk assessment of submitted manuscripts during times of crisis

In times of crisis, there is an urgent need for reliable research
evidence to support informed decision-making and prevent the c
spread of misinformation through scientific publications. To )
address this need, potential strategies were explored to help
accelerate the publication process without compromising the
scientific or ethical integrity of the work being published.

This PREPARED guidance focuses specifically on the initial stage
of editorial review, the phase where editorial teams determine
whether a manuscript meets the minimum criteria to proceed
to peer review. It is designed to support editorial teams in
making fair and fast decisions during the early assessment
stage.

The guidance outlines recommendations for both the process of identifying manuscripts suitable
for peer review and the criteria used to evaluate them. Regarding the process, the guidance
highlights the importance of balancing fairness and speed.
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Fairness involves consideration of aspects like transparency (e.g., clearly outlining the
editorial process in the journal’'s submission guidelines) and consistency (e.g., applying the
same standards and procedures to all submissions).

e Speed requires consideration of logistical efficiencies while also considering how to maintain
rigour and uphold fairness during expedited evaluations.

To support this, the guidance provides a checklist of threshold criteria for manuscript
assessment, organised into three core categories:

1. Relevance - for instance, does the manuscript fall within the journal’s scope?
2. Quality - for instance, is the research methodologically sound?
3. Ethics and Integrity - for instance, are the required ethics approvals in place?

It is suggested that failure to reach the threshold criteria in any of these areas may constitute a
fair reason to reject a manuscript submission; in other words, the expectation is that only
where an author meets the threshold criteria for all three categories will the manuscript then be
sent out for peer review.

While there is a danger that new guidance might be viewed as an additional bureaucratic hurdle,
this guidance is intended to help editorial teams streamline their processes in a manner that is,
nonetheless, fair. It was developed by senior editors who are part of the PREPARED team and who
experienced the pressures of COVID-19 in their roles as editors.

During pandemic times, editors and publishers might use this information to improve
consistency, efficiency, and transparency of the desk assessment process. However, while
the guidance has been developed specifically for use during times of crisis, the measures
described might also be helpful for editors and publishers in routine times. The need for fast
assessment may not be as great in routine circumstances, but the goal of fair assessment is
always relevant. Consequently, editors and publishers are encouraged to adapt this guidance to
their own specific requirements.
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Recommendations for expediting ethics review during times of crisis

The COVID-19 pandemic placed unprecedented
demands on RECs, which were suddenly tasked
with reviewing a high volume of proposals
related to the virus. Many of these submissions
were developed quickly in response to the
emergency, often lacking the scientific rigour or
ethical clarity typically expected. Despite this,
RECs, with the core mandate of safeguarding
research ethics, were under pressure to identify
and prioritise studies that could provide urgent
societal benefits.

Insights from surveys, literature reviews, and
consultations with REC members across Europe
(e.g., from the Stakeholder Needs Report; Seedall & Tambornino, 2023) revealed that committees
struggled to manage the scale and speed of submissions. In this context, clear guidance was
needed to ensure that expedited reviews remained ethically sound.

To support RECs in future crises, a set of practical recommendations was developed. These are
based on lessons learned during the pandemic and focus on strategies for expediting ethics
review without compromising ethical oversight. The recommendations address seven major
challenges experienced by RECs during the COVID-19 response:

e High and sustained workloads, as the volume of research proposals sharply increased

e Arapid transition to remote operations, requiring adjustments to traditional review processes
e The need for prioritization, as not all proposals could be reviewed or approved at the same pace
e Uncertainty about risks and benefits of novel studies

e Limited resources, including time, personnel, and technical support

e Redundant or duplicative research

¢ Insufficient training, leaving some REC members underprepared for emergency review contexts

This guidance serves as a practical tool for RECs. It links each core issue encountered by RECs to a
targeted recommendation alongside a real-world example of effective practice. This format
enables committees not only to identify how such challenges might emerge during future
emergencies but also to explore how others have successfully responded in comparable
situations. Each example includes references to further sources so that REC members can further
explore implementation details.

PREPARED = Pro-active Pandemic Crisis Ethics and Integrity Framework Page 21 of 28



For example, it was highlighted how the World Health Organization discontinued a
hydroxychloroquine clinical trial in response to ongoing risk-benefit assessments, which
demonstrates how uncertainty in evaluating research can be managed in real time. Pakistan’s
deployment of a “Rapid Turnaround Review” mechanism was also described, developed to adapt
swiftly to the need for remote ethical review during the early phase of the pandemic.

Rather than prescribing a fixed approach, adaptable strategies were offered that can be shaped
to fit RECS' institutional contexts. The guidance encourages RECs to take proactive steps during
stable periods, e.g., integrating remote review systems, formalising mutual recognition processes,
and encouraging stable long-term resource planning.

Expedited ethics review, the guidance underscores, is a collective endeavour. To reflect this,
the guidance offers distinct recommendations tailored to different groups involved in research
oversight. REC members, research institutions, policymakers, and funders each receive guidance
relevant to their roles.

The PREPARED project identified an operational gap in existing advice for RECs concerning the
prioritization of ethics review of research protocols. This emerged from the Stakeholder Needs
Report (Seedall & Tambornino, 2023) and direct consultations with RECs, e.g., a validation
workshop with global REC members and a global survey conducted in December 2024 to January
2025.

Findings revealed that RECs are often required to manage increasing volumes of research
proposals with limited resources. This pressure can lead to the adaptation or creation of
prioritization systems, which may introduce both practical and ethical challenges. In response, the
PREPARED team developed targeted guidance to support RECs in navigating these complexities
and improving the robustness of their prioritization processes. The guidance deepens the
recommendations on prioritization presented in the fast-track guidance.

Given the core function of RECs in safeguarding ethical standards, especially during crises, the
guidance states that changes to prioritization systems are not always necessary and should be
approached with caution. When adjustments are warranted, RECs should start by examining the
structural and procedural dimensions of their operations. Moreover, if RECs are tasked with
developing or applying prioritization criteria, these should be selected carefully and implemented
with transparency.

Key areas addressed in the guidance include the following:
e Understanding how REC prioritization systems currently function
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Managing increased workloads as a driver of prioritization decisions

e Aligning with institutional policies, regulations, and ethical frameworks

e Considering the ethical implications of prioritization mechanisms

e Ensuring transparency in prioritization decisions

e Engaging with other stakeholders in the decision-making process

e Encouraging coordination and potential centralisation of prioritization decisions

e Gaining institutional support for evolving prioritization systems

¢ Introducing multi-layered and ranked criteria for prioritization

e Selecting prioritization criteria based on factors such as the following: crisis relevance,
diversity of research topics, inclusive participation, scientific rigor and study design, and
feasibility in terms of institutional resources and capacity

The prioritization guidance is designed to help RECs apply ethical principles in practice, particularly
when facing disruptions during crises. While the PREPARED Code provides a foundation of values
for RECs, putting these principles into action can become challenging when normal systems and
processes are under strain. The guidance offers clear advice specific to existing REC systems to
support them in making sound, context-sensitive decisions. Furthermore, the guidance
encourages RECs to strengthen their systems during routine operations. By doing so, they can
build resilience and be better prepared for future disruptions in the research environment.

The guidelines outline how prioritization systems might need to change in response to increased
demands or crisis conditions. They encourage committees to think through when and how
changes should be made, what criteria to use when making those decisions, and what the broader
ethical and practical consequences might be.

To support this, the guidance includes a set of reflection questions, which are grouped into three
key areas:

e Whether prioritization systems should be adjusted during crises
e What institutional or procedural changes may be necessary to support those adjustments
e Which criteria should guide the prioritization of research protocols under revised systems

These questions help RECs critically evaluate their current practices, identify areas for
improvement, and plan ahead. This proactive approach enables committees to manage

increased workloads more effectively and ensures that their decisions remain transparent,
justifiable, and sound, even in high-pressure situations.
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Global health emergencies such as disease outbreaks like COVID-19, Ebola and others require
rapid health data sharing for effective responses, to allow quick analysis and well-informed
decision-making. The PREPARED project investigated the ethical values and legal principles that
can be applied to ensure a streamlined approach in the governance of cross-border health data
sharing during global health emergencies.

As global health emergencies or crises are unpredictable, fast and effective coordination of data
sharing from different research and clinical contexts, as well as jurisdictions, is essential. In recent
years there has been an increase in global norms for sharing data during public health
emergencies (Modjarrad et al 2016). However, there is still a need for clear actionable
approaches to data sharing to guide different stakeholders, thus the PREPARED project
developed, in collaboration with stakeholders, data sharing guidance, which will be released at the
end of June 2025.

Researchers and research committees can use this guideline as a step-by-step tool to ensure
accuracy, completeness, consistency, relevance, timeliness, proper documentation, and clear data
formats in data sharing. This will guarantee the integrity and value of the shared information
for all parties involved and ensure that this information is shared swiftly without prejudice. This
can be done by ensuring quality control of protocols; quality control of data before it is shared or
disseminated; standardized systems that enable rapid sharing of data; fairness and trust
considerations to avoid prejudices and ensuring that outputs generated from data analysis are fair
following a clear and rational structure at all times.

Data should be shared in ways that reduce harm and promote the interests of research
participants. Further, researchers need to consider the four values that make data sharing ethical,
which are fairness, respect, care and honesty. Addressing these matters is a step in ensuring fair
and responsible data sharing that is respectful of cultural diversity and individual rights.
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Guidance on harassment

The COVID-19 pandemic catalysed
“an unprecedented escalation in
the intensity and frequency of
attacks” on scientists (Nogrady
2024). A Nature survey of 321
scientists revealed widespread
harassment during the pandemic,
with 15% of respondents reporting
that they had received death threats
(Nogrady 2021).

“The threats to science are
exceedingly complex and
intertwined. We propose that the
scientific community increase its
awareness of the existence of these
threats” (Rosenstock and Lee 2002,
emphasis added).

In a concerted effort, which occupied almost all PREPARED teams in 16 countries, “Freedom from
Harassment for Scientists is essential - Awareness raising and Advice” was drafted and
professionally designed for the broadest possible use.

How can researchers use the guidance?
Three practical sections help scientific researchers understand and address harassment:

1. What is it, why does it happen and which forms does it take?

o This section provides insights and examples from research during crisis so that
scientists understand the wide range of attack possibilities from doxxing to
vexatious law suits.

2. What can be done when facing harassment?

o Covering advice from four continents, this section walks the reader through the
steps they need to take during distressing times to cope with harassment, from
documenting everything to seeking legal advice, where necessary.

3. To prepare scientists for the possibility of harassment, three difficult decisions are
anticipated.

o Readers are guided through their responsibilities for engaging publicly about their
work, whether they should engage with hostile media and whether they should be
active, as scientists, on social media.

PREPARED = Pro-active Pandemic Crisis Ethics and Integrity Framework Page 25 of 28



Conclusion

The development of the PREPARED Code supported by the various components outlined in this
deliverable meets the overall goal of the PREPARED project to develop an operational ethics and
integrity framework to safeguard key ethical values which support a rapid and effective research
response to crises and to improve overall pandemic preparedness.

This deliverable provided comprehensive advice as to how different stakeholders including
researchers, research ethics committees, research integrity offices, the general public, research
ethics trainers, editors, NGOs, research participants, research funders, and research publishers
may use the code and the guidance offered in its supporting components.

By using the PREPARED guidance, stakeholders in research will be better prepared for the next
pandemic.
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