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Foreword

Good research practice is central to the quality of research and to its benefit to society
and the world. Conducting research in a responsible way and according to good
research practice requires knowledge about ethical principles and rules, the ability to
implement them in practice, and ongoing discussion of ethical issues, involving all

those who take part in the research process or impact on the preconditions of research.

This publication describes good research practice and is based on the Swedish
Research Council’s mandate to take initiatives to raise awareness of ethical issues in
research, and to inform about research integrity and ethics issues. The purpose of the
publication is to promote an ethical mindset and to contribute to increased knowledge
and discussion about good research practice. It is intended to be helpful during all

stages of research, including work with writing applications for research funding.

The Swedish Research Council has published three previous editions of

Good Research Practice, in 2005, 2011, and 2017, as well as the publication
Forskningsetiska principer inom humanistisk-samhdllsvetenskaplig forskning
[Research ethics principles in humanities and social science research].' As a result
of the latest development in the area of research integrity and ethics, these previous
publications are now replaced by a fundamentally revised version, adapted to
current preconditions and requirements. However, it is a living document, which we

will continue to update and supplement in the future.

The authors of the report are Jonas Akerman’ and the Swedish Research Council.
A range of stakeholders both within and outside the Swedish Research Council has
been invited to give feedback on drafts during the course of the work, and many

have contributed very valuable feedback.’

Stockholm, 23 September 2024
Katarina Bjelke
Director General, Swedish Research Council

! This was adopted by Humanistisk-samhéllsvetenskapliga forskningsradet [Swedish Research Council for
Humanities and Social Sciences] in March 1990 and was formerly used by the Swedish Research Council’s
Scientific Council for Humanities and Social Sciences.

2 PhD, Associate Professor, Research Integrity and Ethics Coordinator at Stockholm University, and Secretary
to the expert group for ethics at the Association of Swedish Higher Education Institutions.

3 The following external stakeholders have had the opportunity to present their views: The National Board

for Assessment of Research Misconduct, the Ethics Review Appeals Board, Formas, Forte, the Swedish Gene
Technology Advisory Board, the Young Academy of Sweden, and the expert group for ethics issues at the
Association of Swedish Higher Education Institutions.



1 Introduction

Research occupies an important position in today’s society. Independent research
of high quality generates knowledge, discoveries, and innovations that can lead to
improvements for humanity and create preparedness to address various societal
challenges. The research community has its own responsibility to make sure that
research is carried out according to good research practice, that is to say, the ethical
norms and practices that have been developed by research actors in dialogue with
the wider community. The framework set by these norms and practices is largely
codified in research integrity and ethics codes, legislation, and other regulatory
frameworks, which together contribute to describing what good research practice
entails.

This publication provides support for researchers and other stakeholders by offering
orientation in important ethical principles and rules, clarifying the expectations of
different actors, giving examples of questions that researchers should ask in relation
to their own research field, and providing guidance on ethical reflection in research.
However, it cannot be expected to give answers to all the ethical questions that may
arise in conjunction with research. It is the task of the researcher, together with
others in the research community, to seek these answers using this publication as a
starting point, but also using their own experiences and reflections.

Chapter 2 introduces the concept of good research practice and fundamental
principles and requirements, and discusses good research practice in relation to rule
compliance and research culture. Chapter 3 describes the responsibility of different
actors for complying with, safeguarding, and promoting good research practice.
Chapter 4 is about deviations from good research practice, and the Swedish system
for handling such deviations. Chapter 5 focuses on different types of risks that can
arise in research and safeguards that need to be taken, for example in relation to

the development and use of technology, and research that involves humans and
animals. Chapter 6 is about honesty, transparency, and responsibility in relation to
publication and communication. Chapter 7 focuses on openness in relation to good
research practice, for example access to science information. Chapter 8 provides
guidance on ethical reflection in the form of a guide and a number of illustrative
examples of ethical challenges. Chapter 9 includes a selection of research ethics
rules and actors in the Swedish system, as well as references and other resources

that can provide guidance in the work with good research practice.



Frameworks and foundations
for good research practice




2 Frameworks and foundations
for good research practice

2.1 What is good research practice?
2.1.1 The concept of good research practice

Good research practice can be understood as a collection of research integrity and
ethics requirements, or as the practice that arises when these requirements are
complied with. This is reflected in the following descriptions:

“The collective ethical criteria on how good research should be conducted can

. . . 4
be said to express what good research practice is.”

“Good practice in research is the moral practice that develops when the
different actors in research reflect critically on the research activities in

dialogue with the wider community.””

Good research practice is described in more detail in research ethics’ principles and
rules. They are based on more general ethical norms, but at the same time, they are
grounded in what is specific to research. Having knowledge about these principles
and rules, and reflecting on their application within one’s own research are both
fundamental for understanding what good research practice entails.

This publication describes good research practice, and is primarily based on the
European Code of Conduct for Research Integrity, better known as the ALLEA

* Good Research Practice, Swedish Research Council 2017, p. 17; see also Government Bill 2018/19:58, p. 99.
5 God sed i forskningen [ Good Research Practice], Swedish Government Official Reports.

¢ “Research ethics” will here be given a broad meaning that covers all the ethical questions raised in
conjunction with research (see Helgesson 2015, pp. 20-21). The term is sometimes used in a narrower sense
about things that have to do with consideration for and protection of those impacted by the research in various
ways, and is then sometimes contrasted against either “researcher ethics”, which is more about the researcher’s
relationship to the research task, or “research integrity”, which is often explained in terms of practices that
maintain trust in research.



Code.” The ALLEA Code is produced by the research community, covers many

of the most central aspects of good research practice, and is well established in
Sweden and Europe. It is intended to function as a basis for national and discipline-
specific guidelines’, and is supplemented in this publication with more in-depth
reasoning and descriptions of more specific rules and frameworks, including those
that apply for researchers working in Sweden. This publication thus simplifies the
implementation of the ALLEA Code’s general framework in a Swedish context,
even though it cannot claim to be comprehensive within all research fields.

2.1.2 The concept of research
The ALLEA Code also includes a description of research:

“Research is the quest for knowledge obtained through systematic study,
thinking, observation, and experimentation. While different disciplines may
use different approaches, they each share the motivation to increase our

understanding of ourselves and the world in which we live.””

This description is in line with the OECD’s definitions of research and experimental
development:

“Basic research is experimental or theoretical work undertaken primarily to
acquire new knowledge of the underlying foundations of phenomena and
observable facts, without any particular application or use in view.”

“Applied research is original investigation undertaken in order to acquire new
knowledge. It is, however, directed primarily towards a specific, practical aim

or objective.”

“Experimental development is systematic work, drawing on knowledge
gained from research and practical experience and producing additional

knowledge, which is directed to producing new products or processes or to

. . .. 10
improving existing products or processes.”

7 The English version from 2023 in particular. In some cases, we have used wording from the version from
2017, and from the Swedish translation from 2024. The wordings are not always copied word by word, and in
some places they have been modified to better serve the purpose of this publication. Unless otherwise stated, the
2023 version is referred to, and references are made to sections and items, or page numbers.

8 The ALLEA Code, p. 4.

° The preamble to the ALLEA Code.

1% These definitions are found in the “Frascati Manual”.



The ALLEA Code’s description of research is broad and inclusive, and is therefore
suitable as a basis for this publication — after all, the principles for good research
practice are applicable to all research, and apply irrespective of who is conducting
it." Generally, it is important to take into account the breadth and diversity of
research when different aspects of good research practice are discussed. Questions,
methods, materials, and publication traditions vary between different research
fields, but also within them. Research fields can also themselves be broad, varied,
and interdisciplinary, and therefore include many ways of working.

The definition of research included in the Ethical Review Act (2003:460) — which
delimits the area of application of this legislation (see also Section 5.3.2) —is also

based on the OECD’s definitions."”
w | w

The definition of research in the Ethical Review Act

Section 2 of the Ethical Review Act defines research as “scientific
experimental or theoretical work or observational research studies, if

the work or studies are carried out to acquire new knowledge, and/or
development work on a scientific basis, but not such work or studies that are
performed solely within the framework of higher education at the basic or

advanced level.”

Artistic research has not been considered to be included in the definition,
with reference to the fact that it differs from scientific research by being
based on artistic practice (Government Bill 2018/19:165, p. 18). However,
artistic research is a broad, varied, and interdisciplinary field that can
include both things that are covered by the definition of research in Swedish
ethical review legislation and things that are not; this can also apply in other
broad research fields that, for example, mix features from different types of

practices.

' The interpretation of the principles must, however, be adapted to different research fields.

12 Government Bill 2002/03:50, p. 90; Government Bill 2007/08:44, p. 19; Government Bill 2018/19:165, pp.
15-16. The OECD’s terminology is also used in the preliminary work to Swedish higher education legislation
(Government Bill 1992/93:1, p. 30).



2.2 Freedom, responsibility, and fundamental
principles for good research practice

Freedom of research — for research to be conducted freely — is a fundamental
precondition for it to be able to generate new knowledge and contribute to good

societal development. Research must be allowed to develop without undue influence,
and researchers must be free to choose and develop research questions, theories, and
methods, to collect material, and to publish results.” However, this freedom also entails
a personal responsibility to comply with, safeguard, and promote good research practice.
5

Freedom of research is protected by law

Chapter 2, Article 18, second paragraph of the Swedish Instrument of
Government (1974:152) states that the freedom of research is protected
according to rules laid down in law."* Chapter 1, Section 6 of the Higher
Education Act (1992:1434) includes general provisions stating that
academic freedom shall be promoted and safeguarded in the operation of
higher education institutions, and also that research problems may be freely
selected, research methodologies may be freely developed, and research
results may be freely published. Chapter 1, Section 3a of the same Act states
that the higher education institutions shall uphold academic credibility

and good research practice in the course of their operations. There is also a
reference to the provisions governing the responsibility of researchers and
research principals for good research practice included in the Act (2019:504)
on Responsibility for Good Research Practice and the Examination of
Research Misconduct (see Sections 3.1.1 and 3.2.2).

13 The ALLEA Code, p. 3 and Chapter 1, Section 6 of the Swedish Higher Education Act (1992:1434). The term
“result” (or “research result”) does not have an unambiguous meaning. Sometimes the term is used to designate
everything produced within research (including data, for example), but it is also used in a narrower sense,
corresponding approximately to “answers to research questions”. In this publication, the term is used in both the
narrow and the broad sense, depending on the context

14 The preliminary work to this legislation underlines that room for free thinking and free searching for
knowledge are preconditions for enabling research to contribute to societal development. At the same time,

it emphasises researchers’ own responsibility for good research practice, as well as higher education’s
responsibility for ensuring that the principles of research freedom are respected (Government Bill 2009/10:80,
pp. 191-193),



The ALLEA Code emphasises both the importance of freedom of research and the
research community’s own responsibility to maintain good research practice.” The
primary purpose of the Code is to help realise this responsibility and to serve the

research community as a framework for self-regulation.

The ALLEA Code shall also promote an ethical mindset, and it emphasises that
all stakeholders in the research community must take active responsibility for
observing and promoting good research practice.'® The code is based on the
following fundamental principles:

Reliability in ensuring the quality of research, reflected in the design, methodology,

analysis, and use of resources.

Honesty in developing, undertaking, reviewing, reporting and communicating
research in a transparent, fair, full, and unbiased way.

.. 17 . 18 :
Respect for colleagues, research participants ', animals ~, society, ecosystems,

cultural heritage, and the environment.

Accountability for the research from idea to publication, for its management and

. . . .. . . . . 19
organisation, for training, supervision and mentoring, and for its wider impacts.

These principles form the foundation for good research practice, and are intended
to guide individuals as well as organisations. What more specific requirements this
entails is described under separate themes in this publication, starting in the next
section.

15 The ALLEA Code, p. 3.

16 The ALLEA Code, p. 4.

'7 The ALLEA Code uses the term “research participants” for human research subjects. The Swedish version
of this publication uses the well-established Swedish term “forskningsperson”. In Sweden, “forskningsperson”
is defined in Section 2 of the Ethical Review Act as a living person on whom research is conducted. The
English terms “research participant” and “research subject” are both used as translations of the Swedish term
“forskningsperson”. In this publication we will only use “research participant”.

18 The version of the ALLEA Code published in 2023 added “research subjects” to this principle to reflect
research involving animals. In this publication, we use the term “animals” to clarify what is referred to. See also
the ALLEA document “European Code of Conduct for Research Integrity — Revised edition 2023: Feedback on
outcomes of the stakeholder consultation”.

19 The 2023 version added “societal” to underline the importance of the wider consequences of research.
However, here we have retained the previous, more inclusive wording, as these impacts may concern other
things than society, for example climate and the environment.



2.3 Some fundamental interests
and requirements

A fundamental aspect of good research practice is to satisfy different legitimate
interests. These interests can sometimes point in the same direction, but sometimes
they may conflict with each other, and then it is important to be able to find an
ethically reflected balance and prioritisation. Which specific interests that must be
taken into account and which requirements for good research practice this entails
vary between different research fields and situations. Here follows a description of
some interests that must always be taken into account, and requirements that apply
to all research.

The research interest is the interest of conducting important research of high
quality that leads to valuable knowledge. For research to fulfil its function at all,
and thereby be justified with reference to the research interest, it must be reliable,
in accordance with the ALLEA Code’s principle of reliability. This imposes the

following requirements on the research:

* The research must be free from undue interference and be conducted in a
competent and responsible way, such that it can be expected to provide correct
and relevant results that benefit relevant stakeholders.

» Research questions and methods shall be designed according to the state-of-the-art in
the relevant research fields, and in such a way that the questions can be answered
through the methods used.

* Research and materials (including data) shall be kept in good order: the research
shall be conducted, documented and shared in a well-considered and responsible
way.

» The research shall be presented in a truthful and well-founded way: reporting of
results and references to other research shall be done according to the standards
of the relevant research field.”

How well these and other requirements for good research practice are complied
with is crucial for the reliability and quality of research.’’

% The ALLEA Code Section 2.3, Items 1, 2, 5, and 6, and Section 2.5, Item 1.

21 This view is in line with what has been put forward in policy contexts at both the Swedish and the European
level. See, for example, Government Bill 2018/19:58 (pp. 11-14 and p. 95), and the European Council’s
Recommendation (EU) 2021/2022 on a Pact for Research and Innovation in Europe (ERA Pact), where
compliance with rules and practices for ethics and integrity is regarded as “the foundation of responsible and
trustworthy research, free from undue interference”.



The protection interest is the interest to protect those involved in the research

or are otherwise affected by it. The protection interest is superordinate and shall

be prioritised when it is weighed against other interests, including the research
interest. The research must not entail violations of fundamental rights or values, or
that humans, animals, society, the environment, the climate, or cultural heritage are
exposed to excessive or disproportionate risk or damage. This also applies when
they are only affected indirectly or through the wider consequences of the research
(see the ALLEA Code’s principles on respect and accountability). This means that

one must

 conduct the research with respect for fundamental rights and values, including
human dignity

* handle and minimise risks relating to the research, and weigh the risks against
the expected knowledge gain and any other expected values

 refrain from conducting research that entails that a reasonable protection level in

relation to the risks cannot be maintained.”

The protection interest has a special position in research ethics. It is dealt with in
more detail in Chapter 5 below, which also brings up more specific risks, interests,
and different regulatory frameworks aimed at satisfying different protection aspects.

The openness interest is an interest that has been increasingly emphasised in
recent years. It is about making the research and its results as accessible as possible,
which can contribute to promoting good research practice in many different ways
(compare the ALLEA Code’s principle of honesty). Like the research interest, the
openness interest must always be balanced against the protection interest according
to the principle “as open as possible, as closed as necessary”. This balancing, like

the openness interest more generally, is dealt with in more detail in Chapter 7.

The trust interest is about trust in the research and in those responsible for
conducting it, which is crucial for enabling research to remain free and fulfil its
function in society. The trust interest must not, however, be used as an excuse for
hiding irregularities, or unduly restrict the freedom to seek knowledge, as this
would be contrary to the fundamental principle of honesty and threaten the freedom
of research. For example, it is not acceptable to attempt to protect the reputation of
an organisation by refraining from drawing attention to and dealing with deviations

from good research practice, or to cover up or manipulate results that could damage

22 The ALLEA Code Section 2.4, Items 2, 3, and 4, and the principle of respect.



trust, and therefore threaten for instance commercial interests. On the contrary,
trust must be safeguarded by preventing such deviations and avoiding problematic

conflicts of interest.

What more specific interests do you need to take into account in your

research, and what requirements do you have to fulfil in order to satisfy these?

Can you describe an actual or possible situation where it has been or could have

been difficult to weigh and prioritise the different interests against each other?

How can the interests and requirements mentioned above be linked to the
ALLEA Code’s fundamental principles?

2.4 Rule compliance and planning

Good research practice includes complying with the rules that apply to the
research. Some rules are established in laws, ordinances, and other legally binding
regulations, and some of these set out requirements for special approvals or permits
for certain types of research. Examples of such regulations are contained in the
Ethical Review Act and the Animal Welfare Act (2018:1192). Several national
regulations are based on or have been adapted to EU directives, and there is also
legislation in the form of EU regulations. In many cases, the research ethics
regulations are based on international conventions.” There are also ethical codes
and guidelines that set normative standards but are not in themselves legally
binding, such as the ALLEA Code and the WMA Declaration of Helsinki.™

The ethical requirements that apply for research must be fulfilled even when they do not
directly follow from legally binding regulations. Those who conduct or are responsible
for research must know which rules apply, understand what they entail, and apply them
in a responsible way — this includes, among other things, ensuring that the required
permits and approvals are in place, and complying with their conditions.”

2 For example, the Swedish Act concerning the Ethical Review of Research Involving Humans (the Ethical
Review Act) is in many parts based on the Council of Europe’s Convention on Human Rights and Biomedicine
(the Oviedo Convention).

24 They can, however, be important in legal contexts as well. For example, the Swedish National Board for
Assessment of Research Misconduct often references the ALLEA Code in its decisions (see Chapter 4).

% The ALLEA Code Section 2.4, Item 1, and Government Bill 2018/19:58, p. 32.




The research should be planned in such a way that it can be conducted according
to the applicable rules without research quality being negatively affected. Such
planning at an early stage contributes to important ethical aspects being built into
the research from the start, which often has a positive effect on research quality

as a whole. The foresight provided by such planning facilitates the work, creates
better preconditions for maintaining good research practice, and reduces the risk
of being forced to make limiting adjustments at a later stage. If it is discovered too
late that a certain regulatory framework is applicable, the research may be made
more difficult, or even impossible, and in the worst case, violations may already
have occurred. Non-compliance with the rules can have serious consequences, both
in the form of damage of the kind the rules are intended to protect against, as well
as damage to trust, disciplinary sanctions, prohibitions, injunctions, or criminal

punishment. More on this can be found in Chapter 4.

The possibilities of planning and foresight are sometimes limited. Research is not
always carried out in project form with a long planning horizon, but can instead
emerge more organically, or need to be initiated quickly, for example when events
occur in the world around us, such as conflicts or pandemics, or when access to
specific study objects is only possible during a limited period. Research can also
be conducted in an exploratory way, and with methods and materials that make

it difficult to predict and describe in detail what is to be done. In such cases, the
researchers’ knowledge and experience are an important resource that can be used
both to produce forecasts for alternative outcomes when it is uncertain how the
research will progress, and also to prepare for research that may need to be started
at short notice. This can also create preparedness more generally for managing

ethical challenges, including those that are difficult to foresee.



When ensuring that the rules are complied with, it is, among other things, important
to remember that:

* One must stay up-to-date on laws and other regulations, codes, and guidelines.
Information about applicable rules is often available from the public agencies
responsible.

* Guiding decisions from courts or other public agencies can mean that rules are to
be interpreted or implemented in other ways than before.

* Which rules that apply can vary, depending on factors such as country, research
field, or organisation. This is particularly important to take into account when the
research involves several disciplines and organisations, or is conducted in several
countries.

» The regulations are not always comprehensive in relation to needs and
expectations. For example, there is research that needs to be ethically assessed
despite not requiring approval according to the Ethical Review Act or other
regulations.

+ It may be unclear how rules are to be interpreted (in particular when the
regulations are new or recently amended). This may mean that ethical or legal
support is needed.”

26 See Section 2.1 and Section 5.3.2. The fact that the research is not covered by the Ethical Review Act’s
requirement for approval also means that it cannot be reviewed in accordance with this law.



Chapter 9 has information about, among other things, responsible public agencies,
different regulations, and resources.

Requirement for rule compliance for recipients of grants from the

Swedish Research Council

Many research funding bodies set research ethics requirements for the
research that they fund. One of the terms and conditions for Swedish
Research Council grants is that the research must be conducted according
to good research practice and comply with applicable regulations.
Responsibility rests both on the researcher and the research principal

who is administrating the grant (the administrating organisation). The
responsibility includes ensuring that the permits and approvals required have
been obtained before the research begins, such as permits from the Swedish
Medical Products Agency or approval from the Swedish Ethical Review
Authority or an animal ethics committee. If the terms and conditions are not
complied with, the Swedish Research Council may decide to terminate the
grant. Further information about this is available on the Swedish Research

Council’s website.

Permits and approvals do not normally need to be in place when the grant
application is submitted to the Swedish Research Council, but the researcher
must state in the application whether the research requires any permits or
similar, and, if so, describe the plan for obtaining them. This part of the

application is intended to ensure the feasibility of the research.




What rules do you need to take into account in your research? Is it in any

respect unclear what the rules entail?

Do you feel that conflicts may arise between different rules or principles?

If so, how will you handle them?

What support is available to you within your organisation to ensure

that you comply with the rules?

Is there a lack of guidance in any important areas, and if so, how could
this be addressed?

What may the consequences be if you do not comply with the rules

relevant to your research?

2.5 Good research culture

An important part of promoting good research practice is to establish and maintain
good research culture within research groups, research environments, research fields,
organisations, and the research community as a whole. A research culture where good
research practice becomes a natural part of the day-to-day work contributes to creating
good research habits. This creates preparedness to handle problems and negative
incentives in an adequate way, and it also contributes to preventing both undue
interference from the outside and problematic practices within the research community.



For researchers to comply with good research practice is at the same time a
precondition for good research culture, as it is based on researchers’ behaviour,
together with norms, values, and expectations.”’ Researchers shall be aware of and
fulfil the responsibility for good research practice that comes with the researcher
role (see Section 3.1). They shall act in a careful and judicious way, and contribute

to promoting good research culture, for example by

+ reflecting on ethical issues and challenges arising in connection with research
(see Section 3.1.2 and Chapter 8)

* leading by good example

 supporting colleagues and engaging in discussions about good research practice

* contributing to a work and discussion climate that allows for raising setbacks as
well as successes, and where openness and well-founded critical questioning are a

natural part of the work and the collegial conversation.

Other central factors are work environment, organisation culture, power
relationships, rules, systems and incentive structures, which means that more actors
than just the individual researcher must contribute to establishing and maintaining
good research culture (see Sections 3.3 and 3.4). Like research ethics, research
culture is dynamic, thus maintaining a good research culture does not mean keeping
it constant over time. It is rather about developing it in a way that promotes good

research practice and other fundamental values within the context in question.

Good research culture is referred to in various ways in other parts of this
publication, for example when it comes to researchers’ and research principals’
responsibility for good research practice (Chapter 3), and in relation to preventing

deviations from good research practice (Chapter 4).”

27 See the UK’s Royal Society’s description of research culture.
28 The central role of research culture is also emphasised in the ALLEA Code, p. 16 and Section 2.1.



What is the research culture like in the contexts in which you work? What
improvements would be needed? How can you yourself contribute to good

research culture?

How important are respect and trust between researchers for the research culture,
and how does this relate to the need for critical questioning? In what situations

should you question your research colleagues, and how should you do this?

How can good research culture be established and maintained when research
is conducted in contexts that do not consist of purely academic research

environments, for example in industry, healthcare, or schools?

2.6 Responsible use of resources

Good research practice includes using research funding and other resources in a
correct and responsible way.” It is part of showing respect for colleagues, society
and research participants, and contributes to safeguarding trust in research. This
is particularly important for research funded through public funds, and for state-
owned research principals there is a requirement that they must use state funds
wisely.” When it comes to external funding, there are often terms and conditions
that regulate the use of the research funding awarded.”

Use of funding from the Swedish Research Council

According to the Swedish Research Council’s general terms and conditions
for funds awarded to research and research-supporting activities, the funding
must not be used for costs that are not directly related to implementing the
activities as described in the application. A precondition for the Swedish
Research Council’s decision to award funding is that the administrating
organisation (research principal) or applicant has not already received or will

receive other funding for the same costs and purpose.

2 The ALLEA Code Section 2.3, Item 4, and the principle of reliability.

30 See Chapter 1, Section 3 of the Budget Act (2011:203), and Section 3 of Public Agency Ordinance
(2007:515). See also Den statliga virdegrunden — gemensamma principer for en god forvaltning [the State’s
core values], p 30.

31 See, for example, the Swedish Research Council’s requirements and terms and conditions on the Swedish
Research Council’s website.



What responsible use means in detail varies depending on the type of resources
involved. In general, the strive must be to maximise the value of and benefit from
the research. This also includes purely scientific benefit, so such a principle does
not mean that all research must be of immediate societal benefit. On the other
hand, it must be of high quality, reliable, and disseminated in such a way that it
reaches those who are to or may benefit from it. When it comes to research with the
potential of being of great benefit to individuals or society, researchers and other
actors are regarded as morally obliged to ensure that this also happens, in particular
when the individuals are vulnerable or the societal problems are serious (however,
the protection interest must always be considered). Conducting research that
entirely lacks potential for generating either knowledge or benefit is not in line with
good research practice, as this would waste time and resources, and could lead to
unnecessary damage, risks, and suffering.

Researchers and research principals should strive for a reasonable balance between
resource consumption and benefit in order to, as far as possible, avoid the use

of more resources than what is necessary in order to carry out the research in a
responsible and reliable way. What is “necessary” is not always obvious, so it is
necessary to find judicious and defensible balances. All resource consumption should
be well considered and well adapted to the purpose of the research. This includes
taking into account society, cultural heritage, the climate, and the environment, in
accordance with the ALLEA Code’s fundamental principle of respect.”

Do you believe that research in your research field realises its beneficial

potential to a reasonable extent? If not, what improvements could be made?

Do you think that research funding and other resources are used for things

that are not really needed? If so, for what, and what can be done about this?

32 One example of more specific guidelines in this respect is the Marie Sktodowska-Curie Actions (MSCA)
Green Charter.



Responsibility for good
research practice




3. Responsibility for good
research practice

3.1 The researcher’s responsibility
3.1.1 Individual responsibility for the research

The role as researcher entails a particular scientific responsibility for one’s own
research. This responsibility includes complying with good research practice, according

58

to the frameworks, foundations and requirements dealt with in this publication.

The researcher’s statutory responsibility for good research practice

Section 4 of the Act on Responsibility for Good Research Practice and the
Examination of Research Misconduct states that the researcher is responsible

o 0 o . - 33
compliance with good research practice in their research.

According to the preliminary work for the legislation, this provision shall
be seen above all as a clarification of the responsibility that researchers

have according to codes and custom. It also states that those who, by

law, are to be regarded as researchers are those who are pursuing or have
completed third-cycle higher education and are taking part in the conduct of
research. It also points out that good research practice means, among other
things, not violating any legislation or recognised research ethics norms,
and that the researcher’s own reflections on their project must be based on
both knowledge of the content of laws and codes, and on their own moral

judgement.”

“Researchers” refers to persons who have scientific responsibility for the research,
usually researchers with doctoral degrees, and doctoral students. However, research
tasks can also be carried out by others, and it can then also be reasonable to consider

3 The Act is applicable to research carried out by public research principals and certain private actors (Section
3); see Section 4.2.1.
3% Government Bill 2018/19:58, p. 32.



these other persons as “researchers” in some respect, even if the tasks are carried
out under supervision of the scientifically responsible researcher. This might apply
to students taking part in conducting research, or persons taking part in co-creating
research projects through citizen science or user participation.” In some types of
research, it is common for persons with specific competence and experience from
other activities to participate as co-researchers, without being doctoral students or
having doctoral degrees.

However, this does not mean that students, co-researchers, citizen scientists,
doctoral students or others participating in the research have (or should be given)
the same responsibility as researchers with doctoral degrees. Researchers with
doctoral degrees and more senior researchers are expected to have a completely
different capacity for taking responsibility for good research practice than persons
who wholly or partly lack third-cycle education. For this reason, certain research
tasks should be reserved for those who have this competence, in particular when
the research is associated with risks for those who conduct, are involved in, or may
be affected by the research. When it comes to doctoral students and other students,
the supervisor (and education provider) has great responsibility for the choice of
research questions and methods, and for providing guidance when conducting the
research tasks.* The research should always be conducted under supervision by a
scientifically responsible researcher with the relevant competence.

The requirement to follow good research practice applies to all parts of the
research, irrespective of who conducts it. This means that everyone who takes part
in conducting it has a certain individual responsibility to ensure compliance with
this requirement. The scientifically responsible researcher must therefore ensure
that all those involved receive information about (and when necessary training in)
good research practice, and also clarify the expectations and the responsibility that
follows from the roles and the tasks they have assumed or been allocated (see also
Section 3.3).” In addition to those mentioned above, this might refer to technical
and administrative personnel, leaders and personnel in collaboration organisations,
consultants from private companies, persons or organisations employed to carry
out surveys or transcriptions, or who contribute to disseminating the research in

different ways.

35 Co-creation here refers to researchers and persons who are not researchers producing new knowledge
together through research. When these persons are part of the general public, this is a form of citizen
science; when they represent patients or other specific interest groups, it is a form of user participation. See
Medborgarforskning — en kunskapséversikt [Citizen research — a knowledge overview], p. 9.

3¢ See also Government Bill 2007/08:44, p 20.

37 The ALLEA Code Section 2.4, Item 5.



Scientific responsibility for research funded by
the Swedish Research Council

It is the project leader™ who is scientifically responsible for research funded
by the Swedish Research Council. The responsibility includes ensuring

the research activities are conducted according to the application and

the research plan, and that it complies with good research practice and
applicable regulations. The scientific responsibility cannot be transferred to

anyone else without the Swedish Research Council’s approval.

3.1.2 Following good research practice

Researchers must acquire the knowledge and the abilities needed to follow, promote,
and safeguard good research practice. This can be done through education, experience,
continuous discussion of research ethics issues and challenges, and by actively

contributing to the promotion of good research culture.” Researchers must have

* good knowledge of frameworks and foundations for good research practice,
including research integrity and ethics principles and rules

+ the ability to apply principles and rules in practice and with regard to different
legitimate interests and requirements

» good professional judgement

» good research habits

+ the ability to resist temptations and undue interference

* the ability to handle ethical challenges.

The ability to handle ethical challenges, in turn, requires the ability to reflect on
ethics. This includes, among other things, the ability to discuss the following issues

in an informed and well-considered way (see also Chapter 8):

* What interests must be weighed in?

* What principles and rules apply, and what more concrete requirements do these
entail?

* What are the alternative actions, and how are they limited by principles, rules

and practical circumstances?

3 To be awarded research funding from the Swedish Research Council, the researcher — project leader — shall
have a doctoral degree (except for certain calls in artistic research).

3 The ALLEA Code Section 2.2, Item 4.



* What consequences can the alternatives be expected to result in, in the short and
long term, for the research and for those affected by it?

* Are any risks outweighed by expected knowledge gains and other values?

* What consequences are to be preferred, based on the principles, interests and
requirements that are relevant to the context?

* How should any conflicts between different principles and interests be handled?

Researchers are not expected to answer all questions and handle all challenges
entirely on their own. However, they are expected to be sufficiently well orientated
in the relevant principles, rules, and requirements, and sufficiently well aware

of their own limitations, to realise when they need help from others, such as
colleagues, mentors, and support functions. When it comes to doctoral students,
the primary responsibility rests with the supervisor and education provider. Senior
researchers, research leaders and supervisors also have a particular responsibility to

lead by good example and to exercise good mentorship.*’

The requirement for good research habits means that good research practice must
be followed also when it comes to things that are done more or less as a matter

of routine or without reflection, and where the challenges perhaps do not always
emerge in an obvious way. Researchers must therefore be schooled in sound
research practice, permeated by fundamental scientific and ethical values, so that
good research practice becomes a natural part of the daily work. This is a central
part of promoting good research culture, and contributes to better preparedness for
handling ethical challenges — including unexpected ones — and for preventing them
from arising in the first place.

40 The ALLEA Code Section 2.2, Item 3.



What are the more specific starting points for good research practice in
your research field, and how can they be related to the more general starting

points brought up in this publication?

What recommendations and guidelines in your area can be of help when it

comes to creating good research habits and handling ethical challenges?

What types of pressures, temptations and influences do you risk
encountering in your research? How can you and others contribute to

handling these in a good way?

3.1.3 Acting responsibly in different roles

Researchers often act in different roles and functions outside their own research, for

example as

* teacher, supervisor, or mentor

» academic leader or administrator

+ expert reviewer when assessing applications and manuscripts

+ editor at a journal or publisher

* member of councils, committees, academies, or research ethics review bodies

* lecturer/speaker in non-academic contexts

» expert, for example in media, governmental inquiries, or development work in
other operations

* entrepreneur or business owner

* political actor

» engaged in various non-profit organisations or questions relating to areas such as

society, the environment, the climate, or human rights.

The researcher’s knowledge and skills can be of great benefit in all these contexts,
and contribute to maintaining central functions in academia and society as a whole,
provided the roles are handled in a responsible way. What this entails varies from
role to role, but the researcher must always be transparent when it comes to conflicts
of interest, financial interests, and dependencies.




When it comes to roles outside of academia, researchers must

* be clear about their roles, for example whether they are speaking as an expert in a
specific field or representing a specific organisation or a specific interest

* Dbe clear about what research expertise they have, and only act as experts in areas
in which they are competent

* act judiciously in relation to possible consequences, for example how their
actions may impact on operations, opinions, policy, or decision-making

 safeguard the trust they enjoy as researchers, and not lend legitimacy to ethically
problematic activities or anything that lacks support in science.

In academia, there is reason to pay particular attention to the role as supervisor
of doctoral students or students who take part in conducting research.”' The
relationship between supervisor and doctoral student/student shall be characterised
by professionalism and mutual respect. In the supervisor role (as in the teacher
role), researchers have a special position of power that must not be abused. The
supervisor’s responsibility includes leading by good example and providing
guidance® as well as clarifying how ideas and materials from collaborations and
discussions may be used.* The responsibility also includes ensuring that the
doctoral student or student receives information, training, and guidance on good
research practice, including research ethics principles and rules.* At the same
time, doctoral students or students have individual responsibility to follow the
supervisor’s example and instructions (as long as these align with good research

practice) and to acquire such information and training.

4 Ensuring that doctoral students receive good supervision is pointed out as part of the research principal’s
overarching responsibility in a Government bill (Government Bill 2018/19:58, p. 102). See also Section 3.2.2.

4 The ALLEA Code Section 2.2, Item 3.
4 The ALLEA Code Section 2.7, Item 4.

# This is also part of the research principal’s overarching responsibility (see Section 3.2.2), and compare with
the ALLEA Code Section 2.2, Items 1 and 2.



Several of the other roles are addressed in other parts of this publication, for
example in Section 3.4.3 on peer review. There are separate guidelines for some

of the roles, for example the publication ethics guidelines aimed at reviewers,
editors, and publishers issued by the Committee on Publication Ethics (COPE), and
the Swedish Association of University Teachers and Researchers’ (SULF) ethical
guidelines for university teachers, where different roles and functions are brought

up, including teacher/supervisor and administrator/leader.

What different roles do you have, and how do you handle them in a

responsible way?

How to you relate to the fact that entirely different “rules of the game” may

apply in contexts outside academia than within academia?

3.2 The responsibility of the research principal
3.2.1 Organisational responsibility and allocation of responsibility

The research principal — the organisation within which the research is conducted®

— has a central role in relation to ensuring compliance with good research practice
within the organisation. The research principal shall promote awareness of and
knowledge about research ethics issues and create an environment that is free from
undue interference and gives researchers the opportunity to work independently and
in accordance with good research practice.’ At the same time, all researchers in the
organisation — irrespective of career stage — have their own responsibility for using
the support, information and training offered, and to act on the knowledge that they
can be expected to obtain through this."’

4 A research principal can also be a physical person, but it is usually a higher education institution, a region, a
research institute, or some other organisation conducting research.

4 The ALLEA Code Section 2.1, Items 1-3.

47 The ALLEA Code Section 2.2, Item 4.
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The research principal’s statutory responsibility for good research practice

Section 5 of the Act on Responsibility for Good Research Practice and the
Examination of Research Misconduct states that the research principal

has overall responsibility for ensuring that the research is carried out in
accordance with good research practice.” This section is intended as a
clarification of the provisions of the Higher Education Act, which states that
governmental higher education institutions shall safeguard the credibility of
research and good research practice, and that their activities shall be adapted
to ensure high quality of education and research is achieved (Chapter 1,
Section 3a, first paragraph, and Section 4, first paragraph).” In conjunction
with the legislation coming into force, a provision was introduced in the
Higher Education Ordinance (1993:100), stating that higher education
institutions shall ensure personnel can get advice and support on issues

relating to good research practice (Chapter 1, Section 16).

All individuals within the organisation also have a responsibility to, within their
roles, contribute to the promotion of good research practice, both by keeping
themselves informed and acting in a responsible manner, and by creating good
preconditions, for example through the design and implementation of policies and
rules. In addition to researchers, this also applies to persons in leadership positions
at different levels, investigating and supporting bodies, scientific ombudspersons,
and administrative support functions. Tasks that entail special responsibilities for
good research practice should be delegated clearly and as far as possible rest on
persons and functions that work close to the research environments.

What is the allocation of responsibility like in your organisation? Is it
clear? Are responsibilities allocated to the right persons or functions? Does

everybody take their responsibility? What improvements could be made?

* The Act is applicable to research carried out by public research principals and certain private actors (Section
3); see Section 4.2.1.

¥ Government Bill 2018/19:58, p. 95.



3.2.2 Promoting good research practice within the organisation

In addition to generally promoting good research practice and fostering good
research culture, the research principal’s overarching organisational responsibility

includes

 ensuring that there are clear guidelines and procedures regarding good research
practice, including correct, legally secure, and transparent management of
suspected violations and support to those involved™

* ensuring that doctoral students receive good supervision and that researchers
and others involved receive support, training, and guidance in relation to good
research practice’’

 ensuring that everyone within the organisation is aware of the relevant guidelines
and regulations™

 ensuring that there are procedures for information, follow-up, and control of
issues relating to ethical review and other regulations™

 together with other actors, ensuring that there are appropriate infrastructures for
managing data and research materials in a way that ensures an adequate level of
protection, reproducibility, traceability, accountability and the possibility of open
access.”

+ offering particular support to researchers exposed to threats and ensuring that
whistleblowers are protected in accordance with applicable regulations and
guidelines.”

Educational and information initiatives should be recurring features and be
supplemented with permanent support resources. Support resources should be
designed based on a holistic perspective on good research practice, and not just

focus on complying with individual regulations or principles. In this way, better
preconditions are created for providing adequate support on issues relating to good
research practice, where the challenges often concern finding a coherent understanding
of the sometimes complicated whole of principles, regulations, and ethical
considerations. The details of the way the support resources are designed vary between
organisations. They may, for example, have scientific ombudspersons, advisory bodies,
or support functions for good research practice within the central administration.

30 The ALLEA Code Section 2.1, Item 4.

31 The ALLEA Code Section 2.2, Items 1 and 2, and Government Bill 2018/19:58, pp. 33 and 102.
52 The ALLEA Code Section 2.2, Item 2, and Government Bill 2018/19:58, p. 65.

53 See Government Bill 2018/19:165, p. 65.

% The ALLEA Code Section 2.1, Item 6.

55 The ALLEA Code Section 2.1, Item 5. See also Section 4.1.



Organisational responsibility for research funded by the Swedish

Research Council

The administrating organisation (research principal) is responsible for
ensuring there is a fit-for-purpose organisation, including personnel and
other resources, so that the research awarded funding can be implemented.
The administrating organisation and the scientifically responsible researcher
both share responsibility for ensuring that the permits and approvals required
have been obtained before the research is started, and that the research is
conducted according to good research practice. Aspects such as ensuring
there are no commercial ties that affect the objectivity, independence, or
openness of the research are the administrating organisation’s responsibility,
and shall be clarified with the researcher already when the application for

funding is submitted to the Swedish Research Council.

Organisations that have been approved as administrating organisation to
receive research grants from the Swedish Research Council are usually
Swedish higher education institutions. Other organisations may also be
approved if part of their mandate is to conduct such research or research-
supporting activities that the Swedish Research Council is mandated to fund.
This category includes organisations such as regions, other Swedish public

agencies with research mandates, and certain research institutes.

What support resources are offered by your organisation? Are you clear
about where you can turn to with questions? Do you use the support

resources offered?

How can the organisational responsibility vary between different types of

research principals?

Are there particular challenges for organisations that do not have research as

their principal task? If so, how does this affect the situation for researchers?




3.3 Responsibility in engagement
and other collaborations

3.3.1 Engagement and other research collaborations in general

In research collaborations, all partners shall take responsibility for maintaining

good research practice, even if scientifically responsible researchers and research
principals have a particular responsibility.”® To clarify each partner’s responsibility,
you should make sure right from the beginning that everyone is clear about the forms
for the collaboration, including goals, implementation, safeguards, communication,
information security, data management planning, publication, and accessibility.” The
forms may, however, need to be adapted during the course of the collaboration. The
following should also be defined and made clear

* what principles and rules will be applicable
* issues of ownership and responsibility for material (including data), and how the
participants’ intellectual property rights are to be protected

« how conflicts and any deviations from good research practice are to be dealt with.™

This is particularly important for international collaborations and interactions
between different types of organisations, as principles, regulations, and cultures

may differ (see Sections 3.3.2 and 3.3.3). For example, not all research principals

are governed by the same rules relating to research misconduct and other deviations
from good research practice (see Chapter 4). When the research involves co-

creation through citizen science or user participation, the scientifically responsible
researcher may need to take specific measures to ensure the safety and integrity of the
participants, as well as consider how their subjective perspectives and interests can

impact on the reliability of the research.”

To ensure that everyone can take their responsibility and to avoid conflicts, all parties
in the collaboration should be kept informed and involved in different decisions

in suitable ways, for example when it comes to participation in the research and
authorship. Agreements and contracts must be in line with the applicable guidelines

% The ALLEA Code Section 2.6, Item 1.
57 The ALLEA Code Section 2.6, Items 2—4.
8 The ALLEA Code Section 2.6, Item 3.
% The ALLEA Code Section 2.4, Item 5.



and regulations in areas such as rights to and use of data and results.”” They shall also
reflect the actual allocation of responsibility and what is actually done by different
parties in the collaboration. It must also be ensured that there are no ties that threaten

the independence, objectivity, and openness of the research.

Issues relating to ownership of and influence on the research are particularly
important to raise when the collaboration is done as contract research, that is,
research carried out at a research principal on behalf of an external actor who is also
funding the research. The assignment should always be clearly regulated in a contract
that gives the researchers the greatest possible freedom to choose research methods
and theories, and to publish and communicate the results, even if they should turn out
to diverge from the expectations or wishes of the external assignment provider.”' This
should also be in the interest of all serious assignment providers, as it is reasonable

to assume that the demand for scientific reliability and credibility is the reason why

researchers have been given the assignment in the first place.
3.3.2 International collaborations

For international collaborations, the regulations of several different countries may
need to be complied with, and there may be cultural, financial, and other differences
that the parties need to take into account. The researcher and the research

principal must determine which ethical principles and rules apply for the specific
collaboration, and plan the research in accordance with these, together with the
other parties.

The parties in the collaboration must take into account differences between the
preconditions of different countries and actors, and strive for a relationship that is as
equitable as possible. According to the TRUST Code — A Global Code of Conduct
for Equitable Research, research in low income countries should be anchored
locally and be adapted to the existing conditions, for example in relation to culture,
traditions and knowledge levels. In such collaborations, special emphasis should
also be placed on ensuring that the benefit generated by the research is shared by all
parties to a reasonable extent.”

% The ALLEA Code Section 2.5, Item 6.

¢! The opportunities to publish or otherwise disseminate information about the research may, however, be
limited according to applicable regulations.

2 There are specific regulations governing the allocation of benefits from genetic resources; see Section 5.5.



The concept of “responsible internationalisation” is used in connection with
challenges that may arise in collaborations with researchers and organisations

that differ from Sweden in terms of scientific or political systems, culture, and
regulations. Fundamentally, it is about opportunities for international collaborations
that can strengthen research quality being utilised responsibly, which means that
important interests — including national interests — are protected. In order to make
reliable assessments in this area, researchers and research principals need to have
sufficient knowledge about potential collaboration partners and their context, for
example in relation to geography, culture, politics, and legislation. The Swedish
Foundation for International Cooperation in Research and Higher Education (STINT)
and the Association of Swedish Higher Education Institutions (SUHF) have produced
developed support documents that can be used in international collaborations.*

What types of international collaboration occur in your research?

What ethical issues and challenges do these collaborations raise?

3.3.3 Engagement and other collaborations with societal actors

The need for clear allocation of responsibility may need to be particularly recognised
when research is done in interaction with other organisations in society, such as care
providers, schools, companies, cultural institutions, or non-profit organisations.
Everyone involved must have a clear understanding of the relevant principles and rules,
and share a common view on the ethical mindset. In some contexts there are specific
collaboration rules that must be complied with, such as with health and medical care,
and with industry.” Any differences between the organisations in terms of knowledge-
related and practical preconditions, applicable regulations, and professional ethics
principles must be recognised and discussed already at the planning stage. Including
co-researchers from other organisations can also raise issues about responsibility and
authorship in scientific publications. A significant responsibility rests on the scientifically
responsible researcher and the research principal, but representatives of the other
organisations must also assume their parts of the responsibility for ensuring that both the
research and other activities can be carried out in a safe and fit-for-purpose manner.

% Recommendations to higher education institutions on how to work with responsible internationalisation
(STINT), and Global Responsible Engagement: Checklist (SUHF).

& Overenskommelse om samverkansregler for den offentligt finansierade hilso- och sjukvdrden, likemedelsindustrin,
medicintekniska industrin och laboratorietekniska industrin [ Agreement on collaboration regulations for publicly
funded healthcare, the pharmaceutical industry, medical devices industry, and the laboratory devices industry.]



It is also important to take responsibility for how the research impacts the
organisation beyond the primary research object. For example, a teacher or a
nurse may, as a consequence of participation in a research project, get an increased
workload over a certain period, which must be taken into account in the joint
planning of the project. The total workload may also become greater than foreseen
when the project was planned. Individuals in the project who cannot influence the
extent of their participation may then feel obliged to participate, even though they
might want to drop out. Representatives from the different organisations must
take joint responsibility for ensuring that there are structures for managing this
type of problem, maintain a continuous dialogue during the course of the project,
and be prepared to change the design of the project if needed. Researchers should
pay attention to any conflicts, problematic power structures or other problems
within the other organisations that may lead to or reinforce negative effects on the

organisation, the research, or the individuals involved.

Sometimes, the perspectives of the different actors may lead to differing approaches
to ethically relevant issues, for example if

* itis in the other party’s interest to communicate the research in a way that the
researcher and the research principal consider inappropriate from a research
ethics perspective

 surveys are carried out wholly or partly by companies or non-profit organisations
that usually carry out surveys for purposes other than research, and that normally
do not obtain consent of the type required to live up to the ethical standard of the
research field in question (see Section 5.3.3)

» researchers participate in different types of development projects together with
other actors, where data is also to be used in research, which may mean that rules

that normally do not apply for such development work become applicable.



In such cases, it is the responsibility of the researcher and research principal to
ensure that good research practice is maintained, even though this might complicate
the process.

What type of actors are involved in engagement and other forms of

collaborations in your research field?

Do you have adequate knowledge about the guidelines and regulations that

apply for engagement and other forms of collaborations with these actors?

What challenges can you see in the forms of engagement and other
collaboration activities that are relevant in your research field? How do you
handle these?

3.4 Responsibility at the system level
3.4.1 Individual and joint responsibility

The preconditions for conducting research and maintaining good research practice
are affected by different types of structures and systems. These constitute a complex
and overarching whole that no individual actor can entirely control on their own. At
the same time, researchers and research principals are part of these systems, and can
therefore themselves, in various ways and to various extents, contribute to ensuring
they are working and developed as needed, together with other actors, such as

funding bodies, editors, publishers, public agencies, and other organisations.”

Each individual actor has their own responsibility within the framework of their
role and their task to act in a way that benefits the purposes of the systems, but there
are also issues where joint responsibility from an overall perspective is necessary.
A central part of this joint responsibility is that there is dialogue between the
different actors, and that all actors are open to collaboration and, when required, to
make or advocate for changes. The Swedish Research Council regards promoting
constructive discussions about good research practice as an important part of

its mandate, but other actors, including established networks and collaboration
organisations, also have an important role to play in this.

% The ALLEA Code, p. 3-4, and throughout in the Code’s descriptions of good research practice.



3.4.2 Incentives, structures, and regulations

The preconditions for research are affected by different types of power and
dependency relationships that apply, both in academia and in society as a whole.
These systemic factors are overarching and complex, and the actors involved need
to find ways for jointly counteracting them having a negative effect on research
culture. Elements such as competition, which is a natural part of the research
world, can be a positive driver, but can also constitute a risk factor with potentially
negative impact on good research practice. Here, a balance is needed with other
incentives that promote a research culture characterised by good research practice,
and with clear boundaries for what is acceptable. It is also important to remember
that researchers can never disclaim their own individual responsibility, even if they
are exposed to negative influences (see Section 3.1.2).

How the systems for academic meriting, evaluation, and review function are of
central importance. All actors in these systems — including researchers and research
principals — have a responsibility for contributing to sound incentive structures.
One part of this is that actors base assessment criteria and assessment practices on
quality principles that do not exclusively focus on quantitative indicators, but rather
use them as a support, and in a responsible way.”

% The ALLEA Code Section 2.8, Item 6 and the commitments that are included in the agreement within the
Coalition for Advancing Research Assessment (CoARA), which recommends that assessments shall be based
on qualitative evaluations through peer review, and that quantitative indicators shall be used in a responsible
manner.



The incentive structures also include how research ethics rules and guidelines at
different levels are designed, interpreted, and implemented, and how the systems
created to promote different aspects of good research practice function. Here, within
the framework for their respective roles and tasks, all actors have a responsibility to

contribute to ensuring the systems work, and to draw attention to any need for changes.

The Swedish Research Council’s role and responsibility as a funding body

The Swedish Research Council’s primary mandate is to support research of the
highest quality. A fundamental aspect of research quality is that it in all parts is
carried out in accordance with good research practice, which is a requirement
for the research funded by the Swedish Research Council. Already at the time
of application, the researcher must consider ethical aspects of the planned
research, and both reflect on ethical issues raised in conjunction with the
planned research (such as different types of risk, problems, and challenges), and
also describe how the research is affected by various legal regulations.”’ Ethics
in research is, in this way, a natural part of the information on which the quality
assessment is based. It is also part of fulfilling the Swedish Research Council’s

specific mandate to initiate ethical issues being considered in research.

The Swedish Research Council’s peer review shall contribute to good
research culture. According to the Swedish Research Council’s guidelines,
the researchers who review applications shall take ethical aspects into
account in their overall quality assessment. The assessments shall be
characterised by subject expertise, objectivity, equal treatment, openness,

transparency, and integrity — central aspects of good research practice.”

How are you, your colleagues, and your organisation affected by differing

demands and incentives? How do you handle this?

How can you and others contribute to improving the situation?

What organisations and networks can you use to discuss problems, maintain

a dialogue with other actors, and propose improvements?

\. J

7 See also Chapter 8.
% This is shown in the Swedish Research Council’s principles and guidelines for peer review.



3.4.3 Peer review

Peer review is a fundamental part of many of the research community’s systems,
and researchers themselves bear significant responsibility for how well these
systems work. Peer review is, for example, crucial for ensuring that the research is
of sufficiently high quality to allow publication in scientific journals and similar.
However, it must not be expected to constitute a guarantee that the research is

free from errors in all respects, and does not absolve the researcher from their
responsibility for the research. Researchers and other actors shall

» make sure that the journals they deal with live up to established requirements for
peer review

 avoid supporting or using journals and publishers that set aside such
requirements.”

Peer review is also used in conjunction with PhD defences, recruitment and
promotion matters, and applications for research funding, where researchers take
on assignments as opponents or external or internal reviewers, or as members of
panels, committees, scientific councils, and similar. Researchers also contribute
important competences in their roles as members of other types of review bodies,
such as the Swedish Ethical Review Authority’s departments and the regional
animal ethics committees, even if these bodies are led by lawyers and also include
representatives from the general public.”’ All these systems are fundamentally based
on peer review, and researchers’ contributions are therefore crucial for maintaining
trust in these systems, and are preconditions for their function. It is therefore
important that researchers are recognised and rewarded for their efforts.”

Researchers’ participation in reviews must be characterised by honesty and

+ their assessments must be well-founded
+ they must declare any conflicts of interest
* they must refrain from taking part in both the process and decision-making when

. . . 72
there is a risk of undue influence.

% The ALLEA Code Section 3.1.

70 Further information and links are found in Section 9.2.
' The ALLEA Code Section 2.8, Item 1.

72 The ALLEA Code Section 2.8, Items 1, 2, and 3.



Just as it is generally unacceptable to steal the work of others, it is of course

unacceptable to use others’ ideas, data, and interpretations presented in applications

. . .. .. 73
or manuscripts without permission and proper recognition.

Peer review — the basis for the Swedish Research Council’s

quality assessment

The Swedish Research Council considers peer review to be a central guarantor
of scientific quality, both in the research community as a whole and within the
Council’s own organisation. The Swedish Research Council’s peer review
process includes researchers who contribute with their subject expertise in their

respective areas.

The Swedish Research Council’s principles for peer review shall ensure that the
collegial review is carried out within the framework of sound review culture, and
that the assessment of applications is done by subject experts with documented
high scientific competence, based on relevant documentation and clear quality
criteria. The Swedish Research Council assumes that the researchers comply
with good research practice in the assessments. The expert assessment shall

be characterised by honesty, and any conflict of interest shall be reported and
handled according to the applicable rules for managing conflicts of interest.
Contents of applications, both scientific and otherwise, must not be disseminated
to third parties, nor must they be abused or used for the reviewer’s benefit.
Information on the application assessment process is available on the Swedish

Research Council’s website.

Do you feel that the various review systems work within your research field?

If not, what could be done to improve them?

How do you yourself contribute to maintaining or improving the quality

within the various review systems?

73 The ALLEA Code Section 2.8, Item 5.
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4 Deviations from good
research practice

4.1 Causes, consequences
and preventive work

Deviations from good research practice can be of different types, and have different
explanations. They can often be traced back to shortcomings in the research culture
and the researcher’s abilities, such as ignorance, carelessness, poor research habits,
stress, pressure, or a combination of some of these factors. Sometimes, researchers
also deliberately deviate from good research practice, for example to obtain

advantages in the academic merit system.

Deviations can consist of falsification or fabrication of data, or plagiarism of ideas,
texts, or results, which can directly and significantly threaten the reliability of the
research and the trustworthiness of researchers. But it can also be a case of other
deviations from scientific norms, such as failing to check sources or data properly,
carrying out fewer experiments than what would be required to get reliable results,
or including yourself or someone else as an author of a text in violation of generally
observed authorship norms. Such deviations can also have serious consequences,
not least if they become part of an established research culture. Another type of
deviation is breaching applicable rules, for example carrying out research without

the required permits/approvals, or without sufficient safeguards.




Deviations from good research practice may, for example, lead to:

* harm to humans, animals, society, and the environment in conjunction with the
research

* inaccurate research results being disseminated (and in turn causing harm)

+ lower research quality and waste of resources

+ damage to trust in research, both in the research community and in society as a
whole, which in turn can lead to deteriorating conditions for conducting research

* trust between researchers being damaged in a way that threatens crucial
functions in the research community

+ undermining of the academic merit system

» research that has been initiated not being allowed to be concluded, or collected
data not being allowed to be used (for example due to missing permits/approvals)

» sanctions for the researcher or the research principal (see Section 4.2.3).

Promoting good research culture is central for preventing deviations from good
research practice. The ALLEA Code emphasises the importance of preventing
deviations, for example through mentoring, training and development of a positive
and supportive research environment.” The Association of Swedish Higher
Education Institutions’ (SUHF), guidelines for higher education institutions’ work
with deviations from good research practice” develop this in four focus areas:

* Education and mentoring on good research practice
» Support functions

* Infrastructure and (technical) support

* Incentive structures

In this way, the recommendations aim at different underlying factors, which is
necessary for effective preventive work. This approach is well in line with the

requirements and recommendations brought up in Chapters 2 and 3 above.

When deviations do occur, they must be handled in a transparent, purposeful,
and legally secure way, irrespective of what the underlying causes are.”® All those
concerned must be well informed of the applicable rules, and know where to turn
to with questions. It must be clear how and to whom any report shall be made.

7 The ALLEA Code Section 3.1.

5 Guidance for higher education institutions’ efforts to prevent, manage and follow up on suspected deviations
from good research practice. Hereafter designated as “SUHF’s guidelines”.

7 The ALLEA Code Section 3.2.




Research principals also need to ensure that there are procedures for reporting
and follow-up in accordance with the Act (2021:890) on the Protection of Persons
Reporting Irregularities. General guidance on whistleblowing and some practical
advice for whistleblowers in research are found in the handbook of whistleblower
protection published by The European Network for Research Integrity Offices
(ENRIO).”

Raising concerns related to deviations can be difficult, especially in the context

of an unsound research and/or organisation culture. There may, for example, be
pressures, conflicts of interest, or dependencies that complicate the situation. Nor is
it always easy to know where the boundaries are, and what should be reported. Work
of the kind described above can contribute to preventing difficulties, but there must
also be support available when situations of this kind do arise, primarily from the
research principal (see Section 3.2.2). The persons involved must also have trust in
the processes, both in terms of support and in the handling of suspicions. A central
principle in this context is that the person accused of deviating from good research

practice shall be considered innocent until proven otherwise.”

What factors do you think are the most relevant for the existence
of deviations in your research field, and in the research environments

where you work?

What might the consequences be of deviations from good research

practice for you, your research, your research field, or for others?

How does the preventive work function in your organisation and in other

contexts where you are active? How could it be improved?

Do you know who to turn to with any questions, or if you want to report

a deviation from good research practice? What support is offered?

7T Handbook on Whistleblower Protection in Research.
78 The ALLEA Code Section 3.2, Item 1.




4.2 The Swedish system for
handling deviations

4.2.1 Research misconduct

Section 2 of the Act on Responsibility for Good Research Practice and the
Examination of Research Misconduct has a definition based on the so called
FFP categorisation of misconduct. FFP stands for fabrication, falsification and
plagiarism, and the definition reads as follows:

“Research misconduct: a serious deviation from good research practice in the
form of fabrication, falsification or plagiarism that is committed intentionally
or through gross negligence when planning, conducting or reporting

research.”

The law does not include any definitions of fabrication, falsification or plagiarism,
but the preliminary work refers to the ALLEA Code, which also defines misconduct
in terms of these concepts.” The ALLEA Code defines FFP as follows:

“Fabrication is making up data or results and recording them as if they were

real.

Falsification is manipulating research materials, equipment, images or
processes, or changing, omitting, or suppressing data or results without
justification.”

Plagiarism is using other people’s work or ideas without giving proper credit

to the original source.”

" Government Bill 2018/19:58, p. 100.
8 The ALLEA Code Section 3.1.
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Research principals covered by the Act on Responsibility for Good

Research Practice and the Examination of Research Misconduct
According to Section 3, the legislation is applicable to research carried out by

1. higher education institutions for which the state is the principal and which
are covered by the Higher Education Act.
other national public agencies

3. the state in the form of limited companies, if the company’s activities are
regulated by law or any other statute, or if the state as owner or through
injection of state grant funding or through agreement or in some other way
has a deciding influence over the activities

4. the state in the form of foundations, if the activities of the foundation are
regulated in law or any other statute, or if the foundation is formed by or
together with the state or administered by a national public agency

5. municipalities and regions
limited liability companies, trading partnerships, economic associations,
and foundations where municipalities or regions exercise a legally deciding
influence

7. private education providers who have the authority to issue qualifications
according to the Act (1993:792) Concerning Authority to Award Certain
Qualifications.

Research at other research principals is not covered by the law. Artistic
research is not covered either, and there are also exemptions for research

within the field of defence and security policy.”

Suspected research misconduct to which this law applies is investigated by

the Swedish National Board for Assessment of Research Misconduct (NPOF).
Research principals covered by the legislation are obliged to report suspicions of
research misconduct to NPOF. Anyone can report suspicions directly to NPOF,
and NPOF can also, at its own initiative, investigate suspicions that has come to its
knowledge through other means.”

81 See Government Bill 2018/19:58, p. 40, and the Ordinance (2019:1176) on Exemptions from Investigation of
Misconduct in Defency and Security Policy Research.

82 See Sections 67 of the Act on Responsibility for Good Research Practice and the Examination of Research
Misconduct.




NPOF’s investigation must not be based on circumstances that are more than ten
years old when the case is initiated. However, if there are special reasons for an
investigation, this limitation does not apply. Such reasons may, for example, be that
the suspected misconduct has had or may lead to major or serious consequences for

research or for society as a whole.”
4.2.2 Other deviations from good research practice

Both the ALLEA Code and the preparatory work for the Swedish legislation
emphasise that other deviations from good research practice beyond those falling
under the FFP categorisation may also be serious and lead to sanctions, in some
cases even criminal penalties.* The ALLEA Code describes such deviations as
“other unacceptable practices”.” Below is a list of examples that must not be seen
as exhaustive. A complete list is virtually impossible to achieve, as this category of
deviations is very broad and varied — it includes all deviations from good research
practice that are not included in the legal definition of research misconduct. What
counts as a deviation from good research practice can also depend on the norms,
practices, and traditions of the research field in question, and many of the examples
listed may therefore need to be discussed in relation to different contexts and
situations.

The research principal is responsible for handling such other deviations. Research
principals covered by the Swedish Higher Education Ordinance have a legal
obligation to investigate suspected deviations that fall outside NPOF’s remit, and
they shall also establish guidelines for such investigations (Chapter 1, Section
17). Other research principals should, of course, also ensure that they have clear
and adequate procedures for handling deviations.* This includes ensuring that all
those involved receive the support they need throughout the process, and that there
are clear procedures for this.”” SUHF’s guidelines include recommendations for
how the investigation shall be done, based on the ALLEA Code and the Swedish
regulatory framework. There is also a template for higher education institutions’
guidelines for handling deviations.

8 Section 8 of Act on Responsibility for Good Research Practice and the Examination of Research Misconduct
and Government Bill 2018/19:58, p. 103 £.

8 The ALLEA Code Section 3.1 and Government Bill 2018/19:58, p. 51.
85 The ALLEA Code Section 3.1.

8 The ALLEA Code Section 2.1, Item 4 and Section 3.2.

87 Compare SUHF’s guidelines, p. 14.




Examples of other deviations from good research practice can include:

Re-publishing large portions of one’s own earlier publications, including
translations, without referring to or citing the original (“self-plagiarism”).
Manipulating authorship (and thereby deviating from applicable authorship criteria,
see Section 6.2), or downplaying the roles of other researchers in publications.
Presenting research results, data, involvement, or interests in a misleading way.
Hiding the use of artificial intelligence (Al) in the creation of content or drafting
of publications.

Splitting research results into smaller parts to create more publications.

Adding references only to please editors, reviewers, or colleagues.

Taking part in cartels with reviewers and authors who collaborate by reviewing
each other’s publications.

Establishing, supporting, or deliberately using journals, publishers, conferences,
or services that undermine the quality of research (“predatory journals/
conferences”, “paper mills”).

Hampering scientific review.

Describing merits in an incorrect or misleading way (for example when applying
for research funding).

Citing selectively or incorrectly.

Withholding research results or data without acceptable reasons.

Misusing statistics, for example to incorrectly or improperly indicate statistical
significance.

Conducting research without the required permits/approvals or incorrectly stating
that such permits/approvals are in place.

Carrying out research abroad that does not meet the ethical standard that applies
in Sweden.

Exposing individuals to disproportionate risk of harm.

Accusing a researcher of misconduct or other deviations in a dishonest way.
Sabotaging or inappropriately hampering or delaying the research of others.
Allowing funding bodies, sponsors or others to jeopardise the independence or
impartiality of research.

Abusing your power to encourage deviations from good research practice or to
promote your own career

Ignoring or hiding research misconduct or other deviations from good research
practice, or hiding failings in the handling of such deviations.

The list above repeats (not always word by word) examples from the ALLEA Code

and SUHF’s guidelines. It must not be regarded as exhaustive. Depending on the

circumstances, some of them can also constitute falsification, fabrication, or plagiarism.




What type of deviations from good research practice do you think are most

common in your research field, and why?

Do any of the examples of other deviations from good research practice raise
any questions in relation to your research field? What further examples would
you like to add?

Have you yourself deviated from good research practice, or have you seen
colleagues deviating from good research practice? If so, how did you and

others around you react?

4.2.3 Measures taken when deviations have been confirmed

When deviations have been confirmed, various actions by different actors may

come into question, depending on the type of deviation, such as:

* Research principals may use labour law measures against their employees, such
as a warning, salary deduction, or dismissal.

+ Journals may demand corrections or retract articles.

* Research funding bodies may terminate grants. Some funding bodies may also
reclaim disbursed funds, or limit the opportunity for a researcher to apply for or
be awarded new grants.

» Supervisory authorities may make decisions on actions such as reprimand,
warning, injunction, prohibition, fine, administrative sanction fee, or prosecution.

* Deviations subject to criminal liability may result in a fine or imprisonment.

To the extent that the deviations can be traced back to organisational shortcomings,
authorised representatives of the research principal may also be held personally
responsible. Special measures may be needed to correct such shortcomings, such

. . 88
as support, education, follow-up, and review of procedures.” Some measures may
be justified irrespective of whether a deviation has been confirmed. For example,
researchers should themselves request a correction or retraction when they discover

. . . 89
errors in publications.

When deviations from good research practice have been confirmed, the research
principal should inform other stakeholders to the extent needed for them to

8 See SUHF’s guidelines, p. 13.
% See also Section 6.1.



undertake appropriate measures. In Section 14 of the Act on Responsibility for
Good Research Practice and the Examination of Research Misconduct, there are
specific provisions stating that the research principal shall inform research funding
bodies, public agencies, scientific journals, and other relevant parties if NPOF has
found that a researcher is guilty of research misconduct. The obligation to inform
also applies to decisions where it has been shown that a serious deviation from good
research practice in the form of fabrication, falsification or plagiarism has occurred,

even if intent or gross negligence has not been established.

Deviations from good research practice in relation to the Swedish

Research Council’s research funding

Deviating from good research practice is contrary to the terms and conditions
of the Swedish Research Council’s grant, and can lead to grant payments
being terminated. However, the mere fact that a suspicion has been raised is
not a reason for such a measure to be taken. Normally, a decision is required
by NPOF, or a research principal, stating that a deviation has been confirmed,
and that the deviation is to be considered as serious and that it in some way
affects the activities funded by the Swedish Research Council, or the decision

on funding.

Researchers must also follow good research practice in applications for
research funding. If a researcher provides false, manipulated, fabricated or
otherwise incorrect information or leaves out significant information, for
example in relation to their own or others’ research, results, or merits, this
may affect the Swedish Research Council’s decision on the application. If a
researcher has been found guilty of research misconduct or other deviations
from good research practice by NPOF or a higher education institution, this

might also affect the Swedish Research Council’s decision.

Measures may also be justified if, after appropriate handling, it is determined that no
suspicion of deviation remains. SUHF’s guidelines emphasise that this work should
aim to minimise the damage that the suspicion and the investigation process may
have caused. For example, it is important that a researcher who has been cleared of

. . . . . . . 90
an accusation receives support in restoring their reputation, if needed.

% See SUHF’s guidelines, p. 13, and the ALLEA Code Section 3.2 Item 11.
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5 Risks and safeguards

5.1 About the protection interest
and different types of risks

The protection interest has a special position in research ethics and shall always be
given priority above other interests, including the research interest and the openness
interest (see Section 2.3). Researchers must

 safeguard the health, safety, and well-being of all those who take part in or are
affected by research in various ways, including research participants, laboratory
animals, colleagues, and the research community and society as a whole

* handle humans, animals, the environment, society, and culture with care and
respect, and in accordance with regulations and ethical principles

» recognise and handle risks and harms that may arise in conjunction with the
research, including handling of material and information

* minimise risks and negative consequences, and, to the extent they remain, ensure
that they are outweighed by the values that the research is expected to generate

+ consider the wider consequences of the research, and the possible harms related
to these

* take particular account of the research’s impact (both direct and indirect) on
particularly at-risk or vulnerable individuals or groups.”

The individuals and groups that are to be considered as particularly at-risk or
vulnerable vary, as do the nature and the degree of exposure or vulnerability. They
may, for example, be children, elderly, minorities, patients, healthcare users, crime
victims, prisoners, students, citizens of authoritarian countries, people in disaster

areas, or economically disadvantaged individuals.

%" The ALLEA Code Section 2.4, Items 2, 3, and 4.



Researchers must, among other things, recognise and handle any risk of privacy
infringement, or physical, mental, economic or social harm. Risks may arise at

different stages of the research, for example in connection with

 physical interventions, such as surgical procedures, injections, the collection of
tissue samples, and distribution of medicines”

* methods that may cause worry, anxiety, pain, or otherwise affect the research
participant’s well-being

* handling of material, information (including data, results, and personal data) and
products, such as infectious agents, chemicals, technology, or anything else the
dissemination of which may cause damage if they are handled incorrectly or end
up in the wrong hands.

Research can also have indirect consequences that can cause harm, for example
discrimination or stigmatisation of individuals or groups, or the misuse of research
results in various ways. The risk of harm may also be more general, for society,

culture, the environment, or the climate.

Another type of risk that must be taken into account is that humans may experience
discomfort and feel offended or violated if research is conducted in a way that does
not agree with their expectations and perceptions of what is acceptable. This can,
for example, involve handling of sensitive research results, information, and images

from social media, or human biological material.

Some research is covered by legally binding regulations, requiring certain
fundamental safeguards to be taken, for example when it comes to humans and
animals involved in the research, radiation, environmental risks, biosecurity, genetic
engineering, and products with dual use (see Sections 5.2, 5.3, and 5.4). However,
the protection interest must also be safeguarded in research that is not covered by
such legal requirements, and researchers must take into account risks to humans and

animals even they are not directly involved in the research.

2 See the Swedish Ethical Review Authority’s Guide to the ethical review of research in humans.



What risks do you need to take into account in your research field?

What safeguards do you need to consider?

Are there any particularly vulnerable or at-risk individuals or groups that you
need to consider? In what way are they vulnerable or at risk, and what does

this mean for the considerations that you need to make?

What considerations do you need to take into account when it comes to
the wider consequences of the research for humans, animals, society, the
environment and the climate? Where is it reasonable to draw the line for

your responsibility as a researcher?

5.2 Development and use of technology

Development and use of certain types of technology in research entail particular
risks and ethical challenges. Risks can arise, both from using the technology in

the research itself, and also through results and products from the research being
disseminated, and thereby at risk of being used by others in a way that might cause
different types of harm.

A general challenge when it comes to new technology is that development and
dissemination may occur in a way that sidelines the discussion of ethics. There
are often strong incentives to quickly develop and benefit from new technologies,
which may lead to insufficient consideration of the risks. In addition, the risks are

often not fully understood at the outset, due to knowledge gaps and uncertainties.

When both the technology itself and the regulatory frameworks and norms that
surround it develop rapidly, ethical guidance linked to specific examples is at risk
of quickly becoming outdated. However, the general principles for good research
practice presented in this publication still apply. To ensure that risks are handled in
an adequate way, researchers need to, among other things, ask themselves questions
about:

* Reliability and responsibility: Is the technology reliable? Is the use of
it reported in a clear way? Is there sufficient understanding of how the
technology works? Can the researcher control and take responsibility for data,
results, and other things generated by the research?




* Respect for research participants and others involved: Is the technology safe
in view of the protection needs that exist? Can the use of the technology create
discomfort, or be perceived as offensive? What safeguards are required to handle
the risks? Has the technology been developed in an ethically acceptable way,
for example with regard to safety, privacy and integrity, working conditions,
intellectual property rights, and similar aspects?

* Wider consequences: How can the application of results or technology affect
humans, society, the environment, and the climate? How might future research
be affected? How can any risks be prevented?

Development and use of technology in research are also covered by a large number
of various regulatory frameworks that those who are responsible for research need
to be aware of — some examples of this and ethical guidance relating to some areas

of technology are dealt with in the following sections.
5.2.1 Artificial intelligence

The growing use of artificial intelligence (Al) in both research contexts and society
as a whole means that questions such as those asked in the previous section become
increasingly urgent for researchers in all scientific fields. When using or developing
Al within research, several different regulatory frameworks may be applicable.

If, for example, the use or development includes handling of personal data, it is

— just as other research — covered by the data protection regulations, and in some
cases also requires ethical approval in accordance with the Ethical Review Act

(see Sections 5.3.5 and 5.3.2). The EU has legislation in the form of a regulation
that specifically regulates the use of AL” It has a risk-based approach, and aims to
create a distinction between different types and uses of Al systems, where some are
prohibited while others are permitted, but subject to restrictions and requirements.
Certain forms of use and development of Al that are done solely for research

and development purposes are excluded from the regulation’s scope. However,
researchers and research principals always need to ensure that the protection interest
is taken into account, and that all research involving Al is conducted in accordance
with good research practice in other respects.

% Regulation of the European Parliament and of the Council (EU) 2024/1689 dated 13 June 2024 laying down
harmonised rules on artificial intelligence. The regulation came into force in 2024, and will gradually begin to
apply during the next following years.



The European Commission has published guidelines for Al and ethics, and has
also produced guidelines for responsible use of generative Al in research.” The
latter is based in part on the ALLEA Code’s fundamental principles and includes
recommendations for researchers, research principals, and research funding
bodies. It clarifies that the researchers themselves are responsible for Al-generated
content, and they are encouraged, among other things, to be transparent in their
use of generative Al to respect the applicable regulations, and to consider privacy,
confidentiality, and intellectual property rights when sharing sensitive information
with such tools. Research principals are, among other things, encouraged to
promote and support responsible use of Al, and as far as possible use Al tools that
they themselves control. The recommendations for research funding bodies also
include promoting and supporting responsible use of Al in research, as well as
ensuring that generative Al used in their own processes (such as peer review) live

up to requirements on confidentiality, fairness, and transparency.”
5.2.2 Dual-use items

Products, technology, and information that can have both civilian and military uses
(or be used in the manufacture of weapons of mass destruction or their carriers)

are known as dual-use items/products. The ethical issues in this area relate in
particular to the risks that may arise through dual-use items ending up in the wrong
hands. Dual-use items may occur in research contexts, for example in the form of
certain types of materials, equipment, components, computers, systems, software,
chemicals, micro-organisms, research data, and technical information, such as
instructions, working methods, drawings, diagrams, models, formulas, tables, and
manuals. EU-wide rules for export control and information about dual-use items
covered by the regulations are found in the EU’s dual-use items regulation ((EU)
2021/821). The European Commission has also issued a recommendation relating
to research involving dual-use items ((EU) 2021/1700). In Sweden, the dual-use
items regulation is complemented by the Dual-Use Items and Technical Assistance
Control Act (2000:1064). Information and guidance is also available on the website
of the Inspectorate of Strategic Products.

% Ethics By Design and Ethics of Use Approaches for Artificial Intelligence, and Living Guidelines on the
Responsible use of Generative Al in Research.

% The guidelines are not binding, and clarify that they must be applied in the context of one’s own organisation.
The Swedish Research Council’s guidelines for use of generative Al tools in applications and peer reviews are
available on the Council’s website.



5.2.3 Genetic engineering

Genetic engineering presents great opportunities to generate benefits, but it

also raises ethical challenges in areas such as respect for human dignity and the
protection of humans, animals and nature, in both the short and the long term.
Ethical issues in this area relate to, among other things, gene therapy, genetic
scissors, stem cells, human embryos, fertilised eggs, and genetically modified
organisms. Research that involves development or use of genetic engineering is
regulated in several different laws, ordinances, and directives, and is covered by
different requirements for permits, depending on the type of research involved.
There are a number of directives and regulations at the EU level, and in Sweden
there is the Genetic Integrity Act (2006:351), the Environmental Code (1998:808),
the Regulation on Release of Genetically Modified Organisms into the Environment
(2002:1086), and the Regulation on the Contained Use of Genetically Modified
Organisms (2000:271). Further information and guidance is available from the
public authorities and actors responsible, such as the Swedish Board of Agriculture,
the Swedish Medical Products Agency, the Swedish Work Environment Authority,
the Swedish Gene Technology Advisory Board, and the Swedish National Council
on Medical Ethics.

5.3 Research involving humans
5.3.1 Starting points and the four principles

In many types of research, it is necessary to involve humans in various ways to
enable the purpose of the research to be fulfilled. This can be done in many different
ways, for example through interviews, observation, experiments, interventions, or
collection and other handling of data (including personal data) from more or less

open sources. Irrespective of how it is done, researchers must ensure that:

* the research is carried out with respect for human dignity, human rights, and
fundamental freedoms

* the risks to the research participants are minimised and kept at a reasonable level

« the risks are in reasonable proportion to the expected knowledge gains.”

% These three points link to some of the fundamental principles that are expressed in documents such as The
Declaration of Helsinki and Sections 7-10 the Ethical Review Act.



Overall, the protection interest shall always be given priority when it conflicts with
the research interest and other interests (see also Sections 2.3 and 5.1).

A general basis for ethical considerations when humans are involved in (or affected

by) research are the so-called four principles:

1. To do good (beneficence)

2. To do no harm (non-maleficence)
3. To respect autonomy

4. To uphold justice.”

These principles are often referred to in medical research ethics (and medical ethics
more generally), but can be applied in other research fields as well. Although they
are formulated in very general terms, they can be regarded as a sort of framework
that can be complemented with more specific descriptions and related to other rules
and principles, depending on the context. They connect to the foundations brought
up in Sections 2.2, 2.3, and 5.1, for example through the link to the ALLEA Code’s
principle of respect and the research interest and protection interest. The last two of
the four principles also introduce two more specific interests to take into account:

the autonomy interest, and the justice interest.

Doing good in research contexts usually means generating new knowledge that
can be beneficial in various ways (the research interest). Some such knowledge
cannot be achieved without humans being involved and exposing them to risks of
harm, which they then need to be protected against (the protection interest). Some
medical research that is expected to provide knowledge that leads to benefit in the
form of new medicines and therapies cannot be carried out without certain risks
relating to the research participants’ health and well-being. Another example is
register-based research, which may provide important knowledge about social risk
factors, for example, and contribute to preventing different societal problems, but
which presumes that large amounts of personal data is handled, which in turn entails
privacy infringement and risks related to this. The expected benefit can also consist
of knowledge gains of intra-disciplinary value — what matters is that the benefit

or value outweighs the risks, that the risks are minimised and kept at a reasonable
level, and that human dignity and fundamental rights are respected.

7 The principles are presented in Beauchamp & Childress 2019.



There may also be an opportunity to do good in conjunction with the actual conduct
of the research, for example by different types of therapies, interventions, activities,
or development initiatives having positive consequences for individuals, groups,

or communities that participate in, or are otherwise affected by, the research. For
instance, patients may get access to vaccines, medicines, or therapies, pupils may
get the chance to try out educational tools, individuals or groups may get to take
part in development activities, or communities may obtain improved infrastructure.
However, this may also entail risks, which must then be handled and weighed
against the expected positive consequences.

Respecting autonomy in research contexts is essentially about informing what
participation in the research entails, and letting individuals decide for themselves
whether they want to participate, and in what way; this is discussed in more detail

in Section 5.3.3. The preconditions for individuals to decide for themselves about
participation can vary, however, depending on the individuals’ situation, abilities, or
other circumstances. Sometimes, the researcher cannot fulfil the individual’s wishes
in view of the protection interest, for example if somebody wishes to participate in a
study against their best interests or be made visible in a way that may be risky.

Upholding justice entails, among other things, ensuring a fair distribution of both
risks and benefits. In general, you should strive to ensure that the individuals and
groups exposed to risks also benefit from the research. It is not acceptable from a
justice perspective that only certain privileged groups can benefit from the research,
while others have to bear the risks. However, what is ethically acceptable from an
overall protection and a justice perspective is not always obvious. For example,
involving certain vulnerable or at-risk individuals in research may entail specific
risks. But entirely refraining from including them can mean that research that may
generate benefits for these particular individuals or others in a similar situation

is not carried out, which may be considered unjust. Here, researchers need to be
able to make ethical considerations based on both protection needs and reasonable
distribution of benefit and risks. Doing good in conjunction with conducting
research can be a way of promoting justice, ensuring that the particular individuals
or groups that participate in or are affected by the research get direct access to part
of the benefit generated.



In what way are the four principles applicable in your research field?

How can more specific principles for your research be formulated based on

the four principles?

What trade-offs might you need to make between the four principles, and
how do these trade-offs relate to other principles and rules that you also need

to take into account?

5.3.2 Ethical assessment

All research that entails risks for the humans involved should be subject to some
form of ethical assessment. Some types of research must undergo ethical review
according to specific regulations to be allowed to be conducted. The EU has a
specific system for ethical and scientific review of clinical trials of medicinal

products, and of clinical trials and performance studies of medical devices.

In Sweden, ethical review of many different types of research is regulated by the
Ethical Review Act. The purpose of this law is to protect individuals and ensure
respect for human dignity in research.

Section 2 of the Ethical Review Act defines research as “scientific experimental or
theoretical work or observational research studies, if the work or studies are carried
out to acquire new knowledge, and/or development work on a scientific basis, but
not such work or studies that are performed solely within the framework of higher

education at the basic or advanced level” (see also Section 2.1.2).

The Swedish Ethical Review Authority, which is the public authority that carries
out first instance ethical review in accordance with the Ethical Review Act, has
published a guidance document explaining how fundamental research ethics
principles are applied in the ethical review, and what this means in relation to
planning and conducting research involving humans.” It also contains information
on how the ethical review is carried out, advice on planning and application, and
an account of why ethical review exists, and how it has developed historically.
Information and answers to frequently asked questions can also be found on the
website of the Swedish Ethical Review Authority.

% Guide to the Ethical Review of Research on Humans. Hereafter this is designated as “the Swedish Ethical
Review Authority’s guide”.




It is the research principal that applies for ethical review (through an authorised
representative), even if it is the researchers responsible who write the actual
application. The research principal also has organisational responsibility for
ensuring that research covered by the Ethical Review Act is not carried out without
approval or in breach of the conditions stipulated in the approval (see also Section
3.2.2).

Y [

Research requiring approval according to the Ethical Review Act

Approval according to the Ethical Review Act is required for research in
Sweden (Section 5) that is covered by the definition of research in the ethical

review legislation (Section 2)” and

* includes processing of personal data as referred to in Article 9.1 of the
EU’s General Data Protection Regulation (sensitive data)

* includes processing of personal data on violations of the law that includes
statutory offences, judgements in criminal cases, criminal procedural
coercive measures, or administrative deprivation of liberty

* involves physical intervention on a research participant

» is conducted using a method aimed at affecting a research participant
physically or mentally, or that carries an obvious risk of physical or
mental harm to a research participant

» concerns studies on biological material taken from a living human being
and can be traced to this person

* involves physical intervention on a deceased human, or

» concerns studies on biological material that is taken for medical purposes

from a deceased human and can be traced to this person (Sections 3—4).

Special rules apply for clinical trials and certain other studies. For further
information, please see the Swedish Ethical Review Authority’s guide,
the website of the Swedish Medical Products Agency, and the website

of Clinical Studies Sweden. If biobank samples are used in research, the
provisions of the Biobank Act (Biobankslag (2023:38) also apply, see the

website of Biobank Sweden for further information.

% See also Section 2.1.2.



As the Ethical Review Act does not cover all research, it is not always necessary or
possible to have research reviewed under the law, even if the research is assessed

as risky. In these cases, research ethics requirements that apply independently of
the legislation must still be complied with, which can sometimes mean that ethical
assessment must be carried out in some other way. In addition, there may be specific
requirements or expectations for ethical assessment from other actors, such as
funding bodies, journals, and collaboration partners, which apply in these cases.'”
Ethical assessment of research that is not covered by the Ethical Review Act can be
carried out by bodies such as an ethics committee within the own organisation, or at
a collaboration partner.

5.3.3 Information and consent

A fundamental research ethics principle is that people shall be informed and give
their consent before they are involved in research (although there are certain
exceptions, see Section 5.3.4). This is generally regarded as a central safeguard, and

a precondition for the individual’s right to autonomy being respected.

There are different types of consent. Which of these need to be obtained depends
on the nature of the research. Consent to participate in research is the most
fundamental, and aims to ensure and document that the research participants have
been properly informed and that they have made a voluntary decision to participate.
If biological samples containing human material are to be processed within the
framework of the research, consent for this must be obtained. Consent can also be
the legal basis or a safeguard for the processing of personal data (which is not the
same as the consent to participate in research).'”’ Researchers must differentiate
between the different types of consent, understand what they entail, and ensure that

research participants also understand this.

10" The Swedish Ethical Review Authority’s guide (pp. 111-112) describes the option of an advisory opinion

as something that exists precisely for this type of situation. However, this alternative entails that only a fairly
general review is carried out by the authority.

101" According to the EU’s General Data Protection Regulation (GDPR), all handling of personal data must have
legal grounds to be permitted. Public and private research principals can justify their handling on partly different
legal grounds. Further information about this is available on the Swedish Authority for Privacy Protection’s
website.



The starting point is that consent shall fulfil the following criteria:

Informed: Research participants must be informed about what participation and/
or processing of personal data/samples means for them, in particular in relation to
any risks, and they must be given the opportunity to ask questions. The complexity
level and language must be adapted to the target group, and what is known about
their ability to absorb information. The information shall state, among other things,
how data will be processed and made accessible — here, researchers must take into
account requirements for open access and how regulations governing public access,
confidentiality, and archiving affect the possibility to limit access to the research
information (see Chapter 7).

Voluntary: Research participants must not be forced or in any other way be unduly
influenced to give their consent. Any dependency relationship must be taken into
account, and if the research participants are to be compensated, the compensation
must not be so high that it risks being an incentive to participate against their better
judgement. Nor must there be anything in the information that can provide such

incentives or be perceived as pressure to participate.

Specific: The consent must be clearly defined so that the research participants
can form a clear understanding of what they are consenting to. For example, it is

not sufficient to limit the consent to unspecified research in a certain area.

Explicit and unambiguous: There must be nothing unclear about whether the
research participants actually have consented to what they have been informed
about. The consent can be expressed clearly in different ways. The standard
procedure is to use a form that is signed, but consent might also consist of ticking

a box or oral consent at the start of an audio or video recording.

Possible to withdraw: Consent must be possible to withdraw at any time with
immediate effect, and it must not be more difficult to withdraw the consent
than to give it. It is also important to inform about what a withdrawal means at
different stages — the effect of withdrawing consent can be influenced by what
has already been done, and what is necessary to continue the research.

Documented: The consent shall be documented in a suitable way, and saved

for as long as necessary. The research participant shall also get to keep the
information needed for them to understand what they have consented to and how
they can withdraw their consent.



The consent should be regarded as part of a package of protective measures, and
may need to be updated during the course of the research.

When the research involves children, the researcher must make an assessment of

the extent to which the child can absorb information and give consent, and how the
information should be designed to best facilitate the child’s understanding in the best
possible way.'” In some cases, the parents or guardians can give consent on behalf of
the child, and sometimes the consent of the parents or guardians is necessary to allow
the child to participate in the research. If the child does not want to participate, this
should be respected, irrespective of the opinion of the parents or guardians (especially
if the child has understood what the research entails). Researchers must be attentive
to such signals from the child. In some cases, it can be directly inappropriate to give
certain information to parents or guardians, for example if there are problematic
domestic circumstances, or if the information relates to sensitive aspects of the child’s

private life.

Some regulations set specific requirements for consent for certain types of research.
Such requirements are found, for example, in the Ethical Review Act and the

EU Clinical Trials Regulation (CTR). The Declaration of Helsinki also includes
guidelines on consent in medical research. The Swedish Ethical Review Authority’s
guide contains information about what applies for research covered by the Ethical
Review Act, including what the information should contain and what applies if the
research participant is under the age of 18. The Swedish Ethical Review Authority’s
website also contains templates for research participant information and consent.
These can also be used as guidance in research that does not fall under the scope of
the Ethical Review Act.

5.3.4 Deviating from the criteria for informed consent

There are situations where, for various reasons, it is not possible or reasonable to
obtain consent that fulfils all the criteria described above. In such cases, it may be
acceptable to deviate from them wholly or partly. However, such deviations must
not violate any legally binding rules or decisions by public authorities. For example,
sometimes consent is required under the Ethical Review Act (or according to a
decision by the Swedish Ethical Review Authority or the Ethics Review Appeals
Board).'” In any case, any deviation must be justifiable from a research ethics
perspective, which among other things means that the researcher needs to take into

102 See the Swedish Ethical Review Authority’s guidelines, p. 39.
103 See the Swedish Ethical Review Authority’s guide, p. 41.



account any risks and weigh them against the value of the knowledge the research is
expected to provide. It is in general more acceptable to deviate from the criteria if

* the risks are small
+ the expected value is high
+ the obstacles to obtaining consent are significant.

Under some circumstances, the measures that would be required to provide
information or obtain consent may entail a certain privacy infringement, which
should also be weighed in. However, the researcher should always, as far as possible
and appropriate, attempt to provide the research participants with information about
the research, as well as contact information and an offer to opt-out of participation.

For adult persons who do not have sufficient decision-making capacity to
themselves consent to participate in research, there are specific provisions
governing exceptions in the Ethical Review Act. These are based on more general
research ethics principles, which are also expressed in the Declaration of Helsinki,
and focus on factors such as the risk level, whether the research can be expected to
provide knowledge that is not possible to obtain through research with consent, and
whether the research can be expected to lead to benefit for the research participant

. .o . . 104
or somebody else in a similar situation.

Obstacles to informing and obtaining consent can be of various kinds. Sometimes
it is difficult to identify the research participants in advance, or at all, for example
when the research is done in more open groups or through various forums on

the internet. If the research involves data from various archives and registers, it
can be difficult to get in touch with the persons to whom the data relates and to
obtain consent. There are also persons who for various reasons do not want to give
their consent, such as public figures, persons in positions of power, or persons
within criminal or extremist environments. However, the mere fact that a research
participant may be assumed to want to refrain from being involved in the research
is not sufficient to justify a deviation from the criteria. While it may be ethically
defensible to refrain from obtaining consent from persons in positions of power,
who can be expected to have an interest in making scrutiny more difficult, it can
be extremely problematic to refrain from obtaining consent from persons who are
at-risk, vulnerable, have reason to feel threatened, or can be expected to perceive

certain features of the research as being offensive or intrusive.

104 See the Swedish Ethical Review Authority’s guide, p. 40.



It can be difficult to ensure voluntary consent when the research is carried out in
contexts where the persons cannot themselves choose whether to participate or

not, for example in healthcare or in schools. In this case, it is necessary to clearly
distinguish between the different parts, and ensure and clarify that declining to take
part in the research does not mean that the person is disadvantaged within the other
activity. When the research is done in groups that have already been created for
other purposes, such as a class in school or a work team, problems may arise if only
some of the persons (or their parents or guardians) consent. Researchers must be
prepared to handle this, by dividing up the group or in some other way ensuring that
only those who have consented are included in the research. In some circumstances,
approval from a representative or leader of a certain group may be needed to gain
access to the individuals in the group; however, it cannot replace individual consent.

How do you adapt the information to the research participants to their
level, language, and ability to absorb it? What support can you get from

your research principal in this regard?

In your research field, can situations arise where obtaining informed consent
according to all the criteria stated above makes the research more difficult to
carry out as planned? If so, how do you handle this, and what is your ethical

reasoning?

5.3.5 Processing of personal data

When processing personal data in research, the EU General Data Protection
Regulation (2016/679) (GDPR) and complementary national data protection
regulations apply.'” Personal data is information that can directly or indirectly be
linked to a living person, such as their name, personal identity number, and similar,
but also much else, such as audio and video recordings, photographs, IP addresses,
and so on. In some cases, information that cannot individually be attributed to a
person can, in combination with other information, provide a sufficiently unique
description to enable a person to be identified. It can, for example, be a combination
of data on profession, age, gender, annual income, and home municipality. As long
as a piece of information can be traced back to a living person, this is considered

to be personal data, even if the attribution is only possible with the help of

195 National rules are contained in complementary Swedish legislation, such as the Act (2018:218) containing
Supplementary Provisions to the EU General Data Protection Regulation and the Ethical Review Act.




supplementary information, for example in the form of a code key, text material,
or an audio recording. If there is no possibility of tracing the information back to a

single individual, is it not regarded as personal data.

The term “processing of personal data” includes everything done to the data,
including collection, storage, processing, analysis, publication, sharing, disclosing,

and erasure.

For all personal data processing, certain fundamental principles apply according to
the GDPR, which, for example, entail that

* there must be support in the GDPR for processing the data

 there must be specific, specially stated and authorised purposes for the
processing

* no more data shall be processed than required for the purpose

* the data shall be accurate

« the data shall be stored no longer than required for the purpose'”

+ the data shall be protected using suitable security measures, such as
pseudonymisation'”’
+ the one responsible for the processing shall be able to show that they live up to

the requirements in the GDPR, and how.'*”

The GDPR also sets more specific requirements for how personal data can be

processed in research, and what measures need to be taken to protect the registered

109

person’s rights and freedoms. "~ If the research involves processing of special

categories of personal data — known as “sensitive data” — or personal data about
criminal offenses, then special rules apply. The researcher must, for example, obtain
approval to use the data according to the Ethical Review Act before the research
starts (see Section 5.3.2).""°

19 Under certain conditions, data may, however, be stored for a longer time if they are only handled for archive
purposes of general interest, or for research purposes.

107 Pseudonymisation means that the material is processed so that it is only possible to link personal data to
individuals through complementary information that is stored in a secure manner and separate from the material
itself. Unlike anonymised material, pseudonymised material does include personal data, as there is a possibility
of identification via the complementary information.

108 See Article 5, EU General Data Protection Regulation (GDPR).

19" See Article 89.1, EU General Data Protection Regulation (GDPR).

119 Pure student work and certain types of artistic research are excluded, as they are not regarded as research
according to the legal definition (see Section 2.1). The requirement does not cover research carried out outside
Sweden either (see Section 5.3.2).
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Sensitive data and data concerning criminal offenses

Special categories of personal data according to Article 9 of the EU General
Data Protection Regulation (GDPR) are known as “sensitive data”. They
consist of: personal data about racial or ethnic origin, political opinions,
religious or philosophical beliefs, trade union membership, health, sexual
life or sexual orientation, genetic data, and biometric data used for the

purpose of uniquely identifying a natural person.

The starting point is that processing such personal data and data concerning
criminal offenses (Article 10) is prohibited. To be able to process these
categories of data in research, certain safeguards relating to the registered
persons’ rights and freedoms must be specified in national law.""' In Sweden,
the requirement for ethical review according to the Ethical Review Act is

112
one such safeguard.

According to the GDPR, the research principal, in its capacity as personal data
controller, is responsible for ensuring that the processing of personal data complies
with the fundamental principles for the processing and in other respects is
conducted according to the data protection regulations. According to good research
practice, the researcher is also responsible for ensuring that the processing is done
according to applicable regulations, which requires that the research principal
makes sure that the researcher receives the information and support needed. The
ALLEA Code underlines the importance of the researcher informing the research
participants about how their personal data will be processed in accordance with

the GDPR, which is also independently justified by the fundamental principles of

113
respect and autonomy.

The Swedish Authority for Privacy Protection and the Swedish Ethical Review
Authority provide information and guidance that may be helpful to both researchers

and research principals.

" See Article 9.2 j and Article 10 of the EU’s General Data Protection Regulation (GDPR).
112 See Government Bill 2017/18:298, pp. 84-95 and 97-100.
13 The ALLEA Code Section 2.5, Item 4.



Do you need to process personal data in your research? Could these personal

data be sensitive in the legal sense? Is it personal data about criminal offenses?

Is it in any way unclear what is included in these different categories? How do

you handle this? What support does your research principal offer on these issues?

What personal data may be ethically problematic to process in research, even

if it is not considered sensitive in the legal sense?

What ways of processing personal data in your research may be ethically

problematic, even if the data itself is not considered sensitive in the legal sense?

5.3.6 Research on humans in online environments

The research ethics requirements are fundamentally the same for research on
humans in online environments as for other research. For example, the fundamental
requirement for information and consent also applies as the starting point for
online-based research: The fact that a person has chosen to sign up for social

media or other services on the internet is not the same as the person consenting

to participate in research or to their data being processed in research. Just as for
other types of research, there may be practical obstacles to fulfilling the criteria for
informed consent, and there may be acceptable reasons for deviating from them. For
example, in online observational studies and data collection, it may be difficult to
identify and get in touch with the persons involved. However, such deviations shall
be compatible with the applicable rules and be justifiable from a research ethics

perspective (see Section 5.3.4).

There are some factors that researchers need to consider when the research ethics
requirements are to be applied in internet-based research:

* Special risks and protection needs: Researchers must consider risks and
problematic situations that can arise, for example as a result of the research being
done remotely and with the help of digital tools, and shall as usual implement
the necessary safeguards. Part of this includes ensuring that the technical tools
used are reliable and fulfil the applicable security requirements, in particular
if sensitive data or other privacy-sensitive material is to be handled (see also
Sections 5.2 and 5.3.5). For example, researchers should ensure that there
are reliable methods in place to verify the research participants’ identities, in

particular if there is a risk that children or other vulnerable or at-risk persons or



groups may be included. Researchers must always be prepared to change the
research plan/design or refrain from the research if a reasonable protection level

cannot be ensured.

* The borderline between public and private: Information that is accessible
online is not automatically to be considered as public, or as ethically unproblematic
to use in research without information and consent, or the option to opt-out.
Researchers’ assessments of these issues should be based on what expectations of
publicity the research participants can be assumed to have.'* These expectations
depend on how they perceive the context, how large, well-known, and accessible
the forum is, and what its expressed purpose is. The sensitivity of the information
and how it is handled in the research are also central factors in the assessment.

 Difficulties in protecting information: Since online information used in
research often is relatively easily accessible to anyone, for example via a search
engine, it can be difficult to maintain confidentiality and anonymity. This should
be clearly stated in the information given to the research participants (see Section
5.3.3). There is also a risk that data are aggregated in large quantities in a way

that enables identification or generates new and potentially sensitive information.

For further discussion, please see the Norwegian National Research Committees’
guidance document for internet research, which has also been used as the basis
here.'” The Swedish Ethical Review Authority’s guide also includes information on
research via digital media and with the help of digital tools.

What risks and problematic situations can arise in your research field

when the research is carried out in online-based environments?

What specific safeguards are needed?

114 See A Guide to Internet Research Ethics, pp. 9—12.
15 4 Guide to Internet Research Ethics, pp. 9—12.



5.4 Research involving animals
5.4.1 Use of laboratory animals

Animals are used in research in which urgent research questions currently cannot be
answered using other scientific methods. Research involving animals is conducted
partly because it provides new knowledge, and partly because it leads to benefits to
humans or animals. Examples of such research are biomedical basic research and
medicine development, where the purpose is primarily to develop understanding of
and therapies for diseases that affect humans, but also veterinary medical research,
environmental research, and research aimed at improved animal husbandry and

animal welfare for laboratory animals, agricultural animals, aquaculture, and pets.

The use of laboratory animals in research is governed by a number of regulatory
frameworks that researchers must comply with. Provisions governing the use

of experiments on animals in research are found in animal welfare protection
legislation (Animal Welfare Act, and Animal Welfare Ordinance, (2019:66))"'°
and regulations issued by the Swedish Board of Agriculture.'"” A permit from the
Swedish Board of Agriculture is required to use, raise, house, or provide laboratory
animals. To use animals in experiments, ethical approval from an animal ethics
committee is also needed.""* The requirement for permits and ethical approval
applies for experiments on mammals, birds, reptiles, frogs, fish, cyclostomes, and
cephalopods in research. The fundamental principles expressed in the regulatory
framework can, however, also be used as guidance for research that involves other

animals.

Researchers who need to use laboratory animals in their research need to consider
the general ethical principle that applies to all research: balancing the benefit
against the negative aspects. The same balance forms the basis for the assessment
of the ethical approval for the animal experiment. The use of animals can be
permitted even if this might entail that animals are subjected to suffering —a
fundamental requirement is, however, that laboratory animals must not be subjected

116 The Swedish legislation has been adapted according to several EU directives, among them EU’s directive on
the protection of animals used for scientific purposes (2010/63/EU).

117 Swedish Board of Agriculture’s Regulations and General Advice regarding Laboratory Animals (Statens
jordbruksverks foreskrifter och allménna rdd om forsoksdjur (SJVFES 2019:9)).

118 Exemptions from the requirement for a permit or ethics approval applies for certain experiments or studies.
See Chapter 2 of the Swedish Board of Agriculture’s Regulations and General Advice regarding Laboratory
Animals.



to unnecessary suffering or disease.'” In the same way as for research involving
humans, the negative aspects shall be minimised and be outweighed by the benefits

generated by the research.
5.4.2 Fundamental principles for experiments on animals

The 3R principle — Replace, Reduce, Refine — entails replacing, reducing and

refining experiments on animals.

» Replace: In some cases, experiments on animals can be replaced by animal-free
methods, such as stem cells, computer models, micro-doses in humans, dolls or

other models, artificial organs and tissues, or synthetic or electronic material.

* Reduce: The number of animals used in research can be reduced, for example
by partly using animal-free methods, by sharing data and results (including
negative), and carefully planning and designing experiments to avoid using

animals unnecessarily.

* Refine: Experiments on animals can be refined, for example by improving pain
alleviation and interventions, training the animals to reduce stress, ensuring the
animals are kept and cared for in such a way that they stay as healthy as possible
and can behave in natural ways that are important for their well-being, and also
by shortening the experiments and making sure that they as rarely as possible
lead to the animals suffering.

The principle is fundamental for Swedish and European legislation regulating
experiments on animals, and shall also be implemented by all who work with

laboratory animals.

11 Animals used in experiments on animals shall not be considered as exposed to unnecessary suffering or
disease in their use if it has been approved by an ethical committee on animal experiments (Chapter 2, Section 1,
second paragraph of the Animal Welfare Act).
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Principles for experiments on animals according to
the Animal Welfare Act

The 3R principle is expressed in Chapter 7, Section 1, first paragraph 1-3 of
the Animal Welfare Act, which states that experiments on animals may only
be carried out provided that: the purpose of the activity cannot be attained by
any other satisfactory method that does not use animals; as few animals as
possible are used; and the activity is designed in such a way that the animals

are not subjected to greater suffering than is absolutely necessary.

Chapter 7, Section 1, first paragraph, item 4 states that no animals other than
animals bred for the purpose may be used in the activity (purpose breeding).
Further requirements for how the experiments on animals must be designed
are stated in the Swedish Board of Agriculture’s regulations (SJVFS 2019:9).

There are several international guidelines for how research projects involving
experiments on animals shall be planned, implemented, and reported, such as
PREPARE and ARRIVE." Use of these guidelines improves the scientific quality

and relevance of the research as well as the welfare of the animals.
5.4.3 Other ethical perspectives on the use of animals in research

The use of animals in research can raise other ethical issues than those that
researchers must always consider according to the animal experiment ethics
regulations. The fact that animals are used in research because they are considered
to be sufficiently similar to humans biologically for the experiments to provide
relevant results, but also sufficiently different from humans to justify the suffering
that experiments on animals entail is a central ethical challenge that raises questions
about factors such as the view on humans’ relationship to animals, and the moral
status of different beings."”' These more fundamental animal ethics questions
cannot be answered by science, or in research ethics regulations and guidelines.

The view of what is ethically defensible when it comes to experiments on animals
is not unanimous either, but varies over time and between individuals. Researchers
therefore need to reflect on and take a position on these aspects as the basis for their

attitude towards animal experiments in research.

120 PREPARE (Preparing Research and Experimental Procedures on Animals: Recommendations for
Excellence), Norecopia and RSPCA. ARRIVE (Animal Research: Reporting In Vivo Experiments), NC3Rs.

121 The concept of the “animal experiment ethics paradox” is sometimes used in this context.



The website djurforsok.info includes more in-depth text about different viewpoints
and ethical perspectives on experiments on animals.

5.5 International research and materials
from abroad

When the research is carried out fully or partly outside Sweden, researchers must
ensure that the respect and protection of humans and animals are maintained, even
if the guidelines and regulatory frameworks in the country in which the research

is implemented are more permissive than the Swedish ones. So-called “ethics
dumping” — carrying out research in certain countries to circumvent other countries’
ethical regulations — is unacceptable.'* If researchers choose to carry out research
in other countries, they must make sure it is done in accordance with good research
practice and that the protection interest is not set aside. The Swedish regulatory
frameworks for ethical review of research involving animals and humans do not
apply outside Sweden, which means that ethical assessment may need to be done
in some other way (see also Section 5.3.2). More generally, researchers must

take account of specific risks that may arise if regulations and systems that are
appropriate and functional are lacking, both for those taking part in the conduct of
the research and for those involved or in other ways affected by it.

In some cases, legislation and other regulations in the country in which the research is
carried out can in themselves entail risks. Examples include security legislation, laws on
reporting obligations, laws restricting freedoms of opinion and speech, or discriminatory
legislation of various kinds. Such regulations may mean that information must be
submitted to public authorities, and may put certain individuals at risk of harm if it
becomes known that they (or persons linked to them) have made certain statements, taken
part in certain contexts, have certain opinions, or belong to a certain group. Researchers
must consider such aspects carefully when assessing whether the planned research can be
carried out in an ethically defensible way, and take appropriate safeguards.

The safeguards required when conducting research outside Sweden vary, depending
on factors such as the type of research, the security situation in the country or
region, the applicable rules and guidelines, and the degree to which different actors
can provide support and access to resources for ethical review. Researchers must

also consider the safety of those participating in conducting the research, and

122 The TRUST Code describes ethics dumping as unethical research practices being exported to low-income
countries.



the research principal should ensure there is a procedure for risk assessment and
management of various ethical and legal aspects. When several actors are involved,
researchers and research principals should take responsibility for maintaining

an adequate protection level, including in those parts that they do not carry out

themselves.

When different types of materials from abroad are to be used in research, special
safeguards may be needed, and such use may also be subject to specific regulations.
One example is the use of genetic resources and traditional knowledge of such
resources. Genetic resources may consist of plants, animals, fungi, viruses, and
bacteria, or parts of such. Traditional knowledge may be knowledge held by an
indigenous or local community that is relevant to the utilisation of the genetic
resources. Such use is regulated, inter alia, by the Nagoya Protocol'” and the EU’s
ABS Regulation'”.

123 Further information about applicable rules is available on the Swedish Environmental Protection Agency’s
website.

124 Regulation (EU) No 511/2014 of the European Parliament and of the Council of 16 April 2014 on
compliance measures for users from the Nagoya Protocol on Access to Genetic Resources and the Fair and
Equitable Sharing of Benefits Arising from their Utilization in the Union. Supplementary rules are contained in
the Ordinance (2016:858) on the Use of Genetic Resources and Traditional Knowledge of Such Resources.



Researchers who use genetic resources or knowledge from a country that is party
to the Nagoya Protocol must, among other things, document the use and show

that the resources or knowledge has been accessed in accordance with the rules

of the country of origin by declaring due diligence through the EU’s digital tool
DECLARE. The Swedish Environmental Protection Agency provides guidance for
complying with the regulations.

The Swedish Research Council’s ethical requirements

for research abroad

One of the Swedish Research Council’s grant terms and conditions is that
necessary permits and approvals shall be in place before the research begins,
irrespective of whether the research is conducted in or outside Sweden. The
parts that are carried out in another country shall have permits and approvals
according to the regulations that apply in the country in question. The basic
principle is, however, that the research funded shall comply with good
research practice according to the ethical standards that apply in Sweden,
irrespective of where it is conducted. The Swedish Research Council

does not support activities that are carried out abroad to evade the ethical

requirements and regulations that apply in Sweden.
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6 Publication and communication

6.1 Honest and responsible
dissemination of information

Researchers must be honest, transparent, and responsible, both in scientific
publications and other types of communication. This means

* publishing and presenting data, methods, results, and interpretations in an open,
honest, transparent and accurate manner, while also fulfilling the protection interest
and the legitimate demands for confidentiality'*

* clearly reporting how robust the evidence is, what assumptions and values influence
the research, what possible sources of error there are, and to what extent uncertainty
and knowledge gaps remain

« referencing and citing clearly and accurately, and in accordance with the standard of
the research field

* reporting authorship and other contributions to the research accurately and clearly
(see also Section 6.2)

+ disclosing any conflict of interest, financial support, and dependency relationships

* communicating correctly and honestly with colleagues and other stakeholders both
within and outside the research community

* counteracting the dissemination and use of incorrect results or misleading information.

This applies irrespective of the publication format, including “pre-print publishing”."*’

If a publication turns out to contain errors or shortcomings, the researcher shall handle
this honestly and openly. Both researchers and publishers must take responsibility

for publications being corrected or retracted if necessary, and clearly state the reasons
for this. To promote a culture in which this is done naturally and without delay, there
should be clear processes for corrections and retractions, and researchers should be

. . . . . 127
recognised for quick corrections, even when they occur after publication.

125 Confidentiality means that data are handled in such a way that unauthorised persons cannot access them.
126 The ALLEA Code 2.3, Items 5 and 6, and 2.7, Items 2, 3,4, 7, 8, and 9.

127 The ALLEA Code Section 2.7, Item 5. However, a correction does not mean that one cannot be held
responsible for research misconduct or other deviations from good research practice.



Research shall not just be accurate and honestly reported, it shall also reach

relevant stakeholders. Researchers must make sure their work is made accessible to
colleagues and the general public within a reasonable time, taking into account the
protection interest and legitimate reasons for delays, such as a patent application.
Many funding bodies require that the publications that the research results in are
published with open access, which is important to ensure that as many people as
possible have access to the results of the research. But it is equally important that the
research results are actually published at all. Researchers, research organisations,
funding bodies, and publishers should assume that negative results are just as
important to publish and disseminate as positive results."** More generally, all actors
shall counteract so-called publication bias, where research that could contribute

valuable knowledge is not published.'”

The Swedish Research Council’s requirement for

open access publication

The publications that result from research that is wholly or partly funded by
the Swedish Research Council shall be freely accessible to all, without delay.
The requirement applies to all types of scientific publications, for example

articles, monographs, books and book chapters.

The requirement means that publication with open access shall occur at

the same time as the research results are published in another format, for
example in a subscription-based journal. According to the Swedish Research
Council’s grant terms and conditions, agreements with commercial actors or
other stakeholders must not limit the opportunity to publish results, or delay
the publication by more than two months. However, the delay may amount
to a maximum of four months if the purpose is to enable a patent application
based, wholly or partly, on the research results in question. Read more about
the Swedish Research Council’s requirement for open access publication on

the agency’s website.

128 The ALLEA Code Section 2.7, Item 6.

129 There are studies indicating that a large percentage of all research results are not published; see for example
Chen et al. 2016.



6.2 Authorship and other contributions
to the research

In conjunction with reporting research, researchers shall give an accurate picture
of who can be attributed with different merits and be held responsible for any
shortcomings. The ALLEA Code recommends that the final publication shall
include an explicit account of each author’s contribution and responsibility, when
possible.”” When it comes to criteria for authorship, the so-called Vancouver
Recommendations are used as the starting point. These recommendations were
produced by a committee of medical journal editors, but have increasingly become
a guiding framework for other research fields as well. They may, however, need
supplementing and be seen in the light of the established criteria and practices for
authorship in other disciplines.

The Vancouver Recommendations are also included in the ALLEA Code in
conjunction with recommendations for agreements on authorship and author

order.”! The Code states that authorship is based on

1. significant contributions to the design of the research, relevant data collection,
analysis and/or interpretation of the results

2. writing and/or critical review of the publication

3. approval of the final publication

4. accepting responsibility for the content of the publication, unless otherwise
stated in the publication.

The criteria for authorship must not be used to exclude persons who

should reasonably be included, which is also pointed out in the Vancouver
Recommendations. For example, it is not acceptable for a person who has made
substantial contributions according to Items 1 and 2 not to be given the opportunity
to approve the final publication and thereby be prevented from fulfilling Item 3. To
avoid conflicts relating to authorship, the researchers should reach an agreement at
an early stage on how the criteria should be interpreted and how the work is to be
organised. Such agreements should also be documented and be updated as needed.

Work and contributions from those who do not qualify for authorship according to
the applicable criteria shall also be acknowledged in an appropriate way.

130 The ALLEA Code Section 2.7, Item 2.
131 The ALLEA Code Section 2.7, Item 1.



This might, for example, be collaboration partners who have contributed material
or equipment, assistants who only carry out routine and delimited tasks, persons or
organisations who have contributed financially, or persons who participate through
citizen science or user involvement."”” It should be clear if somebody else’s data has
been reused, and there should be references to permissions or licences that allow
such use. If technical tools, such as Al, have been used to create content or text, this
shall also be clearly reported, and the authors must ensure that these sections also
live up to the requirement for reliability."”’

When it comes to reporting authorship as well as other contributions, practices,
traditions and expectations within the relevant research field should be taken into
account. For example, the actual writing process is often given greater importance
for authorship in the humanities than in the natural sciences. There are also variations
when it comes to how contributions made through comments during supervision,
seminars, or in informal contexts are expected to be reported. In the case of practice-
based research, questions often arise about how contributions from those who have
participated in various activities should be reported, and whether, for example,
teachers or healthcare personnel participating as “co-researchers” should be stated
as authors. All authors must be able to take responsibility for relevant parts of the
publication, and the division of responsibility must be clearly stated.

How are the criteria for authorship applied in your research field?

Are there instances where persons are included or excluded as authors on

incorrect or insufficient grounds? If so, how could this be avoided?

6.3 Communicating your research

Chapter 1, Section 2 of the Higher Education Act states that higher education
institutions shall collaborate with the wider community for mutual exchange, and
work towards the knowledge and competence that exists within the higher education
institution being of benefit to society. More generally, all actors — including

132 See also Section 3.1. For a discussion of how contributions can be reported in citizen science, see Sandin &
Baard 2023.

133 The ALLEA Code Section 2.3, Item 6 and Section 3.1. The Vancouver Recommendations (see Section 9.3)
now has an addition relating to this. See also the recommendations in Kaebnick et al. 2023.



researchers and research principals who are not covered by the Higher Education
Act —should strive to ensure that knowledge generated through research is put to
the greatest possible use. Open science, including open access to publications and
research data, results in increased opportunities for the general public to access

research (see also Chapter 7).

In practice, it can be difficult to achieve impact for less sensational — but
nevertheless valuable — results, both in scientific journals and in the media. The
research community (and society as a whole) should strive to change this for the
better. It not necessarily wrong to use various strategies and tools to draw attention
to your research, but the principles of honesty, transparency, and responsibility must
be applied also in this context. Researchers and research principals shall

+ reflect on who or which group they are targeting

 consider which communication channel is best suited

 adapt the information and its presentation to the context

 consider how ideological, economic, political, or other interests may influence
the communication, and how the information is perceived and further
disseminated

* ensure preparedness to handle unintended and unexpected consequences, such as
the information being picked up by another actor and used in a misleading way

* use support functions for communication and good research practice, when
necessary.

What do you do to communicate your research outside academia?

How can you prevent misconceptions of your research?

What support can you get when it comes to this?
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7 Openness

7.1 Openness as part of good research practice

Researchers shall strive to give other researchers and the general public as much
insight as possible into the research, including through open access to research results
and research data. At the same time, respect for and protection of individuals must be
maintained, and research privacy and integrity and ethics principles and rules must
be complied with, even when such information is made accessible. This means that
researchers and other actors must respect legitimate requirements for limitations on
openness, so that the protection interest is met (see Sections 2.3 and 5.1). A principle
in this context is “as open as possible, as closed as necessary”."* Openness can
contribute to promoting different aspects related to good research practice, such as

quality, trust, responsible use of resources, and utilisation of research.

An example of how openness can promote good research practice is preregistration
of research and open and complete reporting of results. This is a requirement for
clinical studies'”, but should also be adapted and applied in other research fields

as far as possible, to the extent that it aligns with the protection interest. Such a
practice can contribute to more neutral and negative results being published (which
counteracts publication bias), to avoiding unnecessary repetition of research, and
to more efficient collaborations and increased research quality (for example by
detecting shortcomings in study design at an early stage).

134 The ALLEA Code Section 2.5, Item 2, the EU’s Open Data Directive, Article 10.1 and Government Bill
2020/21:60, p. 101.

135 This requirement is expressed in the Declaration of Helsinki’s Principle No 35.



The Swedish Research Council’s requirement for registering

clinical studies

All clinical studies that the Swedish Research Council funds fully or partly
shall be registered in a public study register or database. The study shall be
registered before patients are included, or as soon as possible afterwards. The
guidelines also apply for studies that have been started before being awarded
funding from the Swedish Research Council. A result summary shall be
published in the study register/database no later than 12 months after the
study is concluded. Clinicaltrials.gov and Researchweb are the databases/
study registers commonly used by Swedish clinical researchers. Further
information and other guidelines are available on the Swedish Research

Council’s website.

7.2 Access to research information: open and
closed

Researchers, research principals, and other organisations shall be transparent
when it comes to access to data and other research information."** Open access to
research information means publication of digital information freely accessible
on the internet, but the general principle of transparency applies to all research

information, irrespective of format.
7.2.1 The right to transparency

A central principle in this context is the general public’s (and other researchers’)
right to transparency. It is also in the researcher’s own interest to be able to

show, through careful documentation, that the research has been carried out

and communicated in an accurate and honest way. The general public’s right to
transparency also follows from the principle of public access to information, which
applies for activities carried out at, inter alia, state higher education institutions
and other public agencies. The principle includes, among other things, the right for

136 The ALLEA Code Section 2.5, Items 2 and 3. The Code uses the term “research materials” and, in addition
to data, it mentions metadata, protocols, code, and software as examples of research materials. Here the term
“research information” is used instead. SUHF’s recommendation concerning the application of regulations
with regard to the deletion/destruction and preservation of research information defines research information as
“research data, research results, and other associated research documentation”.



everyone to access official documents. Which documents are official is regulated
in Chapter 2 of the Freedom of the Press Act (1949:105). Examples of public
documents used in research can include project descriptions, survey and interview

answers, registers, applications, summaries of results, reports, and publications.

7.2.2 Documentation, preservation, and disposal/destruction
of documents

A precondition for both transparency and open access is that researchers keep
their research and their data in order, and that research information is documented,
administered and preserved in a suitable way for as long a period as necessary."’
The documentation must allow review of the research. According to the Archives
Act (1990:782), research materials that constitute official documents shall be
preserved, kept in order, and maintained, so that they can fulfil the general public’s
right to transparency, the needs of justice and public administration, as well as

the needs of research. Rules for how official documents in public authorities’
research activities may be disposed are found in the Swedish National Archives’

: 138
regulations.

Basic information about the purpose, method, and results of research shall always

be preserved. Documents that are appraised to have a continued high value
intradisciplinarily or for another research field, to have historical value, or to be of
major public interest shall also be preserved. The public authorities shall themselves
set time limits for disposal/destruction based on certain criteria, and it must be possible

. . 139
to review and verify research results.

7.2.3 Open data

Research data shall be made openly accessible to the extent the circumstances
allow, and shall be findable, accessible, interoperable, and reuseable, in accordance
with the FAIR principles. For publicly funded research data, the recommendation
is that they should be published openly accessible within a reasonable time after
the research results have been published.'*’ But the openness interest must always

137 The ALLEA Code Section 2.5, Item 1 (see also Section 2.3).

138 The Swedish National Archives regulations and general advice concerning the disposal of documents in
research activities conducted by government agencies (RA-FS 1999:1).

13 Guidance is available in SUHF’s recommendation concerning the application of regulations with regard to
the deletion/destruction and preservation of research information.

140 On condition that this is compatible with applicable legislation. The Swedish Research Council has
produced the recommendations within the framework of its mandate to coordinate, follow up, and promote
collaboration in the transition to open access to research data.



be balanced against other interests, in particular the protection interest, which must
be given priority in the balancing. Various practical, technical, legal, and resource-
related limitations must also be considered. Researchers and research principals need
to find out what limitations are necessary and possible, so that a reasonable degree

of openness can be maintained without major or disproportionate risks arising, and

without the material being handled in violation of rules or ethical principles.

The Swedish Research Council’s website provides criteria for FAIR data management
and guidelines for the implementation of these. There is also a template for data
management plans, with associated guidance. The template is based on Science Europe’s

so-called core requirements and can be adapted to local or discipline-specific needs.'"

7.2.4 Limitations to the right to transparency and the possibility of making
information accessible and disseminating it

Something that may limit the possibility of making research information accessible
and disseminating it is that it may contain sensitive data whose dissemination may
entail risks. There is also legislation that limits the possibility to share information.
The Public Access to Information and Secrecy Act (2009:400) includes provisions
that restrict the possibilities for bodies such as state higher education institutions
and other public authorities, and those who work within them, to disclose data or
reveal it in some other way. Secrecy regulations also entail limits to the right of the
general public to access official documents according to the Freedom of the Press
Act. Requirements for information security and protection of personal data also
impact on the possibilities to make research information accessible and disseminate
it. There may also be practical, technical, and resource-related limitations that

researchers and research principals need to consider.

141 Produced by the Swedish Research Council together with the Association of Swedish Higher Education
Institutions (SUHF).



The starting point is that access to research information shall be limited to the extent
needed to fulfil the protection interest, which means, for example, that researchers
shall

* handle research information in a way that minimises the risks and in accordance
with applicable rules

* Dbalance the value of making the information accessible (the openness interest)
against the risks (the protection interest)

+ if possible, anonymise or remove sensitive data from the information being made
accessible (this must be done in a transparent and non-misleading way)

 avoid making information openly accessible if this cannot be reconciled with
applicable rules, or if a sufficient level of protection cannot be ensured.

When full open access is not possible, one way of still fulfilling the openness interest
can be to publish only general information, only part of the material, and/or only
metadata openly. However, in some cases, there are risks associated even with
making such information openly accessible. For example, individuals or groups

may be at risk of harm if certain information reaches violent individuals or persons

in power in authoritarian states, even if the information in question only reveals that
research of a certain type has been conducted in a certain area. The information that
is not considered possible to make openly accessible shall then be stored securely and
kept available for disclosure on demand following a secrecy assessment, if required.

A complicating factor when it comes to fulfilling the openness interest and the
protection interest by only making parts of the research material accessible is
that it might contain information that can be linked to an individual or sensitive
information that cannot be removed without losing the value of making it

accessible. This might, for example, relate to

 qualitative material that includes descriptions of persons and circumstances
that in themselves constitute sensitive data that enable identification, but are
significant for the purpose of the research

* quantitative material that includes several variables that individually or in
combination constitute sensitive data and enable identification

» material that includes sensitive data that can be linked to individuals with the
help of information that is accessible from another source, and with the help of

various technical aids.

Whether identification of individuals in the material is possible in a particular case

can be difficult to determine, not least as technology is constantly developing and



the accessible amount of information varies over time.

In some research, the requirement for openness can also constitute a challenge in
other ways. One example is artistic research, where open accounting of the artistic
research process may affect the artistic value. At the same time, all types of research
must be open to scrutiny in accordance with good research practice, which means
that researchers must consider carefully how documentation and reporting shall be
done to enable such scrutiny.

7.2.5 Delimitations of what constitutes research information

It can be difficult to determine what should count as research information. Research
1s sometimes carried out in combination with other activities that are linked to
research, but do not constitute research in a traditional sense. It might, for example,
include journalistic documentation of things related to the research or co-creating
activities that result in outputs that may be of interest to the research, but are not
carried out and documented according to traditional research methods. Another
example is that in some types of artistic research, artistry and more traditional
research methods may be integrated in a way that makes it difficult to determine
what should count as research data.

What opportunities are there to use preregistration (in some form)

in your research?

In what other ways can openness promote good research practice in your
research field?

What rules for public access, secrecy, and preservation of information apply

in your organisation?

Is there a functioning practice for making research data openly accessible in

your research field?

What challenges do you encounter when it comes to balancing the openness

interest against other interests?

In your research, in what way do you need to limit openness to ensure a
reasonable level of protection for the individuals involved and to comply

with principles and rules?




Ethical reflection: guidance
and examples




8 Ethical reflection: guidance
and examples

8.1 Preparedness to address research integrity
and ethics issues

For researchers to take responsibility for complying with good research practice
in their own research (see Chapter 3), they need to be prepared to handle research
integrity and ethics issues. Researchers must

* have good knowledge about the ethics principles and rules that are relevant to the
research field

* Dbe able to apply these principles and rules in practice, which includes using
ethical reflection to achieve a reasonable balance between different relevant
values and legitimate interests

* be able to realise when they need help from colleagues, support functions
or similar to be able to handle the research integrity and ethics issues in a
responsible way.

This chapter focuses on ethical reflection, which is a central part of the practical
implementation, and therefore assumes good understanding of the different aspects
of good research practice discussed in the previous chapters.

Ethical reflection should be an integral part of basically all decisions that

relate to research. In conjunction with the planning and implementation of
research, researchers must reflect on the degree to which finding the answer to
different questions using certain methods can be expected to generate valuable
knowledge, and possibly other values, such as benefits to individuals, society, or
the environment. All of this must then be balanced against the risks that different
ways of conducting the research entail. In conjunction with reporting, publication,
and communication, researchers must consider how well different alternatives
can contribute to ensuring that the research reaches different stakeholders, but at
the same time carefully consider which other (potentially unwanted) effects the
alternatives may entail. More detailed examples of how ethical reflection can be

applied in practice are given in Section 8.3.




The Swedish Research Council’s requirements for reflection

on research ethics in applications

Researchers applying for research funding from the Swedish Research
Council should reflect on ethical aspects early in the planning of their
research project so they are then able to describe these in their application.
The specific questions to be considered and instructions for the application
are included in the call texts. The ethics section of the application is
mandatory, but this does not mean that all research funded by the Swedish
Research Council must or is expected to include ethical aspects. However,
researchers must consider their research from an ethical perspective, and

clearly justify even the absence of any type of ethical challenges or aspects.

In practice, ethical reflection must be based both on ethical principles and an
overall understanding of the practical and legal context. This is addressed in

two parts in the application:

1. Issues of a legal nature: What requirements apply to the research? For
example, does it include the handling of personal data, experiments on
animals and/or studies involving humans? What requirements are there for
approvals and permits, and what is the plan for obtaining these? This also
includes cases where part of the research is planned to be conducted outside

Sweden.

2. Broader ethical reflection: What ethical considerations does the planned
research raise? How will ethical problems that may arise be handled?
Researchers need to consider direct and indirect risks in the short and long
term, for example to humans, animals, nature, and society, and how these are
balanced against the expected value of the research. Against the background
of the ethical issues identified, researchers must show that the research can

be conducted in an ethically justifiable way.




8.2 A guide to ethical reflection in research

This section presents a simple guide to ethical reflection in research, using four
basic steps that contribute to creating an overview and structure as the foundation.'"
The intention is for the guide to be used as support in day-to-day research activities,
and when ethical aspects of the research need to be clarified, for example in
conjunction with ethical reflection in applications for research funding. It can

also be used in training and for collegial discussion, for example when analysing

research ethics challenges (see Section 8.3).
The four steps are:

1. Understand the situation: Clarify the goals and problems/challenges, and
specify the practical preconditions and the frameworks that are set by rules and
principles. The nature of the goals may vary, for example to formulate a research
question, to carry out a certain part of the research, to design a consent form
(see Section 5.3.3), to plan how data shall be handled and made accessible (see
Section 7.2), or to publish or in some other way present research results (see
Chapter 6). The practical preconditions may include the skillsets and resources
that are available, the time frame applicable, and what has been done so far. The
frameworks set by rules and principles should largely be known to the researcher
from the start, based on education and previous experiences, but it is also
necessary to pay attention to the details of each individual case, and to ask for
support if needed.

2. Identify alternatives: Develop alternative courses of action, and investigate whether
they can be carried out within the frameworks specified in step 1. All alternatives

must be feasible, and must not entail deviations from good research practice.

3. Analyse the alternatives: Analyse the alternatives in more detail in relation to
how well they fulfil different legitimate interests (see Section 2.3), what risks
they entail, and what values they can be expected to provide, as well as how
risks and values are divided between different stakeholders. The values that are
relevant depend on the goals, and may, for example, include how interesting a
certain question is, or to what extent a certain method contributes to answering

the question. When it comes to risks, the focus is often on humans and animals

142 The guide is similar to the model for managing ethical decision problems found in Gert Helgesson’s book
Forskningsetik, but differs by relating directly to previous sections in this publication, and by placing more
focus on the practical and legal preconditions that constitute the context for the ethical reflection.




involved in the research (see Sections 5.3 and 5.4), but researchers must also take
into account risks to those who carry out the research, or who may in one way

or another be affected by it, in both the short and the long term (see Section 5.1).
More overarching risks linked to impact on society, the environment, and the
climate must also be taken into account, as well as whether resources are used in

a responsible way (see Section 2.6).

4. Compare the alternatives and make a choice: Based on the analysis in step 3,
balance the alternatives against each other. This involves trade-offs between different
interests, and comparisons between risks and values. For example, answering the
question by means of the chosen methods must be expected to generate a relevant
value (such as a knowledge gain) that is sufficiently great to make the research worth
conducting, and which outweighs any risks that are associated with these methods.
Thus, the risk must never outweigh the value, and if there are several alternatives
available, researchers should choose the one in which the value outweighs the risks
to the greatest extent, as long as the risks (and the value) are kept at an acceptable
level. If there is no alternative that allows the purpose of the research to be achieved
with acceptable risks that can be expected to be outweighed by the value, and with
respect for human dignity and fundamental rights, then the researcher should look
for other alternatives or refrain from the research.

For the guide to fulfil its purpose, the four steps must be related to principles, rules,
interests, and other aspects of good research practice raised in the previous chapters.
This includes, among other things:

* The fundamental principles of the ALLEA Code: Reliability, Honesty, Respect,
Accountability (see Section 2.2)

» The “four principles”: to do good, to do no harm, to respect autonomy, to uphold
justice (see Section 5.3.1)

* The research interest, the protection interest, the openness interest, the trust
interest, the autonomy interest, the justice interest, and requirements linked to
these interests (see Section 2.3, and Chapters 5, 6, and 7)

* Legally binding rules governing areas such as ethical review (see Section 5.3.2),
the processing of personal data (see Section 5.3.3), experiments on animals (see
Section 5.4), public access, secrecy and archiving (see Section 7.2), and export
control (see Section 5.2)

» Rules in codes and guidelines, such as the ALLEA Code, the Declaration of
Helsinki (see Section 5.3), and the Vancouver Recommendations (see Section 6.2)

* Requirements from funding bodies and journals, and agreements with funding
bodies, collaborating partners, and commissioning parties (see Section 3.3)



* Rules set by research principals or other organisations involved in the research
(see Sections 3.2 and 3.3)
* The FAIR principles (see Section 7.2)

In combination with the items above, the guide summarises fundamental
components and important parts of the context for reflection on research ethics.
However, each step requires both knowledge and attention to detail, and may
present many different forms of challenges. Researchers should therefore not expect
to be able to simply “tick the boxes” one after another.

The difficulty of analysing and comparing alternatives varies. Sometimes it is clear
that a certain alternative increases the risk of a certain type of harm to a certain extent,
while another increases the risk of the same harm to a much smaller extent. If this is
the only difference in terms of risk, and if there are no other relevant differences in
value, then it is easy to see which alternative is preferable. But often the alternatives
differ in a more complicated way. The risks and the values often affect each other;

for example, use of a more risky method can sometimes be expected to provide more
valuable knowledge, and increased openness can lead to greater societal benefit, but at
the same time entail risks to the research participants’ personal privacy and integrity.
The alternatives can also differ when it comes to how risks and values are allocated
between different stakeholders. Researchers should then strive to ensure that those
who are exposed to risks also benefit from the generated value to a reasonable extent
(see Section 5.3.1). This is particularly relevant when there is a risk of exploitation, or
when at-risk or vulnerable groups or individuals are involved (see Section 5.1).

A further degree of difficulty is that it is not possible to make exact and robust
comparisons between different types of risks and values, for example between a
knowledge gain and a health risk, or between a health risk and an integrity or privacy
risk. To this is added the challenge of determining what is an acceptable level of risk,
which is also difficult, if not impossible, to determine exactly. In absence of exact
methods for measuring and weighing risks and values against each other, researchers
must still be able to reason their way to a reasonable conclusion based on an overall
assessment in relation to the research ethics principles and rules that are applicable in
the given context. The fact that there are difficulties in the form of borderline cases
and uncertainties in terms of how different alternatives compare to each other does not
mean that it is impossible to make a well-founded choice. It does, however, require
good professional judgement, the ability to conduct ethical analysis, good knowledge
of the frameworks, and a generous margin of error, in particular when it comes to
risk-taking. The risks must also be manageable so that the probability of actual harm

arising is minimised.




8.3 Examples

The following examples illustrate how ethical reflection may be done in practical
research contexts. The examples shall be related to the guide above, and can be used
as a starting point for researchers’ own reflections, and for discussion with others

of the aspects of good research practice that are raised in this publication. They can
provide some guidance, but do not include any clear positions in relation to all the
ethical issues raised. Thus, the intention is not to determine what is right or wrong in
the different situations, and the descriptions of them are mostly generalised so that
they can be applied to as many different research fields as possible. The idea is that
readers should be able to vary and supplement the examples with various details to
make them more directly relevant for their own research and to highlight important
research integrity and ethics issues and challenges. The examples can also be used as

the basis for creating new examples based on readers’ own experiences and needs.

When discussing and reflecting on the examples, the following questions can be
used as a starting point:

* How does the example relate to the various steps in the guide?

* How can the reasoning in the example be justified based on research integrity
and ethics principles and rules, and with consideration for various legitimate
interests and requirements? Is the reasoning sound? Does it miss any important
aspects?

» Are there any courses of action other than those brought up in the example? If
there are, how are these limited by principles, rules, and practical circumstances?

» Are there possible consequences of the different alternatives — in the short and
long term, for the research, for the individuals and groups involved, animals,
society, the environment, the climate, and so on — that need to be considered to a
greater extent?

* How can the balance between risks and expected knowledge gains (and other
values) be affected by details in the example being varied or supplemented?

* Which alternative/alternatives is/are preferable? Do the researchers in the
example make the right choice? How does the answer to this question depend on
the principles and interests that are prioritised? Are there any conflicts between
different principles, rules, or interests?

The examples are fictitious, but include elements based on experiences from actual
cases. They have in part been designed according to proposals from the stakeholders
who have contributed viewpoints during the work with this publication.




8.3.1 Change plans for better research?

A researcher is about to plan research to be carried out within the framework of an
externally funded project. The project has been in progress for some time, and there
is already quite a lot of material collected, and an ethical approval that covers the
research, provided it is limited to the methods and number of research participants
stated in the original ethical review application. However, the researcher finds that
it would probably lead to considerably more interesting results if the material were
supplemented with studies involving more research participants and conducted with
slightly adjusted methods. The researcher is, however, fairly certain that this would
require an amendment application to be approved by the Swedish Ethical Review
Authority.

As only a few months remain for the project, it is unclear to the researcher whether
there would be enough time for an amendment application, considering the time it
took to get the original approval. The researcher has also been invited to contribute
to a special edition of a prestigious journal, with a deadline in three months. If the
researcher keeps to the original plan, there are better chances of completing before
the project period ends, and the researcher can expect to publish relatively easily

in a highly meriting context, which also has the potential to reach out to many
stakeholders and bring attention to the research. The researcher will also save the
fee for the amendment application and avoid having to involve more humans in the

research, with the risks that this entails.

But the more the researcher considers the matter, the more unsure they become
about whether the original plan will actually lead to research that can contribute
something of value. The researcher decides to talk to a senior colleague, who
establishes that from a pure research perspective, it would be a waste of time and
resources to proceed with the original research plan. The colleague also questions
the need for an amendment to the approval, and says that they never usually submit

an amendment application in similar cases.

The researcher then decides to investigate in more detail the practical and legal
options for changing the research plan, and contacts the research principal’s support
function. It then becomes clear that an amendment application will probably be
needed, but that it is usually approved much quicker than the researcher previously
thought, which means that there may indeed still be enough time to complete the
research within the framework for the project. The researcher also contacts the
journal editor, and then learns that it is acceptable to submit the contribution slightly
later than was previously stated.




The researcher makes the assessment that the risks of using the modified methods
and involving more research participants is at an acceptable level, and that, based
on the skillsets, experience, and resources available in the project, there is good
preparedness for minimising and managing the risks the research entails. The
expected value of conducting the research in this way is also judged to outweigh
the risks to a far greater extent than the alternative in the original plan, where the
risks are assessed as being lower (but not inconsiderable), but the expected value is
assessed as being very low.

8.3.2 Risks when conducting research in other countries

A research team is planning a study abroad that involves interviews with persons

in a number of smaller communities in the countryside. The questions relate to
relatively unproblematic everyday subjects, but it is nonetheless assessed that
there may be a risk that personal data on subjects such as religious beliefs, political
opinions, and health may have to be processed. The researchers are therefore
planning to apply for ethical review approval both in the country where the study is
carried out, and in Sweden, to later be able to store and analyse the material at the
Swedish research principal.

The other country does not have a central public authority for ethical review, so

at present it is unclear how the researchers can obtain approval, and they have
therefore started investigating what other options are available, and what measures
are required to safeguard a reasonable level of protection for the persons involved.
According to the assessment made so far, the risks of the interviews themselves
are limited; the questions themselves will probably not cause discomfort, and there
is nothing indicating that the topics addressed could be perceived as particularly
sensitive by the research participants or others in their vicinity. There are also good
preconditions for protecting the research participants’ identities from unauthorised

access through various measures.

However, there are experiences from previous studies of a similar nature that
indicate that there may be a certain risk tensions and possibly also conflicts arising
in the communities due to the researchers’ presence and interaction with certain
individuals. The general risk level is also higher than normal due to recent political
developments in the country. In addition, the researchers have planned to employ
a number of persons on location as research assistants, and it is assessed that there
is a risk that they and their families may end up in a vulnerable or even dangerous
situation, given the political situation. The alternative of using assistants from
Sweden would reduce the risks considerably. However, it would also mean that




it will be more expensive to conduct the study, and it could be more difficult for
Swedish research assistants to get in touch with suitable persons to interview. The
researchers would also lose potential benefits of employing persons from the region
being studied, like making the research more locally established and inclusive, and
creating local job opportunities. Carrying out the research in a different country is
considered unfeasible given the research question, as it is based on specific local
conditions. The results of the study are also intended to be used in a development
project in this particular region, so adjusting the question is not an option either.

When the researchers continue their discussion, they focus in particular on the
potentially ethically problematic issue of conducting the study in a region in which
the general situation means that some of the persons involved can be considered

to be particularly vulnerable or at-risk. They finally reach an overall assessment

in which the risk level for those who are to be interviewed is acceptable, and the
risks are outweighed by the expected value, which is also expected to benefit the
interviewees to some extent via the planned development project. However, they
decide to reallocate resources within the project so that they can choose the more
expensive but less risky alternative of using research assistants from Sweden. An
important factor in the reasoning behind this decision is that it is deemed difficult to
protect the research assistants’ personal data, and that unauthorised access to these
could pose considerably greater risks for local research assistants than for Swedish
ones.

8.3.3 Conflict involving authorship

Two researchers, A and B, have been collaborating for some time and planned a
joint article. They started writing a draft but, because of other commitments, B has
not been involved in the work for some time. A now wants to complete the article,
so they continue to work on it independently and inform B of this. B responds
encouragingly, and says that they hope to be able to get more involved in the joint
work soon.

During the course of the work, A discovers an interesting link to the ongoing work
of one of A’s doctoral students. A discusses this with the doctoral student, C, and
they conclude that it would probably be a more valuable contribution to the research
if C were to join in and contribute to the work on the article. A contacts B numerous
times to get their approval for this, but receives no response. In the end, A decides to
continue with the article together with C anyway.




When the article is nearing completion, A again contacts B to see whether B is still
interested in contributing to completing the article. B responds that they would

like to be included, but questions whether C should be listed as an author. B does
not think that C’s contribution is substantial enough, and does not think that the
link between C’s work and the original research question is clear enough to justify
involving C in the actual writing at all. B instead proposes that they write a separate
article in which they investigate this “side track”, and that C can be included as
author to that article. In this way, they will also get more publications to list on their
CVs.

However, A considers that such a solution would be questionable from an ethical
perspective for several reasons. As opposed to B, A thinks that C’s contribution

adds an important dimension to the research, which would be lost if they divided

up the reporting of the research in the way B proposes. Such a division would also
make it more difficult to have an overview of the research. Moreover, in A’s opinion,
C has contributed to the work on the article in question in a way that exceeds the
section that B now wants to split off into a separate article, and it would therefore
feel wrong to not let C be part of completing the work. At the same time, it would be
difficult to justify listing C as an author of the article if that particular section were

removed.

A raises this with B, who responds that A had no right to involve C in the article in
question without B’s approval, and that A now has to choose between removing C
as an author or removing B’s contribution and continuing with just C. A counters
that it is not possible to remove B’s contribution, as they worked together with

the fundamental research questions and the starting points in a way that makes

it virtually impossible to determine who has done what. B agrees with this, but
does not back down their ultimatum. A points out that they have tried to reach

an agreement on C’s participation with B, but that B did not respond to multiple
emails about this for a long time. A underlines that they also regard B’s proposal
as problematic from a publication ethics perspective. B does not agree with A’s
assessment, and responds that it is actually A who has behaved in an ethically
questionable way, and that B in any case must have the right to decide who is to be

listed as an author of the article.

A now realises that the situation is becoming deadlocked, and that if they do not
manage to resolve the conflict, a potentially very interesting contribution to the
research field in question is at risk of being blocked, and that a lot of time, work, and
resources will then have been spent on this unnecessarily. As none of the alternatives
identified to date appears to be acceptable, A decides to speak to the support function




at their university, and to some colleagues that they trust. In this way, A hopes to get
a better grasp of the circumstances, and guidance on how to approach a situation

such as this.

8.3.4 Internet research and consent

A research team is planning to conduct a study in which data is to be collected from
the internet via observation of blogs and social media. The researchers initially
assessed that the material to be collected can be regarded as public, and that no
specific permits or consents are therefore required. However, already during the
planning phase, it becomes clear that there is a significant risk that sensitive data (in
the legal sense) will be collected, and they therefore realise that they need to apply
for approval according to the Ethical Review Act.

While working on the ethical review application, the research team discusses the
types of personal data that might be collected, and they consult both the support
function at the research principal and other colleagues on this issue. It then emerges
that there is a large variation between the different fora to be studied in terms of

the topics of discussion, and that the data may contain information about health as
well as political opinions and religious beliefs. There is also large variation in terms
of how intimate the posts are and how sensitive the information is. There may, for
example, be personal data relating to certain mental health conditions — such as
eating disorders — and more radical political and religious views. Some of the posts
may also include videos with children who may not have chosen to be included.

Several of the researchers now argue that informed consent should be obtained
from the research participants, but others reply that this would hardly be practically
possible. This is because it is not just about those who are behind the blogs and
accounts, but also about those who in various ways are shown in the posts or are
active in the comments sections. Another alternative brought up is to somehow

try to reach out with information and offer opt-out. At that point, some colleagues
relate that in a previous research project, they saw how research participants

with eating disorders in particular were affected negatively by knowing that they
were being observed, which both entailed a risk for the research participants and

negatively impacted the reliability of the research.

The researchers now face a complicated assessment of different alternatives, where
the expected value of the research also has to be weighed in. During the discussion,
several different perspectives emerge. One of the researchers points out that, of
course, they themselves think that the research is important, otherwise they would




never have gone as far as they have in the planning, but questions whether they are
the right persons to make an assessment and find a balance between the value of the
research and the risks that have now been identified. Can they really be sufficiently
objective? Another researcher replies that they are the ones who understand the
research best, and that they are therefore also best suited to make this assessment —
and furthermore they must also be able to take responsibility for the research being
ethically defensible. A third researcher raises the question of whether there are other
ways of answering the central research question that do not entail equally large
risks and ethical challenges. A fourth points out that they will receive an external
assessment in conjunction with the ethical review if they choose to continue with
the project, and that this review will be based on the researchers’ own descriptions
and reasoning in the application.

8.3.5 Artistic research and collaboration

A group of researchers are planning a project that entails use of both artistic
methods and more traditional scientific methods. One of the goals of the project is
to develop a work of art to be exhibited to the public in collaboration with a well-
known art institution. Persons outside the research team are involved in various
ways, including co-creation and participation in various processes. The research

is regarded as including the processing of sensitive data (in the legal sense) and
perhaps also methods aimed at influencing the research participants (depending on
how this is interpreted). As some of the methods used also mean that the research
falls under the definition of research in the Ethical Review Act, they will apply for

approval under this law.

One issue being discussed is the relationship of the research participants with

the researchers and the project. Several of the research participants already have

a relationship with persons that some of the researchers believe may influence
their decisions to participate. They may, for example, feel that there are unspoken
expectations on them to participate, or believe that there may be advantages

in participating and disadvantages in not participating or in dropping out at a

later stage if they were to change their minds. One challenge will therefore be

to ensure that their consents to participate actually are completely voluntary,

and that they understand that they can stop participating at any time without
negative consequences for themselves. The researchers also need to clarify issues
of responsibility for various elements of the research, and how the participants’
contributions shall be recognised in publications and in connection with the public
exhibition of the work of art. This also raises questions about how the privacy and
integrity of the research participants will be protected at different stages of the




research, not least because they may have their own wishes of being made visible in
different ways that may entail privacy and integrity risks.

Another issue is the relationship with the art institution. The researchers have

a previous relationship to it through their artistic practice, and now that the
collaboration is beginning to take shape, it seems as if the institution has a different
view than the researchers on the quality criteria that the project’s goals shall be
based on. After all, the institution also has commercial interests that may not be
entirely in line with the researchers’ interests. When the researchers try to clarify
what the institution expects and how this relates to quality assurance via peer review,
for example, they do not get any clear answers, but some of the demands being
made by the institution indicate that they may wish to direct the research in a way
that the researchers do not consider compatible with good research practice. This
leads to a dilemma. While the institution’s profile and reputation may contribute
significantly to the outreach of the research both within the research community and
among the general public, there are now concerns that the independence and quality
of the research may suffer because of the collaboration. Questions are also raised
about exposure of the research participants — although outreach is important, the
researchers want to have some control over how certain material is disseminated,

and the institution does not inspire confidence in this respect.

The researchers eventually decide to end the collaboration and instead collaborate
with a lower-profile actor, who does not make any demands perceived to be
problematic and stays entirely outside the artistic research process. The audience
is smaller, as expected, but the results are recognised among researchers and
artists. To further reach out to relevant stakeholders, a collegial panel discussion
is also arranged, based on the experiences from the project, research results, form
of dissemination, process and method development, which attracts great interest

within the research community.

8.3.6 Dilemmas in experiments on animals

A team of researchers are in the process of planning a research project in which

a number of collaboration partners from different countries are involved. A large
number of different regulatory frameworks will be applicable, the research will need
various permits, and various types of agreements will have to be made between the
parties. It has been assessed that experiments on animals will be needed to answer
the central research questions, as these cannot currently be answered relying solely
on animal-free methods. The discussion of how the project will be implemented now

raises a number of ethical issues relating to this.




The researchers assess that the animals will be exposed to suffering, and a central
issue is therefore how this suffering can be minimised. One measure proposed is to
use painkillers, but this could impact the research results, making them less relevant
for the research question. What animals to use is also discussed. Using non-human
primates is associated with greater ethical challenges, but using mice leads to greater
uncertainty in terms of how relevant the results will be for medical application in

humans.

It emerges that one of the project partners could arrange access to potentially valuable
data from animal experiments already conducted, which could reduce the need for
new experiments. However, these experiments were conducted outside the EU (in a
“third country”) and are therefore not covered by the EU-wide regulatory framework.
The question is raised whether it is possible to ensure that these results have been
produced according to the ethical standard that applies in Sweden and in the EU, and

how the researchers can know that the results are reliable.

Questions also arise about the project costs, and how the resources can be used in as
effective a way as possible, without detriment to ethics and other aspects of research
quality. Here too, the issue of experiments on animals in a third country arises. It
seems that the project could produce more valuable knowledge for less money if some
elements, including the experiments on animals, are conducted by partners who are
not covered by EU regulations. However, the question is again whether a sufficiently
high ethical standard can be ensured, and whether this is at all compatible with the
regulations that apply for the parties involved (including local regulations), and with

the requirements set by potential research funding bodies.

8.3.7 Risks and opportunities of technology and commercialisation

Aresearch team has been offered a collaboration with a commercial company that
wants to develop technology that calculates the probability of differing outcomes

in relation to individual health, based on individual genetic tests and large data sets.
The collaboration would entail an entirely new financial framework for the research
and opportunities to develop the technology so that it can be of benefit to society,
for example by making it possible to develop tailored proposals for preventive

measures and therapies based on people’s genetic profiles.

Some of the researchers in the team are sceptical, however, and believe that the
technology is not yet ready for the market, and cannot be expected to be so either
within the time frame set by the company. The design also raises quite a few ethical
issues, not least when it comes to how the genetic data used can be handled in a




secure way and with respect for personal integrity and privacy. Are these risks
actually balanced out by the expected benefit?

This raises the question of how well the technology can be expected to work. One
of the researchers points out that the data currently held in the database is not
representative of entire populations, either at the national or the global level. The
technology can therefore only be expected to work for certain groups, which means
that it would be of limited benefit for other groups, and could even entail risks for
certain particularly vulnerable individuals. More data would therefore be needed
before proceeding to product development, but this would not be possible within
the time frame set for the collaboration by the company. It is also pointed out that
even if it were possible to make the technology work, there would be a risk that it
could be used for genetic profiling in a way that could lead to stigmatisation and

discrimination. Is this a development that researchers should contribute to?

At the same time, they see great potential in the longer term of using technology

of this type for beneficial purposes, in particular if it is used in a responsible way
and in combination with other methods that take more than just genetic factors into
account. But the question is whether the company in question is prepared to limit
the use in this way, given the commercial potential of addressing consumers directly
with user-friendly services, such as analyses of self-tests via an app or a website.

8.3.8 Visibility, responsibility, and protection needs
in practice-based research

In a practice-based research project run in collaboration with schools, a discussion

is held on whether co-researching teachers should be involved in writing and
publications, and in which way their contributions to the research should be reported.
All members of the research team agree that it is reasonable to name the teachers in
the publications, but there is some disagreement about whether they should be invited
to participate in a way that means they become co-authors. Some argue that they
clearly fulfil the criterion of making significant contributions to the research, and that
they should therefore also be invited to participate in the writing. Others argue that
they cannot be expected to take responsibility for the scientific content in a way that
would allow them to assume sufficient responsibility for the publication, and that

they therefore should not be listed as authors.

The discussion also raises questions about how the visibility of the teachers in the
publications affects the possibilities of protecting the research participants’ privacy
and integrity. If you know who the teacher is, it is quite simple to use supplementary




public information to identify the school and class involved, and from there the

step might not be very long to being able to identify at least some pupils. One of

the researchers points out that this is somewhat dependent on the level at which the
study is conducted. For example, if you focus only on types of material production,
it becomes more difficult to identify individual pupils than if you focus on pupils and
teachers in the classroom situation. At the same time, such a general focus would
probably not be sufficient to answer the project’s research questions.

The research team decides that, in any case, it is important to inform the pupils and
their parents or guardians, in conjunction with obtaining consent, of the possibility of
identification. They also discuss how to handle situations that may arise if they do not
obtain consent from all the pupils in a class, or if anyone wants to stop participating,
in view of the fact that the education itself is compulsory. One of the researchers
describes a system for dividing up into groups that has worked in previous similar
studies, but also points out that this must be carefully coordinated with those
responsible at the school, so that this does not have a negative impact on the teaching,
or risk making non-participating pupils feeling excluded or singled out.
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9 References, resources
and information

This chapter describes research ethics regulatory frameworks, actors in the Swedish
system, and resources that researchers can use for guidance on good research
practice. The chapter is far from exhaustive, but provides a basic orientation. Rules
and systems change over time, and it is the researchers’ own responsibility to keep
updated on what applies in the relevant research fields and in the contexts in which
their research is conducted.

9.1 Laws, ordinances, and other directives

This section contains a selection of laws, ordinances, and other directives that
regulate research integrity and ethics issues. The translations of the names of the
Swedish laws, ordinances and other directives are for information purposes only. It
is always the Swedish legal text that applies, not the translated versions.

9.1.1 Responsibility for good research practice
and examination of deviations

The Act on Responsibility for Good Research Practice and the Examination
of Research Misconduct (Lagen (2019:504) om ansvar for god forskningssed
och provning av oredlighet i forskning) contains provisions governing the
responsibilities of researchers and research principals for ensuring research is
conducted according to good research practice. It contains provisions about the
procedure for examining issues relating to research misconduct, and a definition of

research misconduct.

The Ordinance on Exemptions from Investigation of Misconduct in Defency
and Security Policy Research (Forordningen (2019:1176) om undantag frdn
provning av oredlighet i forskning inom det forsvars- och sdkerhetspolitiska
omrddet) contains provisions on certain exemptions from provisions in the
legislation governing responsibility for good research practice and examination of

research misconduct.




The Higher Education Act (Hégskolelagen (1992:1434)) contains provisions
governing, inter alia, research at higher education institutions where the state is the
principal. The first chapter of the law contains provisions on freedom of research
and a provision that the credibility of science and good research practice shall be

safeguarded in the organisation’s activities.

The Higher Education Ordinance (Hogskoleforordningen (1993:100)) contains
provisions that link to the Higher Education Act. It includes provisions for areas
such as the responsibility of higher education institutions to provide advice and
support to employees on issues relating to good research practice, and to investigate
other suspected deviations from good research practice beyond those to be
investigated according to the Act on Responsibility for Good Research Practice and
the Examination of Research Misconduct.

9.1.2 Ethical review

The Act concerning the Ethical Review of Research Involving humans
(“Ethical Review Act”) (Lagen om etikprévning av forskning som avser mdnniskor
(2003:460) (“Etikprovningslagen”)) contains provisions on ethical review of
certain research that involves humans or biological material from humans, including
research that involves processing of sensitive data. The purpose of the legislation

is to protect individual persons and ensure respect for human dignity in research. It
also contains provisions on consent for certain types of research.

The Ordinance on Ethical Review of Research Involving Humans
(Férordningen (2003:615) om etikprévning av forskning som avser mdnniskor)

includes regulations linked to the Ethical Review Act.

9.1.3 Experiments on animals

The Animal Welfare Act (Djurskyddslagen (2018:1192)) aims to ensure good
protection of animals and promote good animal welfare and respect for animals.

It includes fundamental principles for experiments on animals and provisions
governing permits and ethical review of laboratory animal operations. The act also
complements such EU regulations as fall within the application of the act. The

act has been adapted according to a number of EU directives, including Directive
2010/63/EU of the European Parliament and of the Council of 22 September
2010 on the protection of animals used for scientific purposes.




The Animal Welfare Ordinance (Djurskyddsforordningen (2019:66)) includes
complementary provisions to the Animal Welfare Act, relating to permits for
laboratory animal operations and requirements for ethical approval, among other

things.

The Swedish Board of Agriculture’s Regulations and General Advice
regarding Laboratory Animals (Statens jordbruksverks foreskrifter (SJVFS
2019:9) och allmdnna rdd om forséksdjur) contains provisions on the protection
of laboratory animals, including detailed provisions on review of the ethics of

experiments on animals.

9.1.4 Biobanks and biotechnology

The Biobank Act (Biobankslagen (2023:38)) is a law containing provisions
governing how human biological material may be collected for certain purposes,

kept in a biobank and used, with respect for the privacy and integrity of individuals.

9.1.5 Clinical Trials on Medicinal products

EU’s Clinical Trials Regulation (CTR), Regulation (EU) No 536/2014 of

the European Parliament and of the Council of 16 April 2014 on clinical trials

on medicinal products for human use, and repealing Directive 2001/20/EC,
governs all prospective, interventional clinical research for which the purpose is
to study the safety and/or efficacy of medicinal products. The CTR also contains
provisions governing ethical review. The Act with Provisions on Ethical Review
to Supplement the Regulation on Clinical Trials of Medicinal Products for
Human Use (Lagen (2018:1091) med kompletterande bestimmelser om etisk
granskning till EU:s forordning om kliniska provningar av humanldikemedel)

contains national regulations supplementing the CTR.

The Medicinal Products Act (Ldikemedelslagen (2015:315)) covers medicinal
products and is aimed primarily at protecting the life, health and well-being

of humans and animals, and at safeguarding public health and protecting the
environment without this obstructing the development of medicinal products or the
trade in medicinal products in Sweden and the European Economic Area (EEA)

to a greater degree than is necessary. The law contains provisions on clinical trials
that complement the CTR and the Animal Welfare Act. Supplementary provisions
are contained in the Medicinal Products Ordinance (Ldkemedelsforordningen
(2015:458)) and in instructions from the Swedish Medical Products Agency.




9.1.6 Medical devices

The EU’s Medical Device Regulation (MDR), Regulation (EU) No 2017/745 of
the European Parliament and of the Council of 5 April 2017 on medical devices,
amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and Regulation
(EC) No 1223/2009 and repealing Council Directives 90/385/EEC and 93/42/
EEC, regulates medical devices. The MDR is supplemented by implementation
provisions at the EU level and national regulations.

The EU’s In-vitro Diagnostic Medical Devices Regulation (IVDR), Regulation
(EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on in
vitro diagnostic medical devices and repealing Directive 98/79/EC and Commission
Decision 2010/227/EU, regulates medical devices for in-vitro diagnostics. The
IVDR is supplemented by implementation provisions at the EU level and national

regulations.

9.1.7 Personal data

The EU’s General Data Protection Regulation (GDPR), Regulation (EU)
2016/679 of the European Parliament and of the Council of 27 April 2016 on the
protection of natural persons with regard to the processing of personal data and on
the free movement of such data, and repealing Directive 95/46/EC, aims to protect
personal data and is a central part of the European regulatory framework aimed at
protecting the fundamental rights and freedoms of individuals. The GDPR includes
provisions relating to personal data processing for research purposes, including
processing of sensitive data. National rules that complement the GDPR are
contained in the Act containing Supplementary Provisions to the EU General
Data Protection Regulation (Lagen (2018:218) med kompletterande bestimmelser
till EU:s dataskyddsforordning).

9.1.8 Genetic resources and genetic engineering

The Environmental Code (Miljébalken (1998:808)) aims to promote sustainable
development ensuring a healthy and good environment for current and future
generations. It includes provisions aimed at ensuring that special ethical

considerations are taken when it comes to genetic engineering activities.

The Ordinance on the Release of Genetically Modified Organisms into the
Environment (Forordningen (2002:1086) om utsdttning av genetiskt modifierade
organismer i miljon), and the Ordinance on the Contained Use of Genetically




Modified Organisms (Férordningen (2000:271) om innesluten anvindning av
genetiskt modifierade organismer) include provisions on the handling of genetically

modified organisms.

The Genetic Integrity Act (Lagen (2006:351) om genetisk integritet m.m.)
contains provisions on restrictions on the use of certain biotechnology developed
for medical purposes and certain legal effects of such use.

The ABS Regulation, Regulation (EU) No 511/2014 of the European Parliament
and of the Council of 16 April 2014 on compliance measures for users from the
Nagoya Protocol on Access to Genetic Resources and the Fair and Equitable
Sharing of Benefits Arising from their Utilization in the Union, regulates
compliance with the Nagoya Protocol on the use of genetic resources in the EU.

9.2 Some public agencies and other actors in
the Swedish system

Regulations and guidelines relating to good research practice are applied at
different levels and by different actors in the Swedish system. This section gives

a summary presentation of public agencies that in various ways are responsible

for the application of regulatory frameworks of relevance to research ethics. More
information can be found on the websites of the public agencies in question.
Researchers and research principals have a special responsibility for ensuring that
guidelines and regulations are implemented in a way that means good research
practice is complied with and safeguarded, as described in greater detail in Sections
3.1.and 3.2.

The Central Ethical Committee on Animal Experiments (CFDN) (Centrala

djurforsoksetiska ndmnden, website only available in Swedish) examines appeals
against decisions on ethical approval of experiments on animals made by a regional
ethical committee on animal experiments, and evaluates certain animal experiments
after they have been conducted. The Committee consists of twelve members.

Eight of the members are researchers and four are lay persons, of which two shall
represent animal protection interests. The chair and vice chair of the Committee

shall be active judges, or have a background as judges.



https://cdfn.se/

The Swedish Ethical Review Authority (Etikprévningsmyndigheten) examines

applications according to the Ethical Review Act, carries out ethical reviews of
applications for clinical trials on medicinal products and on medical devices. The
examinations are carried out at departments within the Authority that each consist of
ten members with scientific expertise, five members representing the interests of the
general public, and one chair who is or has been a judge in the Swedish courts. The
departments correspond to the former regional ethical review boards. The Swedish
Ethical Review Authority also publishes information and support material.

The Swedish Gene Technology Advisory Board (Genteknikndmnden, website

only available in Swedish) is a governmental agency whose primary task is to
promote ethically defensible and safe use of genetic engineering, so that the health
of humans and animals and the environment are protected. The board consists of
fifteen members. Eight are members of the Riksdag; one from each political party.
Seven members are experts in various fields. The chair and vice chair are lawyers

with judge competence.

The Swedish Authority for Privacy Protection (IMY)
(Integritetsskyddsmyndigheten) is a national supervisory agency for personal data

processing and monitors to ensure that the provisions of the GDPR and other data
protection regulations are complied with. An important part of the IMY’s work is

to provide guidance and disseminate knowledge to those who handle personal data,
and to those whose data is being handled. The IMY is represented on the European
Data Protection Board (EDPB), which decides on how various data protection rules

within the EU shall be interpreted, for example what is categorised as sensitive data.

The Swedish Board of Agriculture (Jordbruksverket) is an administrative agency
for agriculture, fisheries and rural areas, and is responsible for, inter alia, the
approval of facilities and premises where laboratory animals are kept, as well as for
permits to breed and use laboratory animals. Applications to conduct experiments
on animals are made via the Swedish Board of Agriculture and reviewed by
regional animal ethics committees. There are six regional animal ethics committees
in Sweden, each responsible for their own region. The committees review and
approve experiments on animals, and are tasked with weighing the benefit of the
experiments against the suffering of the animals. Each committee has fourteen
members, of which two are lawyers, six are researchers, animal experiment
technicians or animal experiment personnel, and six represent the general public

and animal protection organisations.



https://etikprovningsmyndigheten.se/en/
http://genteknik.se/
https://www.imy.se/en/
https://jordbruksverket.se/languages/english/swedish-board-of-agriculture

The Swedish Medical Products Agency (Ldkemedelsverket) is the administrative

agency for activities relating to medicinal products and medical devices, and works
to promote safe and effective medicinal products of good quality, good use of
medicinal products, and that medical devices are safe and suitable for their use. The
Agency handles permit applications for clinical trials of medicinal products and
checks that they comply with good clinical practice. Applications are made via a joint
internet portal and database for clinical trials in the EU and EEA, the Clinical Trials
Information System (CTIS).

The Swedish Environmental Protection Agency (Naturvdrdsverket) is an

administrative agency for the environment that deals with issues relating to
climate and air, land, biological diversity, polluted areas, ecocycles and waste,
environmental monitoring, and environmental research. The Agency is, among
other things, the supervisory agency in Sweden that checks that users of genetic
resources or traditional knowledge relating to genetic resources comply with the

requirements of the EU’s ABS Regulation.

The Swedish National Board for Assessment of Research Misconduct (NPOF)
(Ndmnden for provning av oredlighet i forskning) is tasked with examining

suspected research misconduct. NPOF consists of a chair and ten members,
appointed by the Government for a four-year term. The chair and other members
have scientific expertise in different fields and experience of working with issues
relating to good research practice. NPOF also publishes an annual report for the
purpose of disseminating knowledge about issues linked to good research practice,
and how different research principals work with these issues. Appeals of NPOF’s
decisions are heard at different stages by the Administrative Court in Uppsala, the
Administrative Court of Appeal in Stockholm, and the Supreme Administrative
Court.

The Swedish National Council on Medical Ethics (SMER) (Statens medicinsk-
etiska rdad) is a body appointed by the Swedish Government. The Council is tasked

with analysing medical ethics issues from an overarching societal perspective and
stimulating societal debate on medical ethics issues.



https://www.lakemedelsverket.se/en
https://www.naturvardsverket.se/en
https://npof.se/en/
https://smer.se/en/english-start/

The Swedish Higher Education Authority (UKA) (Universitetskanslersimbetet)
supervises higher education institutions’ compliance with rules, for example the

provisions of the Higher Education Act, the Higher Education Ordinance, and

the Administrative Procedure Act. UKA provides guidance on issues of higher
education law, and higher education institutions can ask for guiding statement
from UKA on such issues, known as “prior notification”. UKA is also responsible
for official statistics in the higher education area, and conducts different types of

inspections and special Government mandates.

The Ethics Review Appeals Board (ONEP) (Overklagandendmnden for
etikprévning) examines appeals of decisions by the Swedish Ethical Review

Authority and matters transferred from it, and supervises the Ethical Review Act.
ONEP consists of a chair, four members with scientific expertise, and two members
representing the interests of the general public. If, during supervision, ONEP finds
that there is a reasonable suspicion of a breach of the Ethical Review Act, the matter
is reported to the Swedish Prosecution Authority, which thereafter decides whether
a preliminary investigation shall be initiated and whether a charge shall be raised.
ONEP’s supervisory decisions cannot be appealed, except in relation to injunctions
and prohibitions.

9.3 International conventions, codes,
guidelines and more

The ALLEA Code (European Code of Conduct for Research Integrity — revised
edition 2023), European Federation of Academies of Sciences and Humanities
(ALLEA)

The ALLEA Code constitutes a framework for the research community’s self-

regulation in relation to good research practice, and is used as a reference document
by both the European Commission and Swedish public agencies and research
principals. The ALLEA Code was revised in 2023.

ARRIVE (Animal Research: Reporting of In Vivo Experiments), National Centre
for the Replacement, Refinement & Reduction of Animals in Research (NC3Rs)
The ARRIVE guidelines include a checklist and recommendations for complete and
transparent reporting of research that involves animals.



https://www.uka.se/swedish-higher-education-authority
https://www.onep.se/en/
https://allea.org/code-of-conduct/
https://arriveguidelines.org/

CoARA (Coalition for Advancing Research Assessment)
CoARA is an agreement between different actors that indicates a joint direction for
developing criteria and processes for peer review of research, with the overarching

goal of maximising the quality and impact of research.

COPE (Core practices and COPE guidelines), Committee on Publication Ethics

These documents contain guidelines and guidance on publication ethics, aimed at

different actors in scientific publishing, including authors, editors, and publishers.

The FAIR Guiding Principles for Scientific Data Management and Stewardship

The FAIR principles provide guidance for making research data findable,
accessible, interoperable, and reusable. The CARE principles for indigenous data

governance complement the FAIR principles and aim to promote ethical handling of

data relating to indigenous populations and their interests.

Frascati Manual (Frascati Manual 2015: Guidelines for Collecting and Reporting

data on Research and Experimental Development, the Measurement of Scientific,
Technological and Innovation Activities), Organisation for Economic Cooperation
and Development (OECD)

The Frascati Manual provides guidance on the collection and use of statistics on
research and development, and contains definitions of basic research, applied
research, and development work.

Handbook on Whistleblower Protection in Research, The European Network of
Research Integrity Office (ENRIO)

This handbook provides guidance primarily to research principals on the

implementation of systems to protect whistleblowers, but is also aimed
at researchers, research funding bodies, the general public, and potential
whistleblowers.

Declaration of Helsinki: Ethical Principles for Medical Research involving Human
Participants, World Medical Association (WMA)
The Declaration of Helsinki is primarily aimed at physicians taking part in research,

but is relevant for all who carry out research involving humans. It includes some of
the most central principles for protecting research participants and obtaining consent.



https://coara.eu/
https://publicationethics.org/core-practices
https://publicationethics.org/guidance/Guidelines
https://www.go-fair.org/fair-principles/
https://www.gida-global.org/care
https://www.oecd.org/en/publications/frascati-manual-2015_9789264239012-en.html
https://zenodo.org/records/8192478
https://www.wma.net/policies-post/wma-declaration-of-helsinki/

International Ethical Guidelines for Health-related Research involving Humans,
Council for International Organizations of Medical Sciences (CIOMS) and the

World Health Organization (WHO).

These guidelines are primarily relevant to health-related research that involves
humans, but also include guidance that can be relevant for other research involving
humans, for example relating to informed consent, remuneration to research

participants, and research involving vulnerable groups.

ICH Guideline on Good Clinical Practice, European Medicines Agency (EMA)
Guidelies from the European Medicines Agency that describe an international

ethical and scientific quality standard for designing, conducting, documenting, and
reporting clinical trials that include research participants.

Council of Europe’s Convention on Human Rights and Biomedicine
(Oviedo Convention).

The Oviedo Convention describes how principles of human freedoms and rights
shall form the basis for biomedical research, and establishes the principles that
human interests and welfare shall take precedence over societal or scientific
interests. The addendum protocol from 2005 deals with subjects such as ethical

review, risk management, and consent.

PREPARE (Preparing Research and Experimental Procedures on Animals:
Recommendations for Excellence), Norway’s national consensus platform for the
advancement of “the 3 Rs” (NORECOPA) and the Royal Society for the Prevention of
Cruelty to Animals (RSPCA)

The PREPARE recommendations provide guidance for planning and preparation of
experiments on animals, focusing on three areas: how the study is formulated, dialogue
between researchers and animal facilities, and quality control of study components.

The TRUST Code: A Global Code of Conduct for Equitable Research Partnerships
This code aims to promote equal international research collaborations and to

counteract unethical practices from being exported to low-income regions.

The Vancouver Recommendations (Recommendations for the Conduct, Reporting,

Editing, and Publication of Scholarly Work in Medical Journals), International
Committee of Medical Journal Editors (ICMJE)
Recommendations for the conduct, reporting, editing, and publication of scientific

work in medical journals.



https://cioms.ch/publications/product/international-ethical-guidelines-for-health-related-research-involving-humans/
https://www.ema.europa.eu/en/ich-e6-good-clinical-practice-scientific-guideline
https://www.coe.int/en/web/human-rights-and-biomedicine/oviedo-convention
https://norecopa.no/prepare
https://www.globalcodeofconduct.org/
https://www.icmje.org/icmje-recommendations.pdf

9.4 Guidelines and guidance from Swedish
public agencies and organisations

A beginner’s guide to Swedish academia, Young Academy of Sweden
A guide aimed at helping those who are new to the Swedish research system to

navigate Swedish academia, covering issues such as accumulating merit, what the

networks are like, and concrete practical issues.

Centrala etikprovningsndmndens praxis ndr det géller forskningsbegreppet, (available
only in Swedish), Ethics Review Appeals Board

A description o how the research concept is delimited in the application of the ethical
review legislation, for example in relation to student work and the Board’s internal

evaluation work.

Dataguiden.se (available only in Swedish at the time of publication)

Swedish Research Council

Provides comprehensive information on how register and health data can be utilised
in research. It serves as a resource for researchers, offering guidance on accessing
and using Swedish register data and health-related datasets for scientific purposes,
while also addressing relevant legislation and infrastructure.

Ethical guidelines for university teachers, Swedish Association of University
Teachers and Researchers (SULF)
Ethical guidelines for university teachers, where different roles and functions are

brought up, including teacher/supervisor and administrator/leader.

Conducting ethical research, Swedish Research Council

Information for researchers who apply for funding from the Swedish Research
Council.

Open Science Roadmap, Association of Swedish Higher Education Institutions
(SUHF)

National roadmap aimed at clarifying the responsibilities of higher education
institutions and the measures needed in the transition to an open science system,
covering nine overarching recommendations (the roadmap is continuously
updated).



https://sverigesungaakademi.se/publikationer/a-beginners-guide-to-swedish-academia/
https://www.onep.se/media/1101/cepn_praxis_forskningsbegreppet.pdf
https://dataguiden.se/
https://sulf.se/en/work-salary-and-benefits/ethics/
https://www.vr.se/english/applying-for-funding/requirements-terms-and-conditions/conducting-ethical-research.html
https://suhf.se/

Global responsible engagement: Checklist, (SUHF)
Checklist for responsible internationalisation, with six indicators that can be used

when considering international collaborations and as a tool for dialogue with

proposed collaboration partners.

IMY’s information about processing of personal data — for researchers

Gathers basic facts about what it means to process personal data in research.

Making research data accessible and FAIR criteria, Swedish Research Council
The website vr.se has criteria and a guide to implementing the FAIR principles.
There is also a guide to implementing the criteria, Vigledning for implementering

av kriterier for FAIR forskningsdata, linked to the criteria (available only in
Swedish).

Medborgarforskning — en kunskapsoversikt, (available only in Swedish), Public &
Science Sweden

Report produced as background documentation for the National Library of
Sweden’s work on mapping and analysing the general public’s participation in the
research process, and that includes definitions, history, and descriptions of different
types of citizen science and actors.

Nationella riktlinjer for att frdmja 6ppen vetenskap, (available only in Swedish),

National Library of Sweden
National guidelines for open science to serve as support and guidance for the actors

in Sweden who play an important role in the transition to open science.

PhD Handbook: a comprehensive guide for doctoral studies in Sweden, Swedish
National Union of Students (SFS)
Handbook for doctoral students in Sweden, including information on research

ethics, data handling, work environment, and intellectual property rights.

Recommendations to higher education institutions on how to work with responsible
internationalisation, Swedish Foundation for International Cooperation in Research

and Higher Education (STINT)
A report proposing a general model for higher education institutions’ work with

responsible internationalisation, and describing experiences in the area.



https://suhf.se/app/uploads/2023/04/SUHF-Checklist-Global-Responsible-Engagement-REC.-2023-4-230411-REVISED.pdf
https://www.imy.se/en/organisations/data-protection/data-protection-within-different-areas/processing-of-personal-data--for-researchers/
https://www.vr.se/english/mandates/open-science/open-access-to-research-data/support-and-tools-/making-research-data-accessible-and-fair.html
https://www.vr.se/analys/rapporter/vara-rapporter/2021-10-28-vagledning-for-implementering-av-kriterier-for-fair-forskningsdata.html
https://vetenskapallmanhet.se/2023/01/varapport2023_1/
https://www.kb.se/samverkan-och-utveckling/nytt-fran-kb/nyheter-samverkan-och-utveckling/2024-01-15-nationella-riktlinjer-for-att-framja-oppen-vetenskap.html
https://sfs.se/phd-handbook-a-comprehensive-guide-for-doctoral-studies-in-sweden/
https://www.stint.se/wp-content/uploads/2022/09/STINT_Ansvarsfull-internation_web.pdf

Recommendation concerning the application of regulations with regard to deletion/
destruction and preservation of research information, Association of Swedish

Higher Education Institutions (SUHF)

Recommendation for promoting joint implementation of regulations governing

preservation and deletion/destruction of research information by higher education
institutions, aimed at those parts of the operations that in various ways support
researchers on issues relating to good information management. It can also be seen as

an extension and more in-depth versions of parts of SUHF’s roadmap for open science.

RA&d till 14rare, forskare och foretag vid samverkan inom utbildning & forskning,
(available only in Swedish), Association of Swedish Higher Education Institutions

(SUHF) and the Confederation of Swedish Enterprise
General advice to facilitate mutual exchange between academia and the business
sector by inspiring teachers, researchers, and companies to find collaboration

partners, and to discuss the preconditions for and expectations of collaboration.

Data management plan template, Swedish Research Council and Association of
Swedish Higher Education Institutions (SUHF)
Template for producing a data management plan. There is also a guide, Guide to the

template for data management plans.

Guidance for higher education institutions’ efforts to prevent, manage and follow
up on suspected deviations from good research practice, Association of Swedish

Higher Education Institutions (SUHF)

Guidelines aimed at supporting higher education institutions’ preventive work,

handling of suspected deviations, and follow-up relating to suspected deviations
from good research practice. The guidelines are based on applicable legislation
and the ALLEA Code, and also include a template for the standard procedure for
suspected deviations from good research practice.

Guide to the ethical review of research on humans, Swedish Ethical Review
Authority

Guidance document explaining how fundamental research ethics principles are
applied in the ethical review, and what this means in relation to planning and
conducting research involving humans. It also contains information on how the
ethical review is carried out, advice on planning and application, and an account of

why ethical reviews are done, and how they developed historically.



https://suhf.se/app/uploads/2023/10/REC-2022-1-Recommendation-of-regulations-regarding-delition-and-preservation-of-research-information-1.pdf
https://suhf.se/app/uploads/2023/03/Rad-till-larare-forskare-och-foretag-vid-samverkan-SUHF-Svenskt-Naringsliv-mars-2023-2.pdf
https://www.vr.se/english/applying-for-funding/requirements-terms-and-conditions/producing-a-data-management-plan.html
https://www.vr.se/english/analysis/reports/our-reports/2022-12-06-guide-to-the-template--for-data-management-plans.html
https://suhf.se/app/uploads/2024/05/REK-2020-3-REV-Guidance-for-HEIs-efforts-to-prevent-manage-and-follow-up-on-suspected-deviations-from-good-research-practice-30-08-23-1.pdf
https://etikprovningsmyndigheten.se/wp-content/uploads/2024/05/Guide-to-the-ethical-review_webb.pdf

Overenskommelse om samverkansregler for den offentligt finansierade hélso- och

sjukvarden, ldkemedelsindustrin, medicintekniska industrin och laboratorietekniska
industrin, (available only in Swedish), Swedish Association of Local Authorities

and Regions (SALAR)

An agreement between the Swedish Association of Local Authorities and Regions,
Likemedelsindustriféreningens (Lif) Service AB, Swedish Medtech, and Swedish
Labtech on joint rules for how employees and managers in health and medical care
and the pharmaceutical, medical devices, and laboratory technology industries shall
collaborate and interact with each other. The fundamental principles are based on
all collaboration being documented, open to scrutiny, reasonable, and shall provide
benefit to all collaborating parties.

9.5 Guidelines and guidance from the EU

The European Commission provides a number of guidance documents relating

to research ethics, both general and more specific. The general ones include the
guidelines for how the ethical self-evaluation shall be completed in applications for
research funding from the EU, which researchers in all fields can use as support,
irrespective of whether you are applying or not, and guidelines for identifying
“serious and complex” ethics issues in applications that can be useful for many

researchers:

* How to complete your ethics self-assessment

» Identifying serious and complex ethics issues in EU-funded research

Among the more specific documents are ethical guidelines for research in social
sciences and humanities, research on refugees, migrants, and asylum-seekers,
research in ethnology/anthropology, potential misuse of research results, data
protection in research, use and development of Al-based systems and techniques,
and responsible use of generative Al in research:

» The European charter for researchers and The code of conduct for the

recruitment of researchers

» FEthics in social science and humanities

» Guidance note — Research on refugees, asylum seekers and migrants

* Guidance note — Potential misuse of research

« Ethics and data protection

» Ethics by design and ethics of use approaches for artificial intelligence

» Living Guidelines on the Responsible use of Generative Al in Research



https://skr.se/download/18.544e1c0b1784a90739287699/1617888291229/%C3%96verenskommelse%20om%20Samverkansregler_01012020.pdf
https://ec.europa.eu/info/funding-tenders/opportunities/docs/2021-2027/common/guidance/how-to-complete-your-ethics-self-assessment_en.pdf
https://ec.europa.eu/info/funding-tenders/opportunities/docs/2021-2027/horizon/guidance/guidelines-on-serious-and-complex-cases_he_en.pdf
https://euraxess.ec.europa.eu/sites/default/files/brochures/am509774cee_en_e4.pdf
https://ec.europa.eu/info/funding-tenders/opportunities/docs/2021-2027/horizon/guidance/ethics-in-social-science-and-humanities_he_en.pdf
https://ec.europa.eu/info/funding-tenders/opportunities/docs/2021-2027/horizon/guidance/guidance-note-research-on-refugees-asylum-seekers-migrants_he_en.pdf
https://ec.europa.eu/info/funding-tenders/opportunities/docs/2021-2027/horizon/guidance/guidance-note-potential-misuse-of-research-results_he_en.pdf
https://ec.europa.eu/info/funding-tenders/opportunities/docs/2021-2027/horizon/guidance/ethics-and-data-protection_he_en.pdf
https://ec.europa.eu/info/funding-tenders/opportunities/docs/2021-2027/horizon/guidance/ethics-by-design-and-ethics-of-use-approaches-for-artificial-intelligence_he_en.pdf
https://research-and-innovation.ec.europa.eu/document/2b6cf7e5-36ac-41cb-aab5-0d32050143dc_en

Other documents from the EU that are relevant for good research practice

are the ERA Pact, which touches on aspects of good research practice in the
European Research Area, the MSCA Green Charter, which is about promoting
sustainable implementation of research projects, and the European Commission’s

recommendation on compliance programmes for control of research into PDA:

* Marie Sktodowska-Curie Actions Green Charter
* ERA-pact (European Council Recommendation (EU) 2021/2122 of 26

November 2021 on a Pact for Research and Innovation in Europe)

* Commission Recommendation (EU) 2021/1700 of 15 September 2021 on

internal compliance programmes for controls of research involving dual-use
items under Regulation (EU) 2021/821 of the European Parliament and of the

Council setting up a Union regime for the control of exports, brokering, technical

assistance, transit and transfer of dual-use items
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9.7 Other internet resources

Swedish National Data Service

Supports access, preservation, and reuse of research data and related material, and
forms a national infrastructure for research data together with a network of research

organisations.

Clinicaltrials.gov, NIH National Library of Medicine

Website and database where clinical trials can be registered. Aimed at the general

public, researchers, and healthcare professionals.

Researchweb
A system for research information including application systems, project database,
and publication database. Can be used for registering clinical studies.

EOSC (European Open Science Cloud)
A European project to create a virtual environment for sharing and access
to resources and services within research, innovation, and education, where

researchers and other actors can publish, find, and reuse research data.

Djurfoérsok.info (available only in Swedish)

Website where the Swedish Research Council and eight Swedish universities

collaborate to inform about experiments on animals.

Clinical Studies Sweden
A national collaboration between Sweden’s six healthcare regions, with support

from the Swedish Research Council, which develops and offers support to those
conducting clinical studies in health and medical care.



https://snd.se/en
https://clinicaltrials.gov/
https://www.researchweb.org/
https://research-and-innovation.ec.europa.eu/strategy/strategy-research-and-innovation/our-digital-future/open-science/european-open-science-cloud-eosc_en
https://djurforsok.info/
https://kliniskastudier.se/english

Biobank Sweden

A national infrastructure for biobanking, supported by the Swedish Association
of Local Authorities and Regions (SALAR) and the Swedish Research Council,
which develops national procedures, provides information, and educates about the

processes that impact on biobanking in Sweden.

Swedish 3Rs Center
A national knowledge centre that works to replace, reduce, and refine experiments

on animals in Sweden, for example by collecting and disseminating information,
giving advice and recommendations, supporting public agencies, and promoting
best practice on laboratory animal-related issues.

The Royal Society: Research culture
Information on the British Royal Society’s website on projects and resources to

support good research culture.
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https://biobanksverige.se/en/a-national-infrastructure-for-biobanking/
https://jordbruksverket.se/languages/english/swedish-board-of-agriculture/animals/the-swedish-3rs-center
https://royalsociety.org/news-resources/projects/research-culture/
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