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Abstract

The aim of the SATORI project is to build a commioamework for ethics assessment of
research and innovation in Europe. In report DI.the project, the state of the art of ethics
assessment was analysed by means of a large nwhisemi-structured interviews with
formal assessors (members of ethics committees;ist) people involved in corporate
social responsibility assessment and planning) attd non-formal assessors (civil society
organisations, interest groups, science journadisty. The interviews were also focused on
the training and capacity building needs expredsgdhe interviewees, collecting their
preferences and suggestions. In the current regatd, obtained with by-hand coding of the
interviews were analysed and integrated with aengvdf the existing literature on the
theoretical basis of capacity building, with thenap identify the most appropriate model for
capacity building activities in ethics assessmAnthree-level approach to capacity building
tackling individual, organisational and societartsnational weaknesses was identified as
suitable for future training. An online systemadigarch of the existing training programs in
ethics assessment was performed with the aim wdifigeiseful tools (such as ethical matrices,
case-history exercises and others) for the futwelvement of all the stakeholders. Formal and
informal ethics assessors were identified as plesddrgets for future capacity building
activities and participatory processes.



INTRODUCTION

The aim of the SATORI project is to build a commioamework for ethics assessment of
research and innovation in Europe. In report Bhflthe project ethics assessment was
defined as a key element of Responsible Researach lanovation, involving the
identification and assessment of ethical issuagsearch and innovation. Ethics assessment
is different from ethical guidance, which is thatstnent of ethical guidelines, principles,
rules, codes, and recommendations to which sdengifactices, innovation practices,
developments in science and technology are expecteecommended to adhere. The term
assessment implies an active approach toward @deation of the ethical issues in R&l and
not only a theoretical knowledge of the contentd anes of laws and guidelines. In this
report we use the term ethics assessment in thadéroway, as a shortcut for ethics
assessment and guidance, as we consider also meaplastitutions involved in producing
guidelines and norms.

Ethics assessors are defined as agents (organsatioindividuals) that engage in ethics
assessment, usually on a professional basis. SATS& this term more broadly, to include
agents that engage in any type of ethics assessmgaittance, awareness raising or
advisement, even informally. In this report we rdtethis category as non-formal assessors.
This definition does not imply that an ethics assedas ethics assessment as its primary
mission but it he repeatedly and systematicallyageg in activities that involves tools and
knowledge that are proper to ethics assessment.

During the first phase of the project, the SATORhsortium conducted a large number of
semi-structured interviews with people or represtivee of institutions formally involved in
ethics assessment, as with a large number of nonafoassessors (representatives of
institutions that evaluate the impact of reseanath @mnovation out of a formal framework,
such as civil society organisations or investigajournalists, and other stakeholders).

One of the aim of the interviews was to assess thaning needs (if any), their suggestions
for participatory processes and capacity buildictvaies that could facilitate the building of
a common framework for ethics assessment.

The analysis of 230 interviews shows that ethisaeasment of research and innovation lacks
unity, recognised approaches, professional stasdand proper recognition in some sectors
of society. At the same time, as stated by the rtepd.1, different actors - including
universities and research institutes, corporatasgovernment organisations - are investing
in the field as they perceive the importance ofostlassessment. They are also developing
different initiatives and mechanisms to addresgcathssues. The rapid expansion of ethics
assessment has not, however, been accompanied ghificaeint efforts to harmonise
approaches in different fields and organisationsaise standards, and to introduce quality
assurance. There is a need for improvement andauote in the ethical assessment of R&lI
in Europe and this goal can be achieved also biering the opportunities of interaction
among the different stakeholders with the aim tachethe goal using a capacity building
approach and by promoting a common training incalhassessment based on tools more
then on contents or guidelines. This report analyse existing training models in the field,
the training needs as expressed by the differakielblders and by experts and proposes a

! http://satoriproject.eu/deliverables/



model based on mobilisation and mutual learning (MMnd capacity building activities
more than on a classic top-down, frontal training.

In Section 1 the report analyse some theoreticaletsofor capacity building that can be
useful for future activities within SATORI and beyh The analysis is focused on the
different organisational levels involved in capgdtilding activities, from the society to the
single individual.

In Section 2 the report offers a brief overviewtlod existing training models and tools, and
of good practices in training in ethics. The reskawvas conducted by a systematic on line
search using specific keywords.

Section 3 is based on the results of 64 interviesedgcted among the 230 of the Satori
database, in which the interviewees expressed tivair needs and views about training in
ethics assessment. We identified four major categothat could be interested in
multidisciplinary training or participatory proce&ssabout ethics assessment: formal assessors
(defined as institutional assessors such as memblenesearch ethics committees in
academies, governmental agencies, people involvecdcorporate social responsibility
assessment and planning, etc.), non-formal asse@sainly representatives on civil society
organisations and interest groups), young reseexcrel scholars (as future actors in R&l
and in ethics assessment) and science journadiste@n-formal assessors but also as key
elements in raising the awareness of ethical issu#sn the society). Data were obtained
with by-hand coding of the interviews and the ssfjga and needs were summarised as
practical key points for future training.

Section 4 offers a model for future training angamaty building in ethics assessment based
on the interviews results and on the experien@xpérts in the field.

A table summarising the single interview resultadsled in appendix.



1 THEORETICAL MODELS OF CAPACITY BUILDING IN ETHICS
ASSESSMENT

1.1 MEANINGS AND LEVELS OF CAPACITY BUILDING

“Capacity” is an ambiguous term, with many meanings will here be described as the
ability of a person or an organisation to get tkimpné. The United Nations Development
Program (UNDP 1997) describes capacity developrasra “process by which individuals,
organisations, institutions and societies develbjiiti@s (individually and collectively) to

perform functions, solve problems and set and aehibjectives”>

The UNDP document distinguishes between four levktapacities:

» individual (skills, knowledge, values etc.)

» organisational (capacity to work effectively astpd a larger entity)

* interorganisational (ability to develop relationshiand arrangements between
organisations)

* environmental (ability to develop an enabling eamment at state, civil society and
private sector level).

In this perspective, capacity is a knowledge-bocapiability? Regards to ethics assessment,
three levels of capacity building are central: undiial, organisational and environmental (i.e.
societal level). As SATORI project is working oretdevelopment of a common framework
for ethics assessment and on the training oppdesrio develop and share this framework
among different stakeholders, two conceptual petsps are particularly important:

» organisational / management perspectivefocusing on some specific organisational
areas needing reform, including the state orgattsedegislative framework;

» societal / transnational perspectivein the sense of multidisciplinary involvementtioé
stakeholders, coupled with international and irdeegnmental cooperation, requiring a
broader and more integrated perspective.

Based on the conceptual framework, capacity buildiativities in the SATORI project on
ethics assessment in research and innovation baefléct these two fundamental reference
points.

The review of the literature on capacity buildingpws that the term is used in a broad way,
and some scholars argue that it became a “buzzwaondaning merely a euphemism for
“little more than training”> © So it is crucial to remember that capacity buiipactivities are
context-dependent, especially when the key questiowhat is the ethical capacity of an

2 Wignaraja, Kanni (ed), D Balassanian (researches}jtutional reform and change management: Mamqgi
change in public-sector organizations. A UNDP cépadevelopment resource, 2006ttp://www.asia-
pacific.undp.org/content/rbap/en/home/library/kic/lpub3.html

* UNDP 1997. Capacity development. New York: UNDgore Management Development and Governance Divisio
* Smith J.Context-bound knowledge production, capacity boddand new product networkgournal of
International Development 2005;17 (5): 647—659.

® Cornwall A.Buzzwords and fuzzwords: deconstructing developdisaourse Development in Practice 2007;
17 (4-5); 471-484

® Although education and training are often usecufameously, the term education is more approphatause
it refers to develop the mental, moral, or socadabilities; sedttp://www.thefreedictionary.com/educate
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individual, an organisation or a society at larglterefore, both the organisational or
management perspective and the societal/transahpenspective are relevant.

1.1.1 Organisational or management perspective

In the organisational or management perspectivpaaiy building can be viewed as the
development of “an ethics of support, an ethicgstice and ethics of critique. Together they
can help to strengthen the individual and collecgthical knowledge and the sensitivity of the
actors toward ethical issueg"Ethical capacity within an organisatioan be enhanced when a
large number of members, e.g. students in schoolsiaiversities or employees in industfies
have acquired and embodied advanced ethical kngelend efficacy. One of the aim of
SATORI (and others’) trainings in ethics assessnoentd be to offer the participants some
good models to enhance the “ethical awareness” giii@ir own organisations.

A checklist of the components of systemic capabityiding at the organisational level is
provided by Potter & Brougl. They identify a pyramid of nine separate but itégendent
components, with nine crucial questions to askéassessment of capacities in every field.

» Performance capacityAre tools, money, equipment, consumables, etdladla to do the
job?

* Personal capacityAre the staff sufficiently knowledgeable, skillezhnfident to perform
properly?

» Workload capacity Are there enough staff with broad enough skillscape with the
workload?

» Supervisory capacityAre there reporting and monitoring systems, linesccountability,
in place?

» Facility capacity Are training centres big enough, with the righafistin sufficient
numbers?

e Support service capacity Are there training institutions, services orgatisss,
administrative staff?

e Systems capacityDo information, money flows and managerial decisidunction
effectively?

» Structural capacity Are there decision-making forums for inter-sedtodéscussion,
records kept?

* Role capacity Have individuals, teams, committees the respditgibiuthority for
decision-making?

Table 1 Nine components of systemic capacity

Potter & Brough argue that the systemic perspeaowdd improve the diagnosis of sectoral
weaknesses that can be strengthened by specifienga. This approach could help to
improve the design of capacity building projectsethics, their monitoring and evaluation,
and may lead to a more effective use of resources.

" UNDP 1997. Capacity development. New York: UNDgore Management Development and Governance Divisio
8 Starratt R. J..Building an Ethical School: A Theory for Practice Educational LeadershipEducational
Administration Quarterly 1991; 27 (2); 185-202.

° Smith, D.Fostering Collective Ethical Capacity within theabling ProfessionJournal of Academic Ethics
2014; 12 (4); 282

19 potter C., Brough RSystemic capacity building: a hierarchy of neddsalth Policy and Planning 2004; 19
(5); 336—345.

bid.



They also suggest a four-tier hierarchy of capamifyding needs, involving different areas of
intervention: structures, systems and roles; stadffacilities; skills and tools.

require ... )

require ... >
require ... )

As SATORI project is evaluating capacity buildingedls in the field of ethics assessment in
research and innovation, we also considered theemfod capacity building in research
(RCB) by Cooke et al that provides a framework ¢apacity building within a policy
context.'?

I Tools |

hi

ffective
use of ...

| Skills

enable
effective
use of ...

| Staff and Infrastructure I

enable
effective
use of ...

| Structures, Systems and Roles I

Figure 1 Systemic capacity buildind?

RCB can be greatly nurtured or restricted by theyaiting policy. This notion is particularly

important for SATORI, as the project is developamgew and common ethical framework
for the EU that could influence future policies atite very existence of supportive
infrastructures. Cooke et al model states thatarebecapacity building should improve the
opportunities for individuals, teams, organisaticansd networks. Infrastructures, skills,
practical tools, development of collaboration, austbility and appropriate dissemination
influence RCB as much as policies, in a mutualodjaé that is fostered by interdisciplinary
and multilevel learning approach.

Figure 2 Research Capacity Buildind*

12 [jai
Ibid.
13 Cooke J. A framework to evaluate research capéitiging in health care. BMC Family practice 20@5;
(1); 44.
“Ibid.



1.1.2 Societal and transnational perspective

In the early 1990s, capacity building became a &mmehtal concept underlying interventions
in the field of development. Anneli Milen, advistw the World Health Organization’s
department Health Service Provision argues thaaagpbuilding, as a societal process, can
be linked to the ascendancy of three sociologiemsectives in the 1970s and 1980s: the
perspectives of agency, active citizenship and sietiety. This means that active citizens,
participating in the institutions of evolving civglocieties, have the capacity to steer human
endeavour in a direction that can produce selfrdeteng, sustainable societi&s.

The same concepts underlay the European Year are@st (EYC), an EU-funded initiative
dedicated to the rights that come with EU citizémghat lasted from 2013 to 2012EYC
encouraged dialogue between all levels of govertnwvil society and business at events
and conferences around Europe to discuss notablymtportance of both representative and
participatory democracy in the European Union amfdrim on the existing tools to better
participate in the European democratic process.

A large group of institutions — international, gawamental and nongovernmental — have
increased their efforts on scientific or resear@pacity building issues, especially in
developing countries. These organisations haveudiec, most notably, the United Nations
itself with its emphasis on the Millennium Develogmh Goals (MDGs) and the Third World
Academies of Sciences (TWAS), an umbrella orgaioisaif national academies of science,
which represent a “forum for building scientificpaity and leadership”. Ethical assessment
became part of their development programs.

Some networks, such as the Strategic Initiativeddeveloping Capacity in Ethical Review
(SIDCER)®, the European Network of Research Ethics Comnsit@@JREC) and the
Council for International Organisations of Medi&tiences (CIOMS) are focused on the
transnational perspective in the field of ethicseasment?

Strategic Initiative for Developing Capacity in Ethical Review (SIDCER) is a
transnational initiative which works as a netwofkirmlependently established regional fora
for ethical review committees, health researcherd mvited partner organisations. The
primary objective of SIDCER is to contribute to hamsubject protections globally by
developing local capacity for ethical review of @asch involving human subjects and for
developing policies on the ethics of health redea®DCER aims at “operating with mutual
understanding and respect for cultural, regiondlrational differences®

European Network of Research Ethics Committee§EURECY! is a European network that
brings together national Research Ethics Commit{@dsC) associations, networks or
comparable initiatives on the European level. Time ig to interlink European RECs with
other organisations or institutions in the fieldresearch that involves human participants,
like National Ethics Councils and the European Cassian's ethical review system. Such a

5 Kenny S, ClarkeM. Challenging capacity buildingmparative perspectives. Palgrave Macmillan, 2p1%f,
18 http://europa.eu/citizens-2013/en

YTWAS 2004. Building Scientific Capacity. See hitpvas.org/sites/default/files/capbuildreport.pdf

18 SIDCER .http://www.who.int/sidcer/en/

19 CIOMS. http://www.cioms.ch/

20 SIDCER.http://www.who.int/sidcer/en/

L EUREC..http://www.eurecnet.org/materials/index.html
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network forms the infrastructural basis to promateareness of specific working practices of
RECs across Europe, to enhance the shared knowbedgeof European RECSs. Its function

is to S%onrt coherent reviews and opinions andd¢et new challenges and emerging ethical
issues:

The Council for International Organisations of Medical Sciences(CIOMS), is an
international, non-governmental, non-profit orgatien established jointly by WHO and
UNESCO in 1949. In 2013, the membership of CIOM8uded 49 international, national
and associate member organisations, representingy & the biomedical disciplines,
national academies of sciences and medical researghcils. Its main objective is to
facilitate and promote international activitiestle field of biomedical sciences. Therefore it
coordinates long-term programs on bioethics; headtiicy, ethics and human values; drug
development and use; international nomenclatucksaiases.

With the increase in the scientific capacitieseinational collaborations as well as the
application of new technologies in different regioof the world, ethical issues rise at the
same timeBecause of thigthics assessment (mainly bioethics) has also bewoneasingly
international. Anticipating this global trend, UNES launched in 2007 a database called the
UNESCO Global Ethics Observatory system of database ethics of science and
technology. The database offers a collection ofllégstruments searchable by region,
country, bioethical themes, legal categories angliegbility to specific articles of the
UNESCO Universal Declaration on Bioethics and HumBights and International
Declaration on Human Genetic Dafd.As a transnational effort for capacity building in
ethics, it serves many countries with a limitedrastructure in bioethics and a lack of
expertise, educational programs, bioethics comesiteolicies, public debate and legal
frameworks. The use of this tools presupposes wfseothat the countries have the capacities
to use it. Due to the global nature of science taatinology, the need for a global approach
to ethics was triggered by the global investmenesearch, so any capacity building training
in ethics assessment should be based on a tramsaladpproach.

It is this societal perspective, with an emphasistloe science-policy-society nexus that
matters. Jasanoff, a renowned researcher in Scemtelechnology Studies (STS) and an
expert in scientific policy advice, argues that “need the capacity — and will — to question
our purposes deeply: to ask over and over how kedyd underpins institutions and policies

that are sometimes serviceable but at other tirapsepse”?*

What does this mean for capacity building in ettdassessment in research and innovation?
Smith summarize the results of a year-long protes®ster the ethical capacities and to
build an ethical framework within the teaching gsdion: “Based on the lived ethical
experiences of educators [...Jthe main ethical resesirare cases, narratives, ethical
frameworks, digital stories, books and kif3"She concludes that the “building of ethical
lenses” can foster the individual and collectivieie! knowledge and sensitivits?

22 Since 2011 EUREC provides Training and Resouncd®esearch Ethics Evaluation (TRREE), as an online
training course in seven languages. Bite://elearning.trree.org/

% Ang TW et al.UNESCO Global Ethics Observatory: database on ethitated legislation and guidelines
Journal of Medical Ethics 2008: 34 (10); 738-741.

24 Jasanoff S.Watching the watchers: lessons from the sciencesoidnce advigeln: The Guardian,
http://www.theguardian.com/science/political-scief2013/apr/08/lessons-science-adyispril 8, 2013

% Smith DFostering Collective Ethical Capacity within theabhing ProfessionJournal of Academic Ethics
2014; 12 (4): 271-286.

% |bid.
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1.2 ETHICS IN THE RESPONSIBLE RESEARCH AND | NNOVATION FRAMEWORK

Why is capacity building in ethics assessment aéto the concept of “responsible research
and innovation” (RRI)? A working definition for rnesnsible research and innovation is
proposed by the European Commission DG Researchnandation as

a transparent, interactive process by which sdcaet®rs and innovators become mutually
responsive to each other with a view on the (ethaaceptability, sustainability and societal
desirability of the innovation process and its negéable products (in order to allow a proper
embedding of scientific and technological advarcesur society)?’

Ethics is one of six key elements of the RRI framew besides engagement, gender
equality, science education, open access and gaveerf® Generally speaking the building
of a common framework means that all societal actaesearchers, industry, policymakers
and civil society — jointly participate in the reseh and innovation process, in accordance
with the value of inclusiveness, as reflected ia @harter of Fundamental Rights of the
European Union.

Societal challenges are framed on the basis of lywidpresentative social, economic and
ethical concerns and common principles. In addjtioatual learning and agreed practices
shall be developed to evolve joint solutions toiestat problems and opportunities, and to
pre-empt possible public value failures of fututadvation.?° These should also be the basis
of any capacity building program in ethics assesgnfewe want the ethical issues to be
formulated explicitly, in order to adequately resdoto societal challenges Beyond the
mandatory legal aspects, the RRI framework stdtasdthics “should not be perceived as a
constraint to research and innovation, but ratkex way of ensuring high quality result§”.

1.2.1 The EU Commission’s Ethical Indicators for RRI
In a recent report by an EU Commissions expert gfowcriteria for RRI indicators were

reviewed and ethics was included among the eigterier for monitoring R&D projects (see
Table 1).

Performance indicators

Process indicators Outcome indicators

Ethics Documented ELSI/ELSA project Documented change & IRriorities (research

27 European Commission 201Towards Responsible Research and Innovation in Itfiermation and
Communication Technologies and Security Technadogields European Commission DG for Research and
Innovation.http://ec.europa.eu/research/science-society/docutiterary/pdf 06/mep-rapport-2011 en.pdf
% European Commission 200Ftom the Ethics of Technology Towards an Ethickmbéwledge Policyand
Knowledge AssessmeBiISRN Electronic Journahttp://www.ssrn.com/abstract=2436380
29 European Commission 201Responsible Research and Innovation - Europe’stghid respond to societal
challenges European Commission DG for Research and Innavatitp://ec.europa.eu/research/science-
gg)ciety/document library/pdf_O6/responsible-redeantd-innovation-leaflet en.pdf

Ibid.
31 EU Commission 2018ndicators for promoting and monitoring ResponsiBlesearch and InnovatioEU
Commissionhttp://ec.europa.eu/research/swafs/pdf/pub_rrifrdicators_final_version.pdfp. 29ff.
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component and/or transdisciplinanyor research funding) attributable to multi-
component that addresses societalstakeholder and/or transdisciplinary processes of
relevance and ethical acceptability appraisal of societal relevance and ethical
(presencel/frequency; qualitative | acceptability. (presence/frequency; qualitative
descriptions; best practices) descriptions; best practices)

Table 2 Proposed indicators for ethics by EU Commsgon®

The ethics assessment of the impact of researcitsonbject (human beings, animals,
environment etc.) is not the main current challeag@ criterion of RRI in the context of the
EU. Rather, the expert group states that the maallenge is to prevent mandatory
institutional ethics procedures from degeneratitig perfunctory exercises.

Instead of futile attempts to train assessors Heatong data from below for a top down
command-and-control system, the experts recomntetcethics indicator focus on bringing
actors together to discuss the state of the atpast of good governance. For RRI in general,
and particular for the more overarching criteriatsas ethics, indicators will and should be
experimental in natureThe expert group provides a list (that can be adgbasis for
exercises on ethics assessment of research pjojbets combines simple, quantitative
suggestions with qualitative and more experimemnals, as shown below:

» documented change in R&l priorities (research seaech funding) attributable to multi-
stakeholder and/or transdisciplinary processesppfagsal of societal relevance and ethical
acceptability (presence/frequency; qualitative dpsons; best practices);

» presence of multi-stakeholder and/or transdis@pjinprocesses of appraisal of societal
relevance and ethical acceptability;

* in research projects, the existence of an ELSI/EL$ject component and/or
transdisciplinary component that addresses soceé&alance and ethical acceptability;

» public awareness and evaluation of mechanisms dtii-stakeholder and/or transdisciplinary
processes of appraisal of societal relevance &mcheacceptability.

2 THE AIM AND CONTENT OF ETHICS ASSESSMENT IN RESEARC H AND
INNOVATION

Many expert$’ have tried to summarize the aim of ethics assessrbeveloped in the field
of medicine and life sciences, ethics assessmembwsrequired also in other fields where
research and innovation can have an impact onifthefl citizens. The Guidance document
issued by the Directorate-General for Research landvation to promote ethics self-
assessment for applicants for Horizon 2020 fundiatges:

Consider that ethics issues arise in many areassefarch. Apart from the obvious, the
medical field, research protocols in social scisneghnography, psychology, environmental
studies, security research, etc. might involvevblentary participation of research subjects
and the collection of data that might be considemsdpersonal. You must protect your
volunteers and also protect yourself (and youraes$eer colleagues).

32 hi

Ibid.
% Oliver P. The student's guide to research ethicperO University Press (McGraw-Hill Education),
Maidenhead, 2010.
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The knowledge of the aim of ethics assessment eowifse a prerequisite for the planning of

any training program in the field. The followingtliof activities conducted by RECs can help

people involved in training in ethics to identityet goals they want to reach with the training

itself.
* ldentify the aims of the research, its moral andaqustification

Identify the ethical issues related to the reseprofect or to the introduction of an

innovative tool or discovery

* ldentify situations when/where research could héelly undesirable

» Highlight the responsibility of the researchersaived in a project

» Verify the correspondence between the researclgalesid the norms and laws
governing research in the country where it willdoaducted

* Analyze the procedures of recruiting (if human satg or animals are involved), the
principles of informed consent, the quality of thiermation provided to the subjects
and to the public. Highlight possible risks for neitable groups of people

* Identify potential risks and benefits for the pepplvolved in the research

* Analyze the quality of the research design

» Identify sensitive issues linked to religion andues differences among the
population

» Verify the ethical of data recording, storage andlgsis especially when dealing with
sensitive materials

» Evaluate anonymity, confidentiality and privacyuss

» Verify the issues related to social sciences researsuch as the quality and
administration of questionnaires and interviewsl(iding potential psychological
effects on the respondents)

» Verify the availability of the research data to gaeticipants

» Verify the frequency and quality of public inform@t about the results

* Evaluate the possible social, political and envinental impact of the research or the
introduction of innovations

» Verify the sponsorship and funding of a researo possible conflicts of interest;
issues of intellectual property and adherence tie @d conducts of specific
disciplines or professions

* Analyze the publication and dissemination of a aede the editorial procedures in
academic journals; issues of plagiarism and selfipkism; the rules for authorship;
the code of conduct of the reviewers; the represgiemt of the research findings to
non-researchers.

2.1 EXISTING TRAINING MODELS

The models for training in ethics assessment arevath established nor standardized. Many
different experiences have been conducted in regests, focused mainly on researchers,
ethics assessors and ethics committees, mainheifidld of medical research and bioethics.
Some tools and guidelines have been developed.fdllweving list is not exhaustive but
provides some examples of good practices or mddelsiture training in ethics assessment,
identified by a systematic search using the keywtnalning in ethics, “ ethics assessmént
“capacity building in training assessméntstakeholders and ethics assessrhehgthics
assessment coursétools for ethics assessmént

The European Forum for Good Clinical Practices (one of the most active bodies in
research ethics in the European Union that aim@amote consistent, high quality ethical

13



review) held a workshop in 2011 with the aim toduree a syllabué for training that could
help identify needs and resources in different paam Countries. The syllabus summarises
standards and training for research ethics comesittRECs) issued from a discussion among
representatives of 12 different European countries.

What was debated was not the need for trainingg€® but the best way to provide it, due
to the lack of guidancé?® The syllabus is divided into four broad competeactommittee
working, scientific method, ethical analysis, ursdanding of the regulatory framework.
These categories reflect also the four major categ@f training needs as expressed by the
interviewees in the SATORI Project (see appendix 1)

Committee working capacities were divided into iint capacities (within the committee
itself) and outside capacities (how to work withtae involved stakeholders such as public,
patients, researchers and other regulators). Qutsigacities involve:

» understanding the place of research in the fielidtefrest, and how researchers plan,
seek funding andconduct research;

» presenting and describing the authority, purposesl processes of REC to others;

» considering and promoting the public understandahgesearch.

In committee capacity involves to review proposalgbate an application and reach
consensus. It is focused on how to:

» prepare for the committee meeting by reading docusnedeveloping and using
critical appraisal skills;

* have the skills and attitudes (empathy, humilipyrage) to work together, present
one’s own views and accommodate those of others;

* debate issues in committees;

* be open to questioning and comments;

* Dbe able to handle differences of views and opinions

The training also foster the capacity to be comeditto continuing training; to determine
what the committee needs to know; to match trainiegds with possible resources.

Committees generally involve a wide range of preifasal expertise so trainings are an
opportunity to share knowledge and expertise. Tdmpetencies in scientific method can be
mutually learned in multidisciplinary groups (ag tRECs themselves), especially when they
involve representatives of CSO and other stakeheléh no specific scientific background.
The basic need in this area, as expressed aldwelpterviewees in SATORYI, is the capacity
to review the scientific standing of a project, @cling to national and international guidance
on gold standard for research in each scientiéldfildeally, each member of the committee
should be able to:

» analyze research questions and appropriate metb@tswer them;

» understand different research designs (quantitainequalitative) and their

34 cairoli E et al. A syllabus for research ethicsneaittees: training needs and resources in diffeEambpean
countries. J Med Ethics 2012; 38: 184-186.

% Davies H. How should we teach research ethics@arels Ethics Rev 2010; 6: 43-47.

% Centre for Professional Ethics at Keele Universifyuropean Textbook on Ethics in Research.
http://ec.europa.eu/research/science-society/docurtierary/pdf 06/ textbook-on-ethics-report_en.pdf
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appropriate application, including statistics taeg relevant for REC,;

* review the suitability of the applicant and theid&y of the research;

» consider the researchers’ role, constraints andvest

» consider how the research team is assessed: CW,gyactice training, resources,
experience, skills etc.;

» consider and understand how conflicts of interesmy arise and how they should be
handled.

RECs members should also have competencies inateguframework in each specific field
(i.e. the Declaration of Helsinki for biomedicalsearch and other seminal documents in
environmental or social sciences research). Thipli@m also to have access to, and
understanding, any relevant Europeatirective, good practice guideline and national
legislation; to understand the REC’s and other égidiole in protecting research subjects
and facilitating research; understand and havesact® the committees’ governancand
standard operating procedures and, last but nat,lda understand the role of other
regulators, how this links to theole of REC and how differences can be resolved.

Competencies in ethical analysis itself are onlyt pd the duties of an ethics assessor.
Training in this field should involve knowledge atbaesearch history, the benefits research
has brought and its attendant risks. Assessorddhtan be able to:

» apply the common ethical models (e.g., duty baseghts based and
consequentialism§ 3

* analyse the ethical aspects of recruitment of @pents and inclusion/exclusion
criteria, consent (patient autonomy, principlegndédrmed consent,information
provided to participants);

* judge the burden of the study and its risks conpaiéh its benefits;

» discuss payments to subjects, both volunteers atiengs;

» evaluate confidentiality and data management, @adssample storage, publication
policy and any issue relates tor@search involving particular groups (children,
elderly, mental health patients.

They should also have the capacity to make a judgrmapon the ethical standing of a
research project: understand how to reach judgnoentsesearch projects and reflect on one’s
own decisions and how they are reached.

The EST Frame Projectis an FP7 Science in Society collaborative projaet ended in

January 2018? Its aim was to contribute to socially robust atiiaally sound research and
technology development by providing methodologdevelopment of appropriate tools for
social impact assessment and technology evaluafidre project appraised current
assessment methods for evaluating emerging scemtdechnology with the objectives of
mapping their strengths and weaknesses and detegnmtheir appropriate application

domains. The project also identified to what exteand in what contexts - a framework of a
more integrated nature can be applied, and exantmedppropriate position that such an

37 Gillon R. What attributes should clinical ethiasnemittees have? BMJ 2010:340: c2496.

3 Larcher V, Slowther A, Watson AR, et al. Core cetemcies for clinical ethics committees. Clin Med
2010;10:30e3

% http://estframe.net/
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integrated framework can operate in, within a ceihtharacterised by internationalisation,
market politics, and new forms of public-privatatparships in technology governance. The
project used four examples of emerging sciencetadanologies - nanotechnology in food
production, synthetic biology, biofuels and seguiit emerging ICTs - to determine how
current frameworks are applied to assess sociaadtsp Some guidelines for training in
ethics assessment tools were developed withinrtjeq.

Ethical matrix took°+: 4

The ethical matrix is a conceptual tool designedhétp decision-makers (as individuals or
working in groups) reach judgments or decisionsualtbe ethical acceptability and/or
optimal regulatory controls for existing or prosgree technologies in the field of food and
agriculture. The ethical matrix applies a numbermohciples to a set of selected interest
groups. The standard principles are: respect fdibeiag, autonomy and fairness, and
together they form the columns of the ethical maffhe rows consist of the 'interest groups'
(i.e. affected parties) that are relevant to tiseesin question. These might include different
groups of people, such as consumers and food pecsluaut also non-humans, such as farm
animals. The arrangement of principles and integestips in a table, forming the ethical
matrix, facilitates easy cross-referencing in dsition and subsequent reflection on an
issue. The ethical matrix was initially designedéailitate ethical deliberation by those with
particular knowledge and/or interest in novel hibitgologies, but who may have little or no
formal training in academic ethical theory or hawrdy limited experience in applying such
theory to concrete issues. The aim of the ethiatimis to help users identify ethical issues
raised by the use of novel technologies and tovarmait intellectually defensible decisions.
However, the ethical matrix does not prescribe panticular decisions, so it is particularly
suitable as a tool for training in ethics assessmen

A number of organisations can apply the tool, idoilg: governmental advisory committees
and/or ad hoc working parties; ethics committeesvaious levels; non-governmental
organisations; participants in exercises in putiditberation; commercial companies.

The ethical matrix has also been used by indiveltmexamine bioethical issues in academic
publications. It can be used at a strategic lewekview ethical dimensions or to review the
specific ethical impacts of individual technologiesg. for a patent or license application).
The use of the ethical matrix may be expected snltén one or more of the following
outcomes: raise awareness of a wide range of étissaes; encourage ethical reflection;
provide a common basis for ethical decision-makidgntify areas of agreement between
individuals who might differ in their overall judgmnts; clarify the basis of disagreements;
make explicit the reasoning that underpins anycatldecisions.

Workshops can be built using the Ethical Matrixl tmoplied to specific case histories.

Ethical Delpht?

“OKaiser, M. & E-M. Forsberg, 'Assessing fisherids$sing an ethical matrix in a participatory pro¢edsurnal
of Agricultural and Environmental Ethics (2001) 182-200.

*. Mepham, B., 'The ethical matrix as a frameworkté@ching ethics to sciencestudents'. In: M. Marial.
(eds.), Animal bioethics. Wageningen Academic Rliglis, Wageningen 2005, 313-27.

“2Schroeder, D. & C. Palmer, “Technology assesswmedtthe ‘ethical matrix™. Poiesis Praxis (2003P25-
307.
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An ethical Delphi is an iterative participatory pess between experts for exchanging views
and arguments on ethical issues. The method istgtad around the notion of a virtual
committee where the exchange of ideas is conduetedtely through a series of opinion
exchanges. Anonymity of the participants is centeathe process. This feature aims to
eliminate external power relations and persondlianices that may interfere in the discussion
of ethical dimensions within a committee environmdrhe Delphi method, first developed
by the RAND Corporation in 1950s, was designedaimizine the knowledge and abilities of
a diverse group of experts to the task of quamtifywariables that are either intangible or
shrouded in uncertainty. A series of questionnaaressent either by post or e-mail to a pre-
selected group of experts. Increasingly questioesare being made available as web-based
surveys. The questionnaires are designed to eliat develop individual responses to the
problems posed and to enable the experts to reéfeieviews as the group's work progresses
in accordance with the assigned task. The technitpe been used for a variety of
applications such as technology assessment, Emveotal Impact Assessment (EIA), public
health.

This method can be used by a number of groupspmexethical issues raised by the use of
a defined technology. An ethical Delphi can alsoubed in preparation for ethical training
workshop to avoid the preliminary study of a casel & highlight the procedures and
sources used by the participant to identify ethisalies and reach an agreement on how to
manage it.

Corporate Moral Responsibility kit (CoMoRe Kft)

The CoMoRe-kit was built by the EST Frame Projectdcilitate ethics assessment in the
field of food production. It is based on the idkattfood chain value communication consists
of three different dimensions that are usually rimisned with each other. The three

dimensions of food chain value communication are:

» clarifying corporate values: what concerns, ethuadlies and identity does the
corporation itself have, and how can these valndscancerns be morally discussed
in a profound manner;

» clarifying stakeholder values: what concerns ahitat values does a corporation
ascribe to its stakeholders;

» stakeholder dialogue: how can the moral valueb®tbrporation and its stakeholders
be communicated and debated, and how can actiachsifiatives that comply with
these values be assigned and taken up.

The CoMoRe-kit can help a corporation to be betteare of its own integrity and, hence, to
improve it if necessary. It helps the corporatiorathieve a clear and well-founded view of
its own responsibilities and the responsibilitifsits stakeholders with respect to new
technologies.

CoMoRe is a good example of tool that can be tawgit used in training on ethics
assessment when corporations are invited to shar&dining and to bring their own issues

“3 Linstone, H.A. & M. Turoff (eds.), The Delphi meith Techniques and applications.
http://www.is.njit.edu/pubs/delphibook/index.html

“ Kaptein, M., Ethics management. Auditing and depilg the ethical content of organisations. Kluwer
Academic Publishers, Dordrecht/Boston/London 1998.
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and competencies.

The World Health Organization published two important training guides for ethics
assessors in biomedicine. Th@perational Guidelines for Ethical Committees tiRaview
Medical Rese@h” are intended to facilitate and support ethicaliewvin all countries
around the world. They are based on a close exaimmnaf the requirements for ethical
review as established in international guidelings,well as on an evaluation of existing
practices of ethical review in countries around wWwld. They do not, however, purport to
replace the need for national and local guidelifeesthe ethical review of biomedical
research, nor do they intend to supersede natiama and regulations. In 2009 the WHO
published Basic concepts for capacity building for researthies committeé€s The aim of
the document, designed for ethics committees ineldging countries involved in the
evaluation of biomedical research, is to give aegainoverview of the glossary used in ethics
and in science, to help in the selection of the tmens of the committee and basic suggestion
for the organisation of training sessions baset batlecture and on case-studies. A common
vocabulary and an expertise in the selections efniembers of ethics committees are two
key needs expressed also by SATORI interviewees.

The European Network of Research Ethics Committeetok part into the development of
the TRREE Program (Training and Resources in Relseathics Evaluatiofd}. It aims to
provide basic training, while building capacities) the ethics of health research involving
humans. TRREE achieved this goal primarily by depiglg a training program with local
collaborators. In its initial stages TRREE focusgeitharily, but not exclusively, on the needs
of African countries.

TRREE provided free-of-charge access to e-Learrfaglistance learning program and
certification on research ethics evaluation) andeseources (a participatory web-site with
international, regional and national regulatory aoticy resources).

This program promoted co-learning, collaboration aapacity-building amongst partners
and has three general objectives: to increase laugel as well as practical skills of those
involved in the management and conduct of ethieduation and research partnerships; to
create a participatory process that will fostetmenships with and amongst low and middle
income partners; to create a resource that wiilifaie the dissemination of knowledge in

North-South partnership.

The aim of the project is to strengthen the redeathics evaluation capacities in African,
European and other participating countries. Thanitrg material is designed for all those
involved in collaborative research involving humansluding physician-investigators and
other researchers, students, research ethics ctaemand regulatory agencies.

The use of on line tools and repositories of doqumeelevant for ethical assessment were
asked also by many SATORI interviewees, with the & offer a long lasting improvement
of the training opportunities and to reach as nya@gple as possible.

The National Institutes of Health Department of Bioethcs (USA) offers an online course

> http://www.who.int/tdr/publications/training-guililee-publications/operational-guidelines-ethics+hidical-
research/en/
“® http://elearning.trree.org/
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on Ethical and Regulatory Aspects of Clinical Resea’’ The goals of the course is to
enable participants to use a systematic frameworkefaluating the ethics of a clinical
research protocol; apply appropriate codes, regusitand other documents governing the
ethical conduct of human subject research to their research; discuss controversial issues
relating to human subject research; identify thécat elements of informed consent and
strategies for implementing informed consent fanichl research; describe the purpose,
function, and challenges of their research progeul appreciate the experience of human
subjects who have participated in research prosot@ctures podcasts and pdf are available
online free of charge but no interaction with teadhers is provided. The course is based on
frontal lectures, case descriptions and basic kedgé of the history of human research,
ethics codes development and regulations. Caserpisased training was suggested also by
some stakeholders interviewed by SATORI.

The UKRIO (UK Research Integrity Office) training tools are devoted to the field of
scientific integrity. UKRIO has provided indepentlesxpert and confidential support across
all disciplines of research, from the arts and huities to the life sciences. They help all
professionals involved in research: researchesgareh organisations and members of the
public, including patients and research participamhe aim of their publication is to provide
guidance that are not mandatory but reflects amforees best practice. They promote
common approaches to common situations and prauabgect-specific expertise whenever
necessary. They act as advisory board in casedoptzectices and misconduct. They offer an
online check lisf® on misconduct for researchers, a practice guideviestigate misconduct
and scientific frauds. They also provide, when esfed, formal frontal trainings both for
researchers and for official investigating allegas of misconduct. They provide an online
guideline for retraction$® to help the researchers in dealing with theseessn an ethical
way.

The availability of check lists and guidelines tbe management of the most common issues
an ethics assessor has to deal with is perceivedpass also by some SATORI interviewees
and could simplify the spread of common approacied tools, one of the aim of the
development of a common ethical framework by th& GRI project.

2.1.1 Considerations on the existing programs

Our research on online resources for training quacdy building in ethics assessment
demonstrate that there are few standardized taipiagrams available for ethics assessors,
mainly in the field of biomedicine and medicine.

The targets of the online trainings are often atlaissessors in developing or low and middle
income countries, while few initiatives are avaiéaim Europe and USA. No specific training
is available for lay persons that are involvedtimes assessment.

Capacity building programs for non-profit organisas, civil society organisations and other
stakeholders were designed mainly for developingntiees and to improve personal skills
more than organisational ones.

Few specific training programs are available fa #ssessment of new technologies that are

" http://www.bioethics.nih.gov/courses/ethical-regjaty-aspects.shtml
“8 http://ukrio.org/publications/checklist-for-resehers/
“9 http://ukrio.org/publications/guidance-on-retract/
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not related to medicine, for the analysis of theimmmental impact of research or industrial
productions. Some EU projects on environmentaleisgieveloped general tools that can be
used to evaluate the ethical impact of researchnmvation in other fields.

Social sciences and humanities seams not to badeved as a topic that deserve specific
training programs or repositories of documents@uidelines.

CAPACITY BUILDING AND TRAINING IN ETHICS ASSESSMENT IN THE
SATORI SAMPLE

In the SATORI Project, data was collected on déferstakeholders involved in ethics
assessment or with potential interests in the fiélcesearch and innovation. We conducted a
large number of semi-structured interviews. Weaebkthe interviews where the interviewee
expressed needs and/or concerns about trainingpacity building opportunities in ethics
assessment. The selected interviews were codedriu/(see appendix 1).

We identified four major categories of organisasioar people involved, formally or
informally, into ethics assessment that could be target of future trainings (formal
institutional assessors, CSOs, young scholars esehrchers and science journalists). Each
category expressed its own view on the role arefast in ethics assessment that will be used
to build future capacity building activities withBATORI but can be also useful for other
actors, both institutional and academic. Otherrimftion about the training needs of the
identified categories was deduced by a review efitbrature.

3.1 FORMAL ETHICS ASSESSORS NEEDS

The SATORI project identified as ethics assessdasge number of stakeholder in R&I (see
Table 3), not only members of RECs. The reasothisrbroad inclusion is in what we intend
as ethics assessmefit:

We define ethics assessment (ethical assessmhbias etview, ethical review) to refer to
any institutionalized kind of assessment, evalmaticeview, appraisal or valuation of
practices, products and uses of research and itinovihat makes use of primarily ethical
principles or criteria. The objects of researcinapvation that are assessed may be research
or innovation goals, new directions, projects, pcas, products, protocols, new fields, etc.
Ethics assessment is the prototypical task of reBazthics committees that assess plans and
protocols for research. Ethical assessment can isingliished from other types of
assessment and from other activities within ethicshe fact that it involves some kind of
moral judgment or opinion concerning research anioovation, that is, an opinion that
certain practices, projects, developments, etc. amorally (im)permissible,
(un)controversial, (ir)responsible, or are in vtma of or in conformity with specific moral
values, principles or norms.

Under this umbrella we can define as ethics assm#saiso many of the activities and
evaluations conducted by CSOs, patient organission representatives of interest groups.

*0 SATORI Deliverable D1.1 Ethical Assessment of Resk and Innovation: A Comparative Analysis of
Practices and Institutions in the EU and selecthdracountries. June 2015, p. 19.
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National ethics committees Standardisation orggioiss

Research ethics committees Accreditation and mExtibn
organisations

Associations and networks of research ethics coreest| Governmental Organisations and

Councils
Universities and research institutes Companies
Associations of universities and research institute Business and industry associations

Science academies and associations of sciencenaiesdeAcademic and professional organisations
in R&I

Research funding organisations Civil society orgatibns

Academic and professional organisations in sciemeck
engineering

Table 3: Organisations that engage in ethics assessnt and ethical guidance for R&l

Analysing the interviews of this category of statdelers, we identified three major
subgroups:

1. Members of RECs, professional ethicists, acadeegmesentatives
2. Business and industry representatives.
3. Representatives of CSOs, non-profit organisatimmnerest groups.

The needs in training and capacity building in ehassessment as expressed by the three
groups are clearly different, notably between ir& two groups that are engaged in a more
formal ethics assessment and the third. In thisaseeve will focus on formal institutional
assessors, as CSO representatives expressed rdiffegeds and suggestions for future
trainings and participatory processes, so we censtdthem as a separate category.

Members of RECs, professional ethicists and acadespresentatives seems to be reluctant
in being involved in training or capacity buildingojects. They perceive themselves as
trainers more than trainees and ask for a traimwuglving the people they have to deal with
and to evaluate (researchers, young scholars,seqaives of H2020 national antennas etc).
Their idea of training is linked to the acquisitiof knowledge (about science, scientific
methods, norms and laws regulating R&l). They amkdnline courses and lectures on the
principles of ethics assessment and on line datsbat documents that can be used as
sources for deliberation and repository of cases ¢an be used as precedents, applying to
ethics assessment the same methodology used by Qoira.

Representatives of industry are reluctant in idginij their activity in the field of corporate
social responsibility as a form of ethics assessnidrey perceive their role as an instrument
of corporate strategies more than an independeht@ion of R&I in the name of the society
at large.”® They don’t feel they need any kind of externalniray because many training

*1 Friedman M. The Social Responsibility of Businiss® increase its profits. In: Zimmerli WC et &lorporate
ethics and corporate governance. Springer 200I773178.
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programs in CSR are available within the academicicula in economy or marketing.
Courses on CSR principles and evaluation toolsaks® available as continuing professional
educatior?? The involvement of industry representatives inazéty building activities will
be a major challenge for the future success of ranoon European framework in ethics
assessment.

CSO representatives’ suggestions will be analysed separate paragraph as they often
conduct formal ethics assessment but expressezteatitf needs and a different approaches to
the implementation of a common framework.

The needs and suggestions expressed by formals edlssessors were highlighted in the
interviews with by-hand coding and summarised ilsaof key points that merge similar
opinions in a more general practical advice abbet ¢ontents and tools that each future
workshop should offer.

Key points

What formal ethics assessors estimate should be tomtents of training in ethics
assessment

* Training should be directed to non-formal assessorsung scholars and
representatives of H2020 national antennas (as asume of prevention for
malpractice or unethical research proposals)

* Basic knowledge of laws and norms regulating etlaissessment in the different
fields

* Basic training in science and scientific method

» Databases of sources of norms and laws, reposifgrgevious deliberations in ethics
in the different European countries

» Tools to identify ethical issues

* Training should be based on real cases analysis

3.2 CIVIL SOCIETY ORGANISATION (CSO), NON-GOVERNMENTAL ORGANISATION (NGO)
AND INTEREST GROUPS TRAINING NEEDS.

As stated in previous paragraph, CSOs can act difgrently toward ethics assessment.
Some of them act as formal assessors (sometimgarasf institutional committees), some
are conducting “informal” ethics assessment witthieir own activities (i.e. consumers
associations that provide information about thekivay condition in industries to enhance the
consumers responsibility toward human and legdltsigpf the workers all over the world)
and some others are interested in the topic evéimeif don’t do any kind of assessment.
Although they have very different approaches toiffseie, their needs and suggestions for
future trainings seem very similar so we decideddosider them a single category, even if
each CSO can have a different level of knowledgkecapacity in ethics assessment.

According to the European Commission’s CommunicatibSeptember 2012

%2 http://www.academiccourses.com/Courses/CorporatgaBResponsibility-%28CSR%29/
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the EU considers CSOs to include non-State, nepiffofit structures, non-partisan and non-
violent, through which people organize to pursuareti objectives and ideals, whether
political, cultural, social or economic.

According to the SATORI Basic Concepts documentO€%re “non-governmental, non-
industry organisations that represent the inteagst will of citizens”.>* Although CSOs
activities are rarely defined as ethics assessmuatly CSOs perform informal ethics
assessment or guidance in the course of theiritesiv

As attested by the SATORI Assessors Reports onl Sadiety Organisations

assessment by CSOs range from the conduct of stgerrofessionals, or companies, to
the involvement of particular groups in researcth immovation and the impacts of particular
technologies. In order to influence policy making @ larger scale CSO offer guidance in
the course of setting research agendas. The C@Dsdhduct research make sure that it
adheres to ethical standards”.

Analyzing the interviews conducted by SATORI, weiced that representatives of CSOs
and interest groups suffer of a lack of awarendsthe role they play in informal ethics
assessment (i.e. in assessing corporate sociavngbgity of industry when they want to
protect consumer rights or the environment). Thegnsto be interested in capacity building
activities because many of them want to contribmtebuilding the common European
framework for ethics assessment even if they fiear such a framework could threaten the
values they represent and the norms that refleetslifferent approaches and values toward
ethical issues in the different European countridggey ask for tools to identify the ethical
issues and to evaluate them, as for exercisespoima their skills in arguing and defending
their own position when they have to deal with eigoén RECs or other institutions were
they do formal assessments.

The needs and suggestions expressed by CSOs &rbddters organisations representatives
were highlighted in the interviews with by-hand mmgdand summarised in a list of key
points that merge similar opinions in more generalktical advices about the contents and
tools that future workshops should offer.

Key points
What informal ethics assessors would appreciatduture trainings

* Opportunities for multidisciplinary discussions gratticipatory processes on the
future framework for ethics assessment

» Capacity building activities based on mutual leagninvolving both experts and lay
people

» Training based on the learning by doing approachamcase histories

* Some basic knowledge of the basis of ethics asssggwalues, norms, laws...)

* Tools to identify ethical issues

%3 European Commission, Communication from the Comimisto the European Parliament, the Council, the
European Economic and Social Committee and the Qtigarof the Regions, COM(2012) 492 final, Brussels
12.9.2012http://eur-lex.europa.eu/LexUriServ/LexUriServ.da2G§OM:2012:0492:FIN:EN:PDF

> SATORI, Basic Concepts v. 2, p. 6

% SATORI Assessors Reports on Civil Society Orgaiusa, p. 21
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» Tools to evaluate research design
* Techniques and skills to defend their opinion foranal context

3.3 RESEARCHERS AND YOUNG SCHOLARS

Researchers and young scholars were not direddywiewed by SATORI as an independent
group but were included mostly as representatiiethe disciplines they are involved in.

Nonetheless formal ethics assessors clearly sth@dany kind of training and capacity
building program should involve them as a categayse.

In an article published on the blog that the pesrewed journalSciencedevotes to career
resources, Bender§reports the results of a session on ethics trgifon young researchers
at the Euroscience Open Forum in 2012:

Difficult ethical issues can present significantliénges to graduate students and early-
career scientists, but few receive adequate tmimind guidance in dealing with these
problems [...]. Formal training in ethics was unknownscience before 1990, when it
became a requirement in the United States, saitididis Steneck of the University of
Michigan, who is a consultant to the Federal Ofti€&esearch Integrity. In recent years, he
continued, interest has increased in other countds well. Concepts of ethics and
responsible research vary among countries andpliiees, however, the speakers agreed,
and there is no uniformity in the content of tragieven within countries. And, although
various initiatives are underway in a variety ofioias, nowhere is training sufficient to the
needs of young researchers, the panelists said.

Ethics training for young researcher should coweeids as malpractice and fraud in science,
authorship, retractions and plagiarism, but alse tble of science and research in the
European society. In the same ESOF session, exgiates] that the most common trainings
in ethics available for young researchers are entiourse created by their own academy or
research institution and focused on norms and goeke to comply with all the
administrative and formal requests of RECs. Thisasenough to build a real awareness of
the role of ethics in research and to be an effectool of deterrence for frauds and
malpractices’

As SATORI didn’t include young scholars and reskars as a specific category for
interviews, we collected with by-hand coding alk teuggestions expressed by the other
interviewees that refer to them. Some formal agssda academic institutions and national
ethics committees expressed strong concerns abeuatk of awareness and knowledge of
the basic principles underlying ethics assessmemtd- especially self-assessment - in this
category. Their suggestions were merged in a kayt pst including some topics that should
be, in their opinion, covered by future traininglarapacity building projects.

Key points

What young scholars and researchers would appreeiat a training program

%% http://blogs.sciencemag.org/sciencecareers/201difidult-ethic.html
" De Vries R et la. Normal Misbehavior: Scientisaikrabout the Ethics of Research. J of EmpiricadeRech
on Human Research Ethics 2006; 1 (1): 43-50.
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» Opportunities for multidisciplinary discussions gratticipatory processes on the role
of science in society

* Knowledge of the basis of ethics assessment (vahoems, laws...)

* Tools to identify ethical issues

* Tools to evaluate their own research design

3.4 SCIENCE JOURNALISTS

In an editorial published by Nature in 2009, theirmacientific peer-reviewed science
journals stated:

Some [scientists] will see science journalism asaly, useful for shaping the public's
understanding of science-related issues such ateamnugroliferation, stem cells or
genetically modified crops — and, not incidentalfgr making the case for a thriving
research enterprise to public and politicians alfked a minority, moving beyond perceived
self-interest, will point to the deeper value afijealism, which is to cast a fair but sceptical
eye over everything in the public sphere — scidnckided. This kind of scrutiny is easy
for researchers to applaud when a news reportiqunestiodgy statistics, say, or dubious
claims about uncertainties in evolution. It is soteasy when the story takes a critical look
at sloppy animal-research practices, overblowndaabout climate change or scientists'
conflicts of interest. But such examinations ard¢hte benefit of the enterprise as a whole:
society needs to see science scrutinized as wek@ggitated if it is to give science its
trust, and journalists are an essential part dffghecesy.

Science journalists, as stated by the interviewslaoted by SATORI, perceive themselves
as informal ethics assessors, especially whenitivegtigate on issues as science misconduct
and frauds (such as in the autism-MMR study that diamanteled by the investigation by
the science journalist Brian De&hand retractions (as in the case of RetractionWadch
repository of all the papers retracted by peerewed journals that greatly contributed to the
debate on this issU8)

They also perceive themselves (and are identifigdsbientists and stakeholders) as
facilitators and “translators” of difficult or camiversial information that are produced by
science and research but have an impact on thetgoci

One of the interviewees by SATORI, in an articletba social and ethical role of science
journalism in health reporting published in 201tated:

While the general assignment reporters focus mastlthe facts in front of them — like the
physician facing an individual patient — the spkséa journalists try to evaluate the same
facts in the wider context of evidence-based madi@and public health” stated the “In
doing so, science journalists are constantly reednthat journalism is different from
science, because most readers (ie: ordinary pewojlledlways interpret very subjectively
the meaning of words like «evidence», «risk» aneheffit», not to mention expressions like
«statistically significant» as opposed to «clinigaignificant» or just significant. Citizens
need «simply significant» news, and one of the mdd§tult challenges science journalists

%8 Cheerleader or watchdog? Nature 2009; 459: 1033.
9 Deer B. How the case against the MMR vaccine \waslf BMJ 2011; 342: c5347.
80 http://retractionwatch.com
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face is finding a way to make newsworthy what ttrégk is more significant for them and
their audience. In simple words.Which is not a senpsk.®*

In the field of neuroethics (that involves all ththical issues raised by the development of
neuroscientific research, such as brain deviceagndistic tools and brain diseases
classification that can have a huge impact on iddai and society), science journalists
trained in ethics assessment are still perceivedeasssary for the involvement of all the
stakeholder by a large group of scientists andistisf?

Both European science journalists’ associationsSEAJand EFSJ) interviewed by SATORI
appreciated the offer of a training or capacityldinog workshop on ethics assessment but
EFSJ expressed some concerns on the content dfdineng, as they feel they need to
improve the skills of science journalists in indegent evaluation and investigation.

They also expressed some concerns about the indiepes of journalism, but they think that
journalists could offer a plus in a multidiscipligacapacity building activity because they
have an expertise in evaluating the strength of @liedences and the trustability of the
sources in controversial cases. They also hightighimportant role of science journalists as
promoters of ethics assessment among the joumalith no specific background in science
when they have to deal with scientific news.

SciDev.net, a web site considered to be a relialé authoritative source of news and
analysis on information about science and techryfog global development, asked for a
training involving also representative of all thekeholders from developing countries, as
research is more and more a global enterprise atitical issues that involve also non-
European countries.

The needs and suggestions expressed by repregestatithe science journalism in Europe
were highlighted in the interviews with by-hand mmgdand summarised in a list of key

points that merge similar opinions in a more gelngractical advice about the contents and
tools that future workshops should offer, in terafsformal training but also in terms of

opportunities to enhance the perception and setfeption of the role of this category in

fostering the public debate about ethical issues.

Key points

What science journalists’ association representasvwould appreciate in a training and
capacity building programme

» Opportunities to train the journalists within thergpean national association to
strengthen their awareness on the role of sciemgaglism as informal ethics
assessor.

» Training involving also stakeholders from on Eurapeountries, especially from
developing countries, to discuss ethics assessmamnglobal perspective

» Training based on case-histories and tools forsassent more than on a top-down,
frontal lectures approach.

1 Turone F. The Number Needed to Inform: what wé @bout when we talk of science journalism.
Epidemiology, Biostatistic and Public Health 2018; e8816.

%2 |lles J, Moser MA et al. NeuroTalk: improving teemmunication of neuroscience. Nat Rev Neuroscience
2010; 11(1): 61.
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» Opportunities to highlight the role of science joalism as a watchdog of science and
scientist among the other stakeholders and forssdssors.

» Case histories on scientific malpractice and fragdnce communication impact on
citizens’ perception of new technologies, ethiathground of research and
innovation, environmental and social impact of vaitton.

* Opportunities to develop their own ethical framekvaith some values shared with
journalism and some values shared with sciencet@adscuss it with other
stakeholders.

* On-line courses, massive open on-line courses (MOID@thics assessment and
repositories of documents and sources on ethiesasent.

3.5 TRAINING NEEDS IN DIFFERENT CATEGORIES

Even if each category expressed specific needsfufture trainings, there are some
commonalities and some issues that should be glgklil. The categories that expressed less
interest in general training and toward a commamiwork in ethics assessment are
industry representatives and formal assessors’ ragmif institutions and research ethics
committees. Industry and companies representasiees) to be concerned by internal norms
and constraints: they perceive themselves as sildesis of their firm values more than
independent assessors. Their participation in rstadkeholders workshops could be useful to
share with the representatives of the civil soctegy values that companies, industries and
private research and innovation institutions shdadnspired by.

Formal assessors could be involved in participapsocesses and mutual learning activities
to share their knowledge of the basic principlesms and tools for ethics assessment but
also to learn from civil society representatives #xpectations of lay people in terms of a
more ethical way to do research.

CSO representatives have very different levelsraivdedge in the field, but most of them
lack of awareness of the role they could play ostassessment and in inspiring the future
framework. Participatory processes and capacitidimgi programs could foster their role, as
the role of science journalists as a key elemenhéntransmission of values and norms that
should inspire research and innovation, as in ewgg critically the activity of the other
categories. Science journalists could also be wsedacilitators in MML activities and
workshops, as they are used to translate techaicgliage into simple concepts.

Young scholars and researchers should be involwediarkshops because all the other
categories identified them as a key element fordneelopment of a more ethical way to do
research and to plan innovation. They should aésdérdined in the evaluation of a research
design from the ethical point of view in more canss way and not only in applying a check
list of requests dictated by the local norms amd la

All the categories expressed a preference towardticisgiplinary discussions and
participatory processes, while basic knowledge abmarms and guidelines should be
reserved to background materials, on line trainiogsourses that could be a good tool to
share the future common framework. CSOs and scigogmalists expressed also a
preference for practical training, based on casthes and on tools for the identification of
the ethical issues related to specific cases thdtide useful also for their daily activities.
Representatives of non-European countries shouldvadved in workshops as research and
innovation is perceived as a global activity.
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4 PROPOSAL FOR FUTURE TRAININGS IN ETHICS ASSESSMENT

From a European perspective, it is important téizedahat any training or capacity building
activity to improve the level of ethics assessnteat to take care of the “different value sets
and attitudes are confronted with each other, tepdlh different capacities for responsible
research and sustainable development, often congpfeti priority’®.

A top-down approach to training (or any classicdagaic training) is not suitable to reach
this goal: only capacity building activities basadmobilisation and mutual learning (MML)

and participatory processes (MLP) can achieve thal do enable both experts and
stakeholders to evaluate ethical issues in reseanchinnovation and to reach common
solutions in a democratic manner and under a confraomework.

Defining priorities is important in this contextdaise participatory approaches can also be
carried out on specific science and technologytedlassues and could be focused on
formulating and elaborating policy and researcmdgé”.

4.1 EXPERTS SUGGESTIONS FOR TRAINING AND CAPACITY BUILDING IN ETHICS
ASSESSMENT

In order to learn from previous experiences, SAT@Rdrviewed two experts in training in
ethics: Elmar Doppelfeld, Chair of the board of theropean Network of Research Ethics
Committees (EUREC), and Giovanni Boniolo, director of the research pangFoundations
of the life sciences, ethics and epistemology &NFIEO Campus in Italy, and Dean of an
innovative PhD program for future ethicists cougllab research with a classic training and
education in ethi®4. Doppelfeld has an expertise in training at thgaaisational and
transnational level, while Boniolo built his trang program on the development of individual
professional skills.

Doppefeld described the duties and roles of REGuimpe as following®’

» providing legal basis and legal competence forcsthssessment;

* handling conflicts of interest and malpracticecdreace and research;

» assuring the liability of RECs and of its membdxg ¢electing the members);
» establishing ethics assessment institutions;

e acting as a system of appeal;

* interacting with the authorities;

* acting as a link among different research insbigiin multicentric trials;

» evaluating the appropriateness of financial supgrt

8 Kroesen, J. Otto, Darson, Rudi & Ndegwah, David2015. Capacities, Development and Responsible
Innovation. In B.-J. Koops u.a. Responsible Intiowa Springer International Publishing, p.201-222.
http://link.springer.com/10.1007/978-3-319-17308&-5

% Sciencewise-Expert Resource Cenfféde Government's Approach to Public Dialogue oneBecé and
Technology Department for Business Innovation and Skillspt@mber 2013,http://www.sciencewise-
erc.org.uk/cms/assets/Uploads/Project-files/Scieisme ERC-Guiding-Principles.pdf

® Trescher, D 2015. SATORI-Interview with Elmar Deifeld on Research Ethics Committees in Europe.

% Ovadia, D 2014. SATORI Interview with Giovanni Bolo on the contents of the training in ethics.

" Doppelfeld, Elmar 2014. European Network of Resledfthics Committees — EUREC. SATORI Kick-Off
Presentation 15.01.2014
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In his view, any capacity building project shoulelhthe experts in coping with this list of
duties.

Giovanni Boniolo identified a practical approachcapacity building in ethics assessment. In
his view, any program in this field should addréesfollowing issues:

» correct identification of the ethical issues retate a specific topic and of the stakeholders
that can be interested/affected by them;

» ability to predict the impact of a new technologyaaesearch based on the knowledge of
previous similar cases;

* knowledge of the basic norms and principles ofosthissessment also in a historical
perspective;

» ability to debate an issue and to defend a positi@amultidisciplinary context;

» ability to avoid direct conflict, to solve conflcamong other stakeholders acting as
facilitator/mediator and to reach a compromise;

» knowledge of practical tools that can help all stekeholders to reach the above goals.

Boniolo’s training program is based on real caseséd-history approach) and he invites his
students to apply specific tools (such as ethicalrixes) to identify the ethical issues and
MML tools to discuss with all the stakeholders aedch a common decision. His training is
based on the principle of democratic deliberaffoim his view, a possible result of capacity
building activities could be the development of katform for online democratic and
participatory ethics assessment deliberaffon.

A list of MML tools and approaches used in previdtld projects that can be adapted to
capacity building and training activities in ethiessessment is available in tReport
(handbook) of participatory processgsoduced by SATORI’® Capacity building should
involve mobilisation of stakeholders, participatiand mutual learning. As stated by our
analysis,

the notion of ‘mutual learning’ (with an emphasis ‘mutual’) is very idealistic, implying a
level of consensus. The notion of ‘mobilisations@implies a sort of common awareness of
a certain issue. Mutual learning involves a genwRehange between stakeholders and
scientists and the creation of new knowledge. MUaaning is about bringing experts with
different backgrounds together. Mobilisation is atb@etting many people involved,
including people from universities that did not dagngagement previously. Learning
derives from the fact that people work alongsidepbe with very different levels of
experience [...]. In addition, very established ingions and newly established grassroots
organisations work together, as well as partnediftdrent ages and with different agendas.

Following the three-level model of capacity builglidescribed in the first section of this
report, we can identify some examples of measwe®thical capacity building involving
individuals, organisations and stakeholders. Thesasures are summarised in Table 4.

% Boniolo G, Schiavone G. Deliberation and democraony James D. Wright (editor-in-chief), Internatad
Encyclopedia of the Social & Behavioral Sciences] 2dition, Vol 6. Oxford: Elsevier. pp. 61-67.

% Schiavone G et al. Epistocracy for online deliieeabioethics. Cambridge Quarterly of Healthcathids
(2015), 24, 1-9.

0 http://satoriproject.eu/work_packages/dialogue-padicipation/
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Level Examples of measures for ethical capacity blgiing

Individual * education of members of RCEs (experts and lays)aaquisition of skills
* organisation of summer schools, workshops orareke conferences

* acquisition of appropriate tools to correctlyrntiey ethical issues, e.g. ethical
matrix

Organisational | * knowledge of legal and normative basis of ethics
» implementation of independent audits and pubktigred systematic reviews
« availability of funds and investments for REC=ed)

Societal/ « implementation of the WHO recommendations forazity building”
transnational « fostering true collaborations in research (cdiatghip)

 understanding context specificity of ethics assent and of the development
of capacities in the field

» examining capacities in context of systems
* having a long-term commitment of partners in RECs

* exercising process thinking (process-orientedds®t) in all phases of ethics
assessment

* setting objectives: planning strategies, takiatioas, evaluating results

Table 4: Suggestions for practical measures for eital capacity building using the
three-levels model

Based on the literature review and the interviewthe SATORI project, important needs for
a good quality of ethics assessment are:

* basic legal and normative knowledge to guarantdependency of the members of
research ethics committees;

» a multidisciplinary composition of the committebased on competencies;

e organisational infrastructure and a solid finanbiasis.

Not all these aspects can be improved by capaaitdibg activities, but some of them, as a
basic knowledge of the legal grounds of ethics sseent and the capacity to select the
members of RECs can be.

5 CONCLUSIONS

Putting together the opinion expressed by differakeholders interviewed by SATORI,
experts opinion, online searching for existing pamgs and a review of the literature on the
topic it is clear that no classic training will lzdle to help the building of a common
framework in ethics assessment. Nonetheless, stakeh®lders like members of RECs and
some representatives of CSO expressed also thefaeedbetter knowledge of the basic
principles and tools underlying ethics assessment.

A mixed approach (some frontal lectures couplechwgarticipatory activities and MML
tools) seems to be suitable to cover a wide rafgeeds, some of them in contrast with the
others.

T WHO 2009. Research ethics committees: Basic concepts for aigplauilding World Health
sationOrganisatiorhttp://apps.who.int/iris/bitstream/10665/44108/897241598002_eng.pdf?ua=1
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The first challenge any capacity building prograit kave will be to overcome is the lack of
interest in training from experts and the lack wheeness of their role in ethics assessment
for lay people and representatives of CSO. Therskgeneral challenge will be to involve
representatives of industries, as corporate seegdonsibility evaluation and planning are
often perceived as different from ethics assessma@dt more related to the marketing
strategies of the firm than to the social rolemafustry in research and innovation.

The report D 1.1 on ethics assessment publishe8AJORI? analysed the situation of
ethics assessment all over Europe and beyond, laadraspecific disciplines that are not
commonly involved in this kind of activity. Althohgsome countries (i.e. Germany and UK)
have a longstanding experience in ethics assesandrdeveloped a strong infrastructure to
help the development of RRI, other countries (nyaiBastern Europe countries) are still
developing the needed infrastructure. The neec floew infrastructure (and sometimes also
for the development of guidelines that take intoccamt the values expressed both by the
experts and by the civil society) is common als@ame disciplines that only recently are
starting to express concerns about the ethical dvaork of their investigations and to
develop a corpus of norms and values. This is #se of the humanities and social sciences
that are still developing specific approaches (a&s the engineering sciences and natural
sciences). Some organisations (e.g., universitiessearch funding organisations,
governmental organisations and companies) curresggm to be increasing their role in
ethics assessment. As stated by report D 1.1¢ thesexperts-in-the-making and may have
an interest in a specific training in ethics assesg and in the development of a common
framework.

Many interviewees asked for a “learning by doingpeoach to training that can be achieved
by teaching some practical tools for a better idieation of the issues related to different
cases: this will allow members of RECs and lay feetp be able to deal with many different
problems, in many different fields, separating 8ialls in assessing the issues for the
expertise in the field.

Young scholars and researchers were identifiechbyekperts as preferential targets for any
kind of training and capacity building activity:ehawareness of the ethical aspects of their
future job and of the impact their research careh@v the society they are part of has to be
fostered since the youngest age.

Online repositories of documents on basic ethicacpples, laws and norms could help all
the stakeholders in understanding what are the conmwalues and interests they have to
protect and preserve. This kind of repository isilgaavailable in bioethics but is lacking in

other fields such as environmental sciences, seciahces and humanities.

Lay people members of RECs and CSO representdtiweaaked to be trained in the capacity
to identify strong arguments and to defend thein @osition in a multidisciplinary context.

The SATORI project will include a wide range oflstholders in the challenge of developing
a common ethics assessment framework for reseamndhirmovation in Europe. This

framework should be supported and shared by alith® actors involved in the design and
application of research ethics standards and i including scientists, regulators, civil
society, industrial actors, public bodies, reseagtitics committees in the Member States,

2 http://satoriproject.eu/deliverables/
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relevant international bodies and other stakehsld®isociety, including science journalists
and the public.

The SATORI consortium will try to stimulate collea reflection among stakeholders
involved in the design and application of reseaetihics standards and principles in order to
tackle ethical challenges in ways that match uf wie values, interests and needs of a wide
range of stakeholders in European society.
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APPENDIX 1: STAKEHOLDER OPINIONS ON CAPACITY BUILDI

SATORI INTERVIEWS

Legend:
CSO: civil society organisations
A: assessors (organisations that engage in etbgesament)
NA: non-assessors (organisations that do not engaghics assessment)
n.a.: not applicable

NG AND TRAINING NEEDS: THE RESULTS FROM THE

Stakeholder nam

Stakeholder type (A-

Training needs in

Suggestions for

No & countr assessor/NA — non assessq Interest in R&| Capacity building needs il sescsamEn i e alrhes
y and objectives 9
1 | All European Academies' association - | Representing One of the most important ways to | See capacity n.a.

Academies
(ALLEA) -
Europe

Ethical guidance, NA

European

ALLEA was founded in 1994academies of

and currently brings togethe
58 Academies in more than
40 countries from the
Council of Europe region.

rsciences and
humanities and
imparting their
positions to the

Member Academies operaterelevant Europea

as learned societies, think
tanks and research
performing organisations.
They are self- governing
communities of leaders of
scholarly enquiry across all
fields of the natural science
the social sciences and the
humanities.

authorities,
ALLEA works on
science policy to
contribute to the
improvement of
the framework
sconditions under
which science an
scholarship can
flourish in Europe
and beyond.

prevent misconduct or trespasses of
scientific norms is the individual
responsibility of the researcher. No
matter the amount of regulations,
codes, sanctions or punishments, it i
the individual conscience of the
nscientist or the researcher that is of t
final importance. The scientific/mora
conscience should be developed wit
students and younger researchers, g
can be done by training, by educatio

and integrity a part of the regular
methodological courses in universitie
dANnd, it should also be done by settin
an example: if you work in a researc
group, then the leader, by her own

by discussing things, by making ethi¢

building needs

5
he

Nin
nd
n,
S

S.

0
N

behavior, should act as the mentor and
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Stakeholder nam e , . - Training needs in | Suggestions for

No & country assess_or/l\_lA — non assess(g Interest in R&I Capacity building needs ethical assessmen{ future trainings

and objectives
lead on dealing with ethical issues.

2 | Amnesty CSO, NA Al work is basedlInterviewee thinks that gaps might [i2oes not directlySometimes it
International/EU | Amnesty International (Al) isprimarily onpddressed through capacity building {engage in ethigsSyould be even
level (UK) a global movement of moreesearch not swaining activitie: and Al performs lot ofassessment better to have

than 3m supporters, membemsuch oncapacity buildin and training activities. more active

and activists in over 150nnovation. TheyBut, when it comes to the difficulti¢ participation  of

countries and territories whtry to be as muchnd constrains in that process, they eople involved

campaign to end grayéactual as it isometime connected with lack peop

abuses of human rights. possible, so thegecourses for trainings and capay n-a researct),
document humahuilding. Even though, they are tryi particularly wher
rights abuse casg®. do it as much as it is possit they ~ document
Having their owrpecaue they believe in participatory human rights
research ensur@pproact abuse. However,
their this is not always
independence. |t possible.
is fair to say that
their research is
not the same as |n
scientific filed but
rather directed
towards
campaigns and
advocacy for the
right of
individuals.

3 | Appeal BioethicsResearch Ethics CommitteeSppeal Bioethicd here is aneed to educate new peoplehey have theirn.a.
Committee 1(REC), A Committee for the functions of national consultal | own training
Poland handles appeals to programs.

decisions issued
by local Bioethics
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No

Stakeholder nam

Stakeholder type (A-
assessor/NA — non assessd

Interest in R&I

Capacity building needs

Training needs in

Suggestions for

enable the collection an
collation of information an
opinions from them; to wor
in partnership with extern
agencies in order to bet

promote sound

d
d
k
Al
er

ethical

& country and objectives ethical assessmen future trainings
Committees  that
concern researgh
involving human
beings.

4 | Association forCsO, A AfRE is interested-functioned as a representative bodihey have theilrAfRE  recently
Research EthigsThe Association for Researcim the use of ethigdor those RECs. own training| introduced an
(AfRE, formerly|Ethics seeks to promotguidance by other they need some kind of capadifyrograms. electronic system
AREC) (GB) excellence in ethical researnatrganisations anuilding project for the researchers|as for research

in human beings; théts impact onthere has been an expansion in |the ethics review that
protection and maintenangeesearch anchumber of postgraduate projects could be used as
of the health and safety of th@novation requiring ethics review and more and

community by promotingpractice more academic teaching involves |an an example.
proper standards of researeh in promoting element of research. The challenge

involving human participantexcellence in theinvolves meeting the demands |of

and by fostering highethics of researdghexpansion in the areas covered and in

standards of ethical revieywyith humang the number of projects to be reviewed.

to provide information,through trainingUniversities will have on average

support and training to it@and education around 2,000 projects a year whjch

membership, to establish in promoting require some kind of review.

national, European andesearch ethics as

regional networks for thea subject in it

discussion of topics obwn right

mutual interests and to

encourage co-operation

amongst its membership to
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Stakeholder nam

Stakeholder type (A-

Training needs in

Suggestions for

BSS is to stimulate, help a
develop bioethics, bioethic
education and research.
mission is promoting
bioethical research
education and bioethics
life in general as well g
sensitisation of general pub
for ethical issues.

Q
afll

hthnovation and it
athics
Itmplications.

f
nd
of
S
ic

No & country assessor/NA — non assessd Interest in R&l Capacity building needs B Ty o i
and objectives 9
standards

5 | Bioethics Research ethics committee| Ahe  Committeeln the assessment process |tha. n.a.

Committee of assesses drugwolvement of non-professionals |is

Children's trials, geneti¢very important due to the fact that they

Memorial Health research and newprovide for an outside point of view.

Institute (Poland) therapeutic

methods.
6 | Bioethics SocietyCSO, NA BSS are They don't feel they need any help| Does not directlyBSS is no

of Serbia (Serbia)BSS gathers citizens who a@rganisation capacity building as they are expertsémgage in ethigsatisfied on hov
interested in ethical issues|whose memberghe field of bioethics. assessment, so thgpe ethical issue
the fields of medicineare scientist they don’t feel they neetiy research an
healthcare, populatigrare highly, a specific training. innovation are
politics, animal welfare, foodnterested in addressed ThE'
production etc. Main goal ofesearch anEj think that it is

necessary to ha
separate coursg

philosophy. Thi
is the only way t
build ethical
awareness

society wher

moral thinkin

0w =

14

y

e
2S

about ethical
issues and
dilemmas alread
in elementar
school, not just
as a part

courses lik

in |a
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Stakeholder type (A-
assessor/NA — non assessd Interest in R&l Capacity building needs
and objectives

Training needs in | Suggestions for
ethical assessmen future trainings

Stakeholder nam
& country

has beet
neglected in th
past 25 years

Center for University, A The Center isIln many medical research organisatiphke interviewee dign.a.
Bioethics at designed as |ethics is outsourced, so when |@ot express any
Harvard Medica platform for|answer comes back clinicians expesgecific needs.
School (USA) integrating ethicsthe problem to be solved. It is hard ihey have some
and scientifig resist ‘efficiency’ in decision-makingnternal training
discovery, and forand moral decision-making is ndioth as courses and
generating easily efficient except if you do nponline.
collaboration. Theéchallenge  conventional  thinking.
purpose is forThe Bioethics Center is addressing |th
each discipline tpproblem through capacity building fin
collaboratively | ethics courses at the medical school
bring their
disciplinary

perspectives  tp
bear on ethical
challenges posed
by present angd
future biomedical
advances.

Center for National academies, KCEES activities CEES seeks to improve the awarendse interviewee didn.a.
Engineering, Education address ethicallyof ethics in relation to science anbt express any
Ethics, and significant issuesresearch. A major project is here Tlspecific needs.
Society (CEES) that arise  inOnline Resource Center. A website

USA engineering anpwhich  previously  focused @gn
scientific researcheducational activities within
education, angengineering and research ethics, | by
practice. providing e.g. case studies. CEES has
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N Stakeholder nam e , . - Training needs in | Suggestions for
ol e country assess_or/l\_lA — non assess(g Interest in R&I Capacity building needs ethical assessmen{ future trainings
and objectives

however received funding from the

National Science Foundation to expand

the website to include educational

material on ethics for all the scienges

under the National Science Foundation.

9 |Center for theCSO, A CSB is interestefn.a. There is no trainingt is necessary to
Study ofl The Center for the Study gh bioethical and education faradopt clearly
Bioethics Bioethics (CSB) is a recentlyssues of R&l members of ethidgjefined criteria
(Serbia) founded organisation closglyhe research committees antroy ethical

related to University dfprogram IS many of them are

Belgrade and it is situatethterdisciplinary. not ready and noasl,lsigrslsmceur;:’e ntly
within the Institute for sociaMembers are competent for such .
sciences. The purpose of tleeientists from task and decision-do not exist.
CSB is the stimulation gifferent fields, making, so any help

scientific debate on a varietgspecially socidl in training would

of issues bioethics deals wittand medical be welcomed. CSB

CSB envisions to be regionaciences. The has only advisory

in scope, but with a numbe€SB conducts role and doesnit

of outstanding associdatesearch on ethical make any ethical

members from outside thand socia decisions.

region. It is not supposed tdimensions of

promote specific standpointéssues arising in

but to stimulate a freghe domain of bior

exchange of ideas. medicine.

10 | Centrale CSO, A Before researchThey act as “capacity builders” as in|itsa. The interviewees
Commissie The Central Committee omvith human task as administrative body the CCMO do not have an
Mensgebonden |Research Involving Humarsubjects canplays a key role as (inter)national official CCMO
Onderzoek Subjects (CCMO) commence in thgprovider of information on medical viewpoint on the
(CCMO) (The| protects subjects taking paNetherlands theresearch with human subjects which is SATORI ethics
Netherlands) in  medical research hyesearch file mustalso) carried out in the Netherlangs. assessment

reviewing the research on thigst be approvedThe public and press members are éver
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Stakeholder nam
& country

Stakeholder type (A-
assessor/NA — non assessd
and objectives

Interest in R&I

Capacity building needs

Training needs in
ethical assessmen

Suggestions for
future trainings

basis of the statutor
provisions laid down fg
them and taking into accou
the interests of medic
progress.

The organisation an
operation of the CCMO i
laid down in her rules an
regulations. Thes
regulations, including th
complaints procedure ha
been approved by th
Minister of Health, Welfarg
and Sport (VWS).

Yy an independentnore aware of this role and how

rcommittee of
réxperts. This i
dlaid down in the
Medical Researc
dnvolving Human
Subjects Ac
qWMO).

e

e

ve

e

19%

reach the organisation. The aim of th
sactivity is  to  empower  th
patients/participants  in  researct
hinvolving human subjects.

[

to

eir
e
nes

desirability of a
shared Europes
ethics assessme
framework migh

diverse, so the
are not sure tha
the aim of
training  shoulg
be to »teach« th
common
framework issue
by the activity of
the project.

~

[

11

Citizens
Academia
Poland

(0]

CSO, NA

One of the mai
goals of CA is tq

ensure high
quality of
research.

ICA is preparing their own “Charter

Good Practices”, which will cove
nissues regarding ethics of work pla
work relations, non-discrimination,

well as ways scientists should funct
in the society and what their rg
should be.

pofhe problem is th
2fact that ethic is nd
dacluded in the
asniversity curriculg
dexcept few
ldisciplines, wher
researchers de
directly with humar
subjects, such

-

[«

en.a.

—

v

1

D

S

psychology

of

framework. The

— s

be negative. |
might even be
scary. Europe is
culturally

in
nt

at

e
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Stakeholder nam

Stakeholder type (A-

assessor/NA — non assessd Interest in R&l

Capacity building needs

Training needs in | Suggestions for

& country and objectives ethical assessmen future trainings
medicine).
12 | Commission forGovernmental, A Check of They have their own internaThe Commissionn.a.

Accreditation ang
Quality
Assurance
(Serbia)

of the accreditation procedure
and issue of licenses the
Commission is proposing the
following standards and
procedures determined by
National council: standards
and procedure
accreditation  of  higher
education institutions;
accreditation of stud
programs;  self-assessment
and quality evaluation of the
higher education institutions.
The Mission of th
Commission is to contribute
to the maintenance and
enhancement of the quality [of
Serbian HE, to comply wit
internationally accepted
quality standards. and to act
as a main driving force for
the development of quality
assurance in HE of W
countries by fosterin
cooperation between
agencies in the region.

JAccreditation  organisatigrscientific
for universities/academyy¥erification
Besides the implementatioRhD theses.

of

standards, but they could be intereg
in multidisciplinary dialogue abo
them.

wokesn't have
ueparate unit that
deals with ethical
issues, but they
have their own
procedures to create
a pool of trained

reviewers for
process of
accreditation and
external quality
control.
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No

Stakeholder nam

Stakeholder type (A-
assessor/NA — non assessd

Interest in R&I

Capacity building needs

Training needs in

Suggestions for

& country and objectives ethical assessmen future trainings
13 | Committee ofNational Ethics CommitteeThe CommitteeThe Committee issued statementbere is a need foScientists shoul
Bioethics at theA identifies and concerning (awareness raising?): trainings in aware of and us

[oX

Presidium of the analyses ethical the ethical problems of reproductivesearch ethics angdodes of conduc
Polish Academy problem resultingmedicine and the genetics, and tfe mechanisms afpn4t are
of Sciences from thelneed to introduce necessary lawsnsmitting Valuesestablished.
(Poland) development  ofconcerning these issues; into practice.

the sciences; pre-implantation genetic diagnosis;

especially the- direct-to-consumer genetic tests;

biomedical - the “conscience clause”.

sciences, and their

impact on the

social, political

and legal spheres.

It also focuses on

ethical

implications  of

technological

progress in

medicine and

biology.

14 | Committee of Academy of Sciences The main task of. There is a genefdfES appealed f
Ethics in Science CES is the problem that thegll scientists for
(Poland) diagnosis of representatives  Opyrecision and

ethical the science eXpreSitegrity  when
consciousness  of opinions on tOpiCSreferring to
Polish  scientifig beyond their ﬁeldscientific data in
community and of expertise and in .
recommendationg doing  so, the‘/the media.

for its

improvements.

frequently violate
ethical and

41
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Stakeholder nam
& country

Stakeholder type (A-

assessor/NA — non assessd

and objectives

Interest in R&I

Capacity building needs

Training needs in
ethical assessmen

Suggestions for
future trainings

methodological

therefore assume

standards. It can be

that the researchers

might need training
on research
integrity.

15

Conference d
European
Churches — CE
(EU, Belgium)

~
(-

fCSO, religious organisatio

NA

about

entrenched in a
their activities

some units dealin
with fields

R+,
bioethics,
environmental

120

There are howevediscussions on ethical

directly related to
such as

ethics and
appreciate

Iscience,
would

religion.
multidisciplina

gmutual learning opportunities.

handled. So social, environmental atfte ethical

NCEC is arj They address ethics focusing not orilyaining in ethical Logic, rhetoric
ecumenical in research practices, but on the geneaasessment  shoylgnd philosophical
organisation  fofwellbeing of the community. Whilebe focused on casgyasis of ethics
churches inacknowledging the freedom phistories andshould be part of
European research, they consider it to [g@oblem solving the training

countries (but alspnextricably linked to theirtools, on techniquesl.raining should
beyond). It groupsconsequences and how those |#&me better identify

churches. Becausethical consequences of research|arel to be able {d00Is and not on
of its ecumenicalconsider of utmost importance (ileliscuss their owpcontents. — Any
and religious conflicts  between  growth  andalues and point gfcOmmaon
character, theysustainability, inequality, dignity of theiew. framework
consider ethics tghuman being...) and a great emphasis should be the
be at the core qis thus placed in the dialogue gnd result of 4
their mission andethical deliberation between politi¢s, discussion and

They

y

issues and

issueéj

e focused o

=]

—4

not a top-dowri
process.
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No

Stakeholder nam

Stakeholder type (A-
assessor/NA — non assessd

Interest in R&I

Capacity building needs

Training needs in

Suggestions for

& country and objectives ethical assessmen future trainings
issues and
economic and
human rights.

16 | Court of HonofIndustry national Research andn.a. Does not directlyn.a.
of Serbian organisation/, NA development in engage in ethicgs
Chamber of The Chamber was establish&krbian  industry assessment. There
Engineers to improve the conditions fopractically do nog are no ethics bodies
(Serbia) performance of theexist. They use in the industry. The

professional work in the fieldEuropean decisions are made
of the spatial and cifystandards and ad hoc They don't
planning, design andechnology, since feel they need @
construction, and in othethere is no money specific  training
fields of relevance farfor scientific they don't
planning and constructionresearch and appreciate to be
protect the general andnovations trained in a
individual interests in these common

fields; organize rendering of framework that is
services in these fields, ahd perceived as a top-
also to achieve other down approach.
objectives set by the

Chamber Statute.

17 | Electric  Powerindustry, NA When it comes to They are more interested in trainifthey  are notPermanent
Industry of SerbiaThe prevailing activity ofenvironmental the people on environmental issueagaged directly ineducation of
(Serbia) EPIS is electricity supplyprotection, EPI$related to energy consumption thar| éthics assessmengijtizens, using

whereas electricityinvests a lot inethical assessment itself. so they don't fe€ly actical
generation, electricityresearch and they need a traininggxamples is
distribution and distributioninnovations. There in this field. "
system managemengre a number of necessary in
production, processing angrojects in order to change

transport of coal, generati

boooperation  with

N

their attitude
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Stakeholder nam Stakeholder type (A- : . - Training needs in | Suggestions for
& country assess_or/l\_lA — non assess(g Interest in R&I Capacity building needs ethical assessmen future trainings
and objectives
of steam and hot water |iscientific towards the
combined processed aiestitutes and environment.
performed in subsidiaries. |faculties. They were
planning to
organize a course
on environmental
protection in
schools but it
was not accepted.
Ethics University, A The role of then.a. One of thelt would be
Commission, Ethics important problemsdesirable for
Faculty of Commission is to (however ratheryniversities to
Psychology, ensure that abroad than ihpave a policy
Warsaw research Poland) is dataregarding
University conducted at the fabrication. The research ethics
(Poland) Faculty of possible solution is . o ’
Psychology is to educate studentsyNIVersity’s role
ethical. To in research ethics. | Should also be tg
achieve this goa , ensure that a”
the Commission research done on
gives opinions on human beings is
research projects ethically
as well as assessed.
prepares and
promotes ethical
standards
concerning
psychological
research.
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& country
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Training needs in
ethical assessmen
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future trainings

19

Ethics Committe
of Military
Medical
Academy
(Serbia)

eEducation, A

The Military Medical
Academy (MMA) is g
medical, educational ar
scientific-research institutig
with  an internationally
acknowledged reputatio
MMA has 27 clinics and 1
institutes, the  Speciali
Outpatient Clinic, the Poisg
Control Center, th
Emergency Department al
the Solid Orgar
Transplantation Centg
performing more than 50(
diverse  diagnostic  ar
therapeutic procedures. T
MMA operates as a part
the Ministry of Defense.

Institute of]
Medical Researc
is a part of MMA.
1d he scientific
mesearch work i
the field of
rbiomedicine
[fepresents th
sinstitute’s
principal  activity
eaimed at resolvin
naictual issues
nconcern to the
pBerbian Armeq
®orces Medica
&ervices. The
Hastitute  carries
obut diagnostic an
consulting activity

concerning
immunology,
molecular
medicine ang
neurobiochemistr
issues. Fou

departments

framework:
Department 0]
Clinical and
Experimental

operate within it$

n.a.

= <

D

Training in ethica
assessment

necessary an
would be desirable

Al There is no self

valuations
Pbractice and
‘procedure in
ECMMA and no
clear procedurg
(standards,
protocols,

guidelines) how
to perform ethics
assessment.

These are main
thing that shoulg
be change in the
future.

\*2ZJ

-

45



No

Stakeholder nam
& country

Stakeholder type (A-
assessor/NA — non assessd
and objectives

Interest in R&I

Capacity building needs

Training needs in
ethical assessmen

Suggestions for
future trainings

Experimental
Care and Use ¢
Animals.

Physiopathology,
Department of
Clinical and
Experimental
Immunology,
Molecule
Medicine
Department and
Department of
Laboratory and

f

20

Ethics Committe

eResearch Ethics Committe

&CCC is specially They are not interested in gene

réhere is no trainin

pin  their opinion

of Clinical Center A. interested incapacity building of stakeholders |[dsr members, but tevery clinical
Nis (Serbia) ECCC deals with issugslinical trials andthey are focused on very technipabuld be desirable.researcher should
related to drugs clinical tria|]&R&! in the fields| issues. be trained and
tested on humans, and gives$ biomedica should
. . pass an
approvals to protocols. Ethicassisted exam on good
Committee also decidefertilisation and .
about issues on biomedi¢argan research pr_a_ctlca.
assisted fertilisation, orgatransplantation. The trainings
transplantations ete. should be carried
Furthermore, they make out by experts
assessments of medical from
devices and provide results International
for sponsors, patients and the researchers’
Agency for Medicines and association.
Medical Devices.
21 | Ethics  Council Ethical committee, A They are interest{ They are not interested directly [in Training Education and
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Stakeholder nam
& country

Stakeholder type (A-
assessor/NA — non assessd

and objectives

Interest in R&I

Capacity building needs

Training needs in
ethical assessmen

Suggestions for
future trainings

for the ProtectionECPEAW is a

of Experimenta
Animal’s Welfare
(Serbia)

speciain any resear( capacity building activities as they amonsidered to b
working group established bysing animals. |focus on technical issues. desirable fo
the  Minister with the researchers
regulations governing the especially if
civil service, in order to focused on the leg
discuss professional issues, framework of
providing expert opinions animal research.
and participating in the
implementation of terms of
reference in the field of

animal welfare. This Coundil
has only an advisory role apd

no binding power.

gtraining of people

_|research

Ahot

conduct
have

but
enough;
existing training
programs need to
be improved, but
the biggest
problem is that
researchers don't
know and don't
follow the law on
animal research.

who

been done,

22 | Ethics in ScienceNational academy ofThe Ethics inThe Ethics in Science Commissiama. n.a.
Commission  atsciences, A Science promotes the high standards |of
Polish Academy Commission  atresearch integrity and have drawn|up

of Sciences
Poland

of Sciences plays
a supervisory role
with regard td
standards af
research integrity

It deals with cas

of allege
infringements
the rules q

scientific integrity

Polish  Academythe Ethical Code of a Researcher.
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23

Euclid Network
(Europe)

CSO, NA

Euclid Network was founde
in 2007 and has a stro
track record of networking
peer learning and polig
impact in the civil societ
and social enterprise aren
EN has delivered a range
European programs in ti
fields of civil society
capacity-building, S0Cid
entrepreneurship, soc
innovation and responsih
research & innovation.

- ethics assessment is no
topic they are specificall
engaged in.

- to empower civi
cociety and socig
hgntrepreneurship
yfo drive positive
ysocial change.

y- involved in
sResponsible
®lesearch an

nlnovation (RRI
projects: Considg

land  Responsibl
dhdustry projects.
le to share an
produce
tkaowledge  an(
Wnow-how
regarding

professional
development
social
entrepreneurship

in

- the respondent felt that, comm
kethics assessment does not seem to
part of the European Research A
(ERA).

- Euclid Network has just recent
developed a set of four brief values

they are not particularly ‘ethical’ - the
dnclude innovation an
entrepreneurship for societal impg
ropenness to collaboration acr
eéborders etc. on which they col
envisage capacity building activities

d

)

dhoes not directly
bagage in ethic
raasessment b
Euclid’'s role is tg
Ipridge the oga
plotween the
ryesearch
ccommunity ang
civil society
peeMMuNiIty.

ild

The responder
Selt that it would
Ube more desirab
to have a mor
Pgeneral  activity
‘on ethicg
jassessment rath
than a commo
European
framework
ethics
assessment. Tk
EU could shar
best practices g
ethics as a firs
step beforé
talking about
common ethic
assessment
framework.
Mutual
recognition coulq
be a second stey
Part of this
second step cou
also be the
coordination o

for

-

q

(4%

er

o

5=

policies at leas

U
~+ o
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Stakeholder nam
& country

Stakeholder type (A-

assessor/NA — non assessd

and objectives

Interest in R&I

Capacity building needs

Training needs in
ethical assessmen

Suggestions for
future trainings

at national ethic
committee
However, ther¢
cannot be rea
harmonisation ir
the future - the
first step s
developing an
sharing bes
practices.

level.

[

A\Y”4

1

U—

—

24

European
Association for
Neuroscience an
Law (EANL)
(Europe, ltaly)

d

CSO, scientific associatio

NA

n, Evaluation of the
impact of
neuroscientific
research on law
- Policy making
and norms
involving new
neurotechnologie

- The aim of the association is
improve the awareness of the imp
and limits of neuroscientifi
discoveries in the community of juris
so they would like to have mo
sopportunities  for mutual discussio
and learning between scientists g
sjurists

-They identify the media community
central in shaping the public trust
new neuroscientific discoveries wh
they are brought to courts as eviden
They ask for a better knowledge of
ethical and social impact
neuroscience among the journalists

t&cANL does no
atitectly engage i
cethics assessme
[gven if many
renembers ar
rnavolved in ethica

of their specifig Workshops
expertise. Theyde5|gned to_ foste
ahink that their field the  capacity ¢
iof interest igidentify  ethical
greculiar and needslilemmas an
cas.specific trainingissues.

loth in law and in

pheuroscience. They

are planning to

open their own

training course in

neuroscience and

nadsessment because

t Avoid frontal
Nteaching and toq

"Hown approach;

they would
Fappreciate

ultistakeholder

law at University of

)

A4
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Stakeholder nam

Stakeholder type (A-

Training needs in

Suggestions for

No & country assessor/NA — non assessd Interest in R&l Capacity building needs B Ty o i
and objectives 9
Pavia (Italy).

25 | European CSO, consumers association,investigates EUThey focus their activity in publishinghey feel theyThey need a
Consumer A decisions angreports and magazines for theuld benefit fromtraining that can
Organisation  + developments | consumers, because they believe an training by pe extended to
Italian  Chaptef likely to affect information as a tool for empoweringcience journalistspeir
(BEUC- consumers, with gthe consumer and helping him to dooa the tools used r}epresentatives in
Altroconsumo) special focus onbetter choice, so they are interestedimvestigative h different
(EU, ltaly) Financial mutual learning from othejournalism as theret e d

Services, Foodstakeholders. They elaborate their quny to  have dCOUﬂtI‘IES S0 they
Digital  Rights, internal guidelines so they areurnalistic suggest  onling
Consumer Rightsjnterested in tools to identify issuespproach to thejdNtéractive course
Sustainability, related to the issues they are involyedaluations. and tools or, at
Safety, Health andn. Training in legalleast, a dedicated
Energy. framework fonl web site.

- works to ensurg industrial

that consumer production and in

policy at EU leve consumers  rights

is sustainable far would also be

all (that means appreciate.

respect angd

protection of the

environment,

including climate

change, but also

reduction of

negative  social

and economic

impacts of

innovation).

26 | European CSO, NA Standards aJ&NEC defends consumers’ interestg They have theirn.a.
consumer  voice bearers ofthe development of standards. It hesn standards Jo
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Stakeholder nam
& country

Stakeholder type (A-
assessor/NA — non assessd
and objectives

Interest in R&I

Capacity building needs

Training needs in
ethical assessmen

Suggestions for
future trainings

in standardisation knowledge  andprinciples according to which thethey don't think that
(ANEC) (The share knowledgpoperate. It could be interested |an specific training
Netherlands) as widely ascapacity building activities thatould be useful.

possible. This is penhance the public awareness aboug the

base for role of standardisation as an instrum

innovation. for public control and security

Through

conforming at

certain standards

innovations  can

prove its safety

e.g.

27 | European CSO, NA The EFSJ is theThey feel they play a key role |ifraining should beMultidisciplinary
Federation  forMedia and journalism newly born capacity building process of the othéscused more opworkshops and
Science umbrella stakeholder. They also play than  onMdiscussion  are
Journalism association forimportant role in fostering theontents: any to0lyelcome but also
(EFSJ) (EU science journalisrmmcapacities in ethics assessment amahgt can help o0y online tools
Belgium) in Europe. Theythe other, non-specialized journalig ethical y -

. . . and an online
are planning toThey feel they need to develop thdssues is welcomedl. .
evaluate theown ethical framework with som repository of
ethical aspects o¥alues shared with journalism and tools ang
science some values shared with science. T background
journalism, itg feel this is an uncomfortable positi materials on
impact on theso they would like to strengthen th ethics
society and onposition among the scientific and the assessment.
R&lI. They| media community throug
highlight the role multistakeholder  discussion a
of science opportunities for sharing opinions.
journalism as a
watchdog ol
science angd
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Stakeholder nam
& country

Stakeholder type (A-
assessor/NA — non assessd
and objectives

Interest in R&I

Capacity building needs

Training needs in
ethical assessmen

Suggestions for
future trainings

scientist. They ar
interested
scientific
malpractice  an
frauds, scienc
communication
impact,
background
research
innovation,
environmental an
social impact o
innovation.

(0)
an

in

ethical

e

i
e

f

d

d
f

28

EURORDIS
(European
Organisation fo
Rare Diseases
(Europe, France)

CSO, NA

EURORDIS seeks t
rimprove the quality of life g
speople  living  with  rare

diseases in Europe throu
advocacy at the Europe
level, support for resear

and medicines developme
facilitating networking
amongst patient  group

raising awareness, and m3
other actions designed
reduce the impact of ra
diseases on the lives
patients and family.

Main activity of
EURORDIS is tg
fidentify researcl
pprojects with
gitifferent

appportunities  fo
ctheir stakeholder

nand to build
capacity amon
Patient so tha
niyey can
tonderstand th
rénportance 0

afcience, especial
lab work, in the
field of rare
diseases. They a

trying to foster

Capacity  building and

denefits from clinical

tthis knowledge
communicate with patients.
e
f

y

re

trainin

activities can be helpful in overcomi
ngaps but, according to the interview
the best thing is learning by doing. P
experience has shown that patients
 different countries understand risks &
trials
completely different way. Now the
pknow that and they are trying to ap
when

in

the

dEURORDIS

ndoesn’t have
egpecial unit within
amganisation  tha
sdeals with  ethicg
agbues, but the

ecould be intereste
yn a general trainin
hiyn ethics in
piomedicine.

timportant

lEURORDIS s ta
lbuild
ﬂearn how ta

g

One of the most
assignments  of

trust, tq
work together. In
their opinion the
work of Ethics
committees has
to be more
transparent: they
would focus any
kind of training
on transparency:
they want tg
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Stakeholder nam
& country

Stakeholder type (A-
assessor/NA — non assessd
and objectives

Interest in R&I

Capacity building needs

Training needs in
ethical assessmen

Suggestions for
future trainings

patient
organisation
curiosity and trus

—

on basic researgh

and to inform
patient
organisations on
what kind  of
research [
available for their
diseases.
EURORDIS is
also helping
patient

organisations
interested in
research projects
that will lead tq
the developmer
of the new drug
by creating &
Charter for
clinical trials.
They also set up
the  Community
advisory boardas

1°2)

o=

a facilitator
between
participants in

clinical trials, the
investigators and

know and
understand hoy
and why Ethics
committees too
their  decision:s
and how they
exchange
information.
EURORDIS haj
the capacity t(
organize
trainings,
because they
have experience
in organising
summer schoo
They launchet
their Summe
School in 2008 to
empower
patients'
representatives iw
the area o0
clinical trials anc
EU  regulatory

<

<—h

U7 \"ZJ

O

= T

affairs. From
2015, this schoal
will combine

53



No

Stakeholder nam
& country

Stakeholder type (A-
assessor/NA — non assessd
and objectives

Interest in R&I

Capacity building needs

Training needs in
ethical assessmen

Suggestions for
future trainings

the sponsot,
public or private
They discuss a
the aspects of th
development of
new drug in the
different stages,
they decide on
outcome measures
of the trials ol

uwm_

design.  Among
all, they alsg
follow up the
whole

—h

development 0
the clinical trialg
and contribute t
the ethica
discussion; the
also advice th
sponsors on th
development 0
the trial and of
how to
communicate

unexpected events

O

=0 P

training of exper
patients an

researchers
drug
development.

0

in the trial.
29 | European UniopCSO, NA EUSJA is5They need to train the journalisé&ny kind of| n.a.
of Science interested inwithin  the nationgraining would be
Journalist’s questions posgdissociation to  strengthen theivelcomed. They
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Stakeholder nam e , . - Training needs in | Suggestions for

No & country assess_or/l\_lA— non assessq Interest in R&I Capacity building needs ethical assessmen{ future trainings

and objectives
Associations by emerging awareness on the role of sciene®uld appreciate a
(EUSJA) (EU, science, and |fournalism as informal ethics assessotraining based op
France) believes thatt case-histories and
seasoned, critical tools for
and  specialized assessment  moye
journalists are than a top-down,
needed to assess frontal lecture
that. In theil approach.
view, science
journalists play an
important role $
independent and
critical outsiders
acting as
knowledge
brokers between
scientists and the
public, but also as
ethics checkers, as
they are attentive
to misconduct and
other ethica
issues in research
and have the
advantage af
being
independent.

30 | Federation agfCSO, NA They look after NCPF would like to include more andthey don't don.a.
Patients angdWas founded in 1992 to brinthe quality of more the patients' perspective |fraining  directly,
Consumers together patient ardinnovative) research grant proposals. They give|ffiee  select as
Organisations | consumer organisations in thieealth care patients the right to assess the graaviewers only
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Stakeholder nam e , . - Training needs in | Suggestions for
& country assess_or/l\_lA — non assess(g Interest in R&I Capacity building needs ethical assessmen{ future trainings
and objectives
(NPCF) (thg Netherlands to speak as qfidhey define theproposals acting as reviewers, workjpatients with a high
Netherlands) voice on areas of commoimterest of thein groups of three patients for each néswel of education
interests, such as patientpatients andproposal. Capacity building activitiebecause gramt
rights and access to care|dbnsumers incould be interesting to increase {la@plications are
was realized in the Ilaténnovations suchnumbers of patients willing to act asften complex and
1980’s that it was importanas eHealth andeviewers in  English. They
for patients groups to worlhealth information don't express
together in order to have|accessibility, specific needs in
stronger voice and become exchange and this field, as they
significant national player. | privacy support the role af
They make the the patients i
information  on assessment  based
best practice on a »learning by
available tg doing« approach.
patients
They fostel
solidarity in health
care, including
access to
innovations
Food EthicsCSO, NA They are open torhe Food Ethics Council has strarigoes not do ethigsThe respondent
Council (United Food Ethics Council bringexploring the links historically with bioethicists andissessment as sucfgels that
Kingdom) people together to find waypotential and theethicists - the organisation has ethicjstther the intuitively, a
through contentious ethicalisks ~ of  anyand philosophers on its advisogrganisation tries to-5mmon
issues in food and farming fttechnologies thatcouncil and will be recruitingencourage decisio Wépproach would
make more  consideredelate to food angadditional members in the near futuremakers who work ke  commoh
decisions. farming including - There is a need to mainstream ethigghin food and
nanotechnologies,and get people involved in all walks|darming to take SENSE. There are
synthetic biology} life — not only people in research drethics into account©© many
food irradiation|innovation — and encouraging them/ é&md to explicitlyy SEparate
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Stakeholder nam
& country

Stakeholder type (A-

assessor/NA — non assessd

and objectives

Interest in R&I

Capacity building needs

Training needs in
ethical assessmen

Suggestions for
future trainings

GM food, in vitro
meat, etc.

make fairer and more considel
decisions in their daily lives.

- The Food Ethics Council finds it
important to engage people early

and they believe in “fair play, fair sg
and fair share”.
- Moreover, very few of theg

processes are carried out using
trained ethical framework approach.
would be helpful if people started
adopt ethical tools and applied th
and used them.

how ethics

assessment

value that peopl
place on it an
therefore

gdstify a course dfinitiatives.

question is perhapggnsidered
perceived and the

whethdrethical impacts g
there is a demarjdlifferent

for ethics technologies an

assessment. has been used |
individual
businesses  ar

decisions. Th
Y00l offers a way
of thinking abou
jor assessing th

more widely in
various busines

action (this is how- Food FEthics
ithe Food EthicsCouncil creates ja
@Du_ncil defines;Space and
Aethics’). provide  tools
While the| . .
@espondent  fee W'.th which FO
theat hissihlnk abqut ethics
drganisation has |@nd the impact of
tong way to go indecisions.  One
ethis regard, they arg@xample is their
trying to make Ethical — matrix
ethics moretool to enable
accessible. . people to make
- The  biggermore ethical and

117
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schools an
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Stakeholder nam Stakeholder type (A-

Training needs in

Suggestions for

No & countr assessor/NA — non assessq Interest in R&l Capacity building needs I [l e o
y and objectives utu INiNgs
universities.
32 | Forschungswend€S0, NA FW’s main focusn.a. Research agendds would be

(Germany)

is the research ar

innovation agenda

setting process.

nd

are very technicahelpful to have
and too narrow ingn

their o focusi grganisation that
(I?r(:,;earc 'zbozi)(/vould focus of
technology, bu’t.researclh ang
also about thennovation and
social change arjooperate  with
the change fgrother specialized
society  (lifestyle] CSOs in
consumer patternsgleveloping

way of living). agendas and

independent

strategies of the|r
own.
Governments ar

big foundations
could support
this core
organisation.
33 | Foundation  forFunding organisation, NA The Foundation Europe there is general probleihey would n.a.
Polish  Science grants funds forregarding scientific integrity. Due l@ppreciate A
(Poland) research. the fact that a lot of emphasis is put|eapacity  building
the results, researchers may f{dmining in ethicg
pressured to manipulate data, in ondersessment for
to get the funding. The issue |oEsearchers and

scientific integrity has been touch
upon in the Foundation’s Code
Ethics.

egbung scholars th:
afill apply for their
grants.
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Stakeholder nam

Stakeholder type (A-

Training needs in

Suggestions for

No & country assessor/NA — non assessd Interest in R&l Capacity building needs B Ty o i
and objectives 9
34 | German Scientific Academy, NA The Committe®ne of the key missions of Leopoldimane of the goals afResearchers
Academy of assesses currgns providing scientifically informedLeopoldina is tdshould be made
Sciences situation, usuallypolicy advice, which may lead [oeach scientists hovgware of the
Leopoldina in Germany|amending the existing provisions |¢o0 follow ethicall athical problems
(Germany) concerning issug®stablishing new laws. rules, for g regarding  theif
related to science considerable work
and their ethical number of basic '
background. researchers is npt
aware of the ethical
aspects of thejr
work. They don't
feel they need
capacity  building
training for
themselves but far
the researchers they
advise.
35| German  EthiceNational ethics committee, A The Coundit some cases it is difficult to predjct.a. n.a.
Council pursues thewhat impact scientific developments
(Germany) guestions ofwill bring (this is the case of, for
ethics, society,example, the dual-use research).| In
science, medicineother cases new developments can
and law and theconsiderably influence everyday life |of
probable people who are not prepared to handle
consequences fothe consequences (for example (the
individual and direct-to-consumer genetic tests).
society that resu|t
in connection with The opinions of the Council will not
research angsolve the problems but they help|in
development. dealing with them.
Particular
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Stakeholder nam
& country

Stakeholder type (A-
assessor/NA — non assessd
and objectives

Interest in R&I

Capacity building needs

Training needs in
ethical assessmen

Suggestions for
future trainings

attention is paid t
the field of life
sciences and the

D

ir

application.

36 | Health  fundingFunding institution, A The institution The interviewee did not express afhe interviewee didThe public can
institution  [The| Evaluation of researghieviews a greatspecific needs. not express ambe engaged in the
interviewee projects. number of specific needs.gssessment of
wished that both research grant They have theirgrant
his name and the applications each own training applications
organisation was year. programs. through an online
to remain .
anonymous] sugggstlon
(USA) Web_S|te. _The

public might

become more
engaged in the
future, e.g. by

assessing the
value of certain
areas of science.
The interviewee
would like to

have  meetings
with the public in

the future tg

strengthen  this
feedback.

37 | INformation, CSO, NA In general CSOs need to be made more awargdKOTA does notlt would be)
KOordination, INKOTA aims to invigorate INKOTA does nothow the process of introducindirectly engage inadvisable for
TAgungen- the political landscape |rdirectly technological innovations is organizedthics assessment
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Stakeholder nam

Stakeholder type (A-
assessor/NA — non assessd

Interest in R&I

Capacity building needs

Training needs in

Suggestions for

f

& country and objectives ethical assessmen future trainings
INKOTA Germany and to raise publiconcentrate onThey perceive themselves as capacity CSOs to becom
(Germany) awareness for the darkeesearch anpbuilders and they don't feel they need a more involved
sides of globalisation and thenovation issuesspecific training. and more activ
importance o_f human_ ri_g_hts't bgcomes; in the process ¢
They campaign for dlgnlfledntgrested in those technological
employment, overcoming thépics when they development
problem of hunger and foconcern fields that '
fair financial and tradgit focuses on in its
relationships in the worldseveryday  work
economy. (e.g. work
conditions, foog
and  agriculture
policies).
38 | Information Impact Assessment ICO co-operatesThey recognize the usefulness |dhey would like tgn.a.
Commissioner’s | Organisation, NA with Europeanhaving an assessment category caltel  sure that
Office (ICO) and internationglethical impact assessment, next|desessors have the
(UK) ICO provides guidance for | partners, e.gsocial and environmental impacight skills, training
organisations to perform European assessment concept, especially |ford abilities
privacy impact assessment| Commission andinstance in the case of big data. ThEgptentially thig
(PIA). other datawould appreciate a capacity buildingpuld be enabled at
The PIA helps organisationprotection training focus on this issue for peopléniversity level.
identify the most effectiveauthorities oninvolved in data management.
way to comply with their datesharing
protection obligationg,information  ang
identifies and minimizesgood practice|,
privacy risks of new projecidelping with
or policies. complaints,
investigation and
enforcement; and
working together
to improve
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Capacity building needs

Training needs in
ethical assessmen
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future trainings

understanding
data
and

and necessary.
Providing

practical advice t

organisations
about
can

Data
Act by

conducting
audit,

questionnaire or
data
workshop

protectiol
law, and produc
common position
guidanc
where appropriat

how they

make
improvements t
comply with the
Protection
either

an
arranging
an advisory visit)
a self-assessme

protection

g

> =h

(OB ERZ BN )

39

Interacademy
Council  (IAC)/
Interacademy
Partnership
(IAP), UK

Academies of Science,
International Organisations,
NA

- provide clarity and advice
in forging an international

consensus on responsible

The IAC/IAP look

at ethical issues
policy and

practice issues fo
the community, asprocess.

global scientific
topics. Some of

There is a need to look at emerg
£hallenges and see how polic

g

practices and standards can
rupgraded as part of a diffused glo
There are reports

Responsible Conduct and how

fidnere is also a ne¢
der mentoring anc
bducation abou
bgdbod practices.
on
to
an

enhance the Capacity of Afric

2t would be
ldesirable to hav
'something

[framework] for
the world anc
certainly for the
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Stakeholder nam

Stakeholder type (A-

Training needs in

Suggestions for

No & country assessor/NA — non assessd Interest in R&l Capacity building needs B Ty o i
and objectives 9
conduct in the global the reports do not Science Academies. EU. It would be a
research enterprise. specifically focus hard thing ta
- an educational guide will beon ethical - Technological  growth  and achieve, but
released early next year assessment per seglobalisation have opened up ngw worth the effort.
focusing on the issues of | though scientific |areas for people doing things both
scientific responsibility and | integrity and wrong and right. Part of the challenge - There could be
integrity targeted at younger scientific is to assist, especially, the I
researchers and graduate |responsibility are | organisations in countries that do pot common
audiences key issues. Ethics have much in place to address isques procedures  and

is related, and challenges. values for shared
however, to good collaborative
science The US NAS has organized workshops basis that could
focused on research integrity in places seep back intp
such as Agaba, Jordan, and other the national level
places. The approach is described in too.
the report Developing Capacities for
Teaching Responsible Science
(http://dels.nas.edu/Report/Developing-
Capacities-Teaching-Responsible-
Science/18356).

40 | International CSO, NA IWF in the pastThey provide capacity buildindboes not directlylf SATORI
Women’s ForumThe IWF mission is towas not primarilyactivites in the field of gendeengage in ethicsmanages to bring
(Europe) strengthen the women’s rqleriented onequalities, so they are interested in flaissessment, even| Bxperts from

in the economy andesearch angspecific topic. they have an pjifferent field

promoting entrepreneurshipnovation but, at
by creating positive modelshe moment the
businesswomapare one of th

of a
initiating the research angartners
studies on femalgoroject
entrepreneurship,
regular discursive meetinggnd

abou
organisingender innovatio
sustainabl

y
g
a
[
L
e

informal ethica

assessment

approach« in
gender equalit
when they des

with innovation of
research,

and, stakeholde
]to
Vtogether an

o ="

[S
discuss$

lagree about th
most
ethical issues i
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and objectives

Interest in R&I

Capacity building needs

Training needs in
ethical assessmen

Suggestions for
future trainings

as well as conferences drdkvelopment i

training.

the Baltic seg
region. IWF alsq
research academ
equality in gende
terms and perforr
other studies.

ic

=

R&l issues it will
be a hugg
success. But firs
of  all they,
suggest to
organize
discussions with
all the
stakeholders,
people from
different  fields
including people
interested i
gender  issues
Trainings are ng
the best choice
The better way i
to encourag
sharing thought
and ideas
between differen
experts, creatin
some knowledg
networks
composed 0
people on the
same level o
expertise (mutuetl

A1

—+
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Stakeholder nam

Stakeholder type (A-

Training needs in | Suggestions for

No & country assessor/NA — non assessd Interest in R&l Capacity building needs B Ty o i
and objectives 9
learning and
participatory
processes on
ethics more than
training
workshops).
41 | Israel Medical CSO, religious association, |Arhey are The main motivation for ethigg§hey are notThere are many
Association Established in 1912, [interested inassessment in IMA-WF is the possipieterested in formaltraining
World regroups Jewish doctors amdedical researchapplications of Jewish norms, valyésaining if the aim programs for
Fellowship medical professionals that arnd bioethics. and laws in the context of a multis to present eople involved
(IMA-WF) not resident in Israel. The religious and modern society. Thesommon Europeairn ethical
objectives of the IMA-WHK would appreciate any opportunity |tmamework fon . thi
are to create and enharnce debate about their area of interest witthics assessmenl%Ioe ICS |
mutual bonds between Isragli other stakeholders, but they don't feleécause they fegtoOmmMittees that
health professionals they need a training or capacithat every countryShould be taken
(including physicians, building workshop because thegnd everyds a k_J_aS'_S far
residents, fellows, medical organize their own internal trainings. | stakeholder shoulduture initiatives.
students and allied health be allowed to find
professionals) and their its own gold
counterparts in other standard based on
countries. Actually IMA-WH its own values.
has 15 national chapters.
42 | ISO - CEN andStandardisation ISO, CEN and allAny intervention that enhances tH2oes not directlyn.a.
national memberorganisations, NA its member bodigscommon perception of the importan@ngage in ethics
bodies such as facilitate the of standardisation would be welcome@dssessment  (with
NEN, DS or BSI making of exceptions of some
standards. The member bodies)

standardisation

organisations
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Stakeholder nam

Stakeholder type (A-
assessor/NA — non assessd

Interest in R&I

Capacity building needs

Training needs in

Suggestions for

& country and objectives ethical assessmen future trainings
themselves play a
neutral role. The
standards, made
up by consensus
according tq
standardized
international ruleg,
could facilitate the
uptake of
innovation and
research results.

43 | Jednake CSO, equality developmentyew technologyEO organizes its own capacity buildirigthical training fof Training shoulc
mogLEnosti NA motivates theevents for its target audience [©SOs would bejnform about
(Equal NGO "Equal Opportunitieg’organisation  tpencourage the use of ICT |imost welcome.ethical guideline
opportunities) —+is an organisation establishedake it accessiblempowering women and their dallyhis kind of and present god
(Serbia) with the goal to facilitateto those thatlives. training would ractices

equal access for both womemould ordinarily address the need tg |
and men in using moderhave less change articulate the
information and of making use of activities of CSOs
communication technologiesit. EO is in ethical terms
especially regarding both, th

implications  of
innovation:  whqg
has access to
what stereotype
are linked with it
for what purpose
is it

different groups

etc.

interested in social

used by

0n

[72)

ethical impacts g
their projects an
the

activists/researche
professional work.

e
i
y

]
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d
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Stakeholder nam

Stakeholder type (A-
assessor/NA — non assessd

Interest in R&I

Capacity building needs

Training needs in

Suggestions for

& country and objectives ethical assessmen future trainings
44 | Ministry of| National funding MESTD has hugelnterviewee considers training anthere is no speciah.a.

Education, organisation, NA interest in building capacities to be very usefblody in Ministry of
Science angCarries out publicresearch andand that Center for the Promotion|&ducation, Sciende
Technological |administration activitiesinnovation. It ig Science will have crucial role in thiand Technological
Development related to: the systenpractically thg process. It is important to raisBevelopment that
(Serbia) development and promotiopnly governmentawareness, but also to educate. deals with ethical

of scientific and researgibody that funds evaluation 0

activities for the purposes pfesearch and research and

scientific, technological andnnovation in innovation.

economic developmentSerbia in such g

defining and implementinggreat scale.

the policies and strategies
scientific and technologic
development; defining ar
implementing the progran
of scientific, technologicg
and development
training scientific researg
staff; defining ang
implementing innovatio
policies; fostering techng
entrepreneurship and t
transfer of know-how to th
economy; developing ar
improving the innovatio
system in the Republic
Serbia; developing th
scientific  and researg
information  system  an
scientific and IT

of
al
d
1S
i

researcn;

infrastructure; defining th
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& country

Stakeholder type (A-

and objectives

assessor/NA — non assessd Interest in R&l

Capacity building needs

Training needs in
ethical assessmen

Suggestions for
future trainings

building the
society; preparing laws, oth
regulations,
measures in the field of
business;
application of IT and th
internet;

services;
improving
computer

developing
the academ

level; research in the field
nuclear energy; ensuring t

producing and disposing
in nuclear power plants,

well as other activitie
stipulated by the law.

policies and strategy for
information

investigating the

providing I
and

network;
coordinating the preparation
of strategic and developmegnt
documents at the national

safety of nuclear facilities;

radioactive materials, except

er

standards and

P-

e

c

pf
he

of

AS
S

45

National Centr
for Research an
Development
(Poland)

eFunding organisation, A
d

NCRD
research.

fun

fB.a.

There is a lack
trainings among th
researchers
officials do not
become acquainte
with the ethica
codes establishg
for researchers.

Df.a.

d

d

46

National

Ethical committee, A

NCB is primar|

ily.a.

Respondent

One of the

68



No

Stakeholder nam
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assessor/NA — non assessd
and objectives

Interest in R&I

Capacity building needs

Training needs in
ethical assessmen

Suggestions for
future trainings

Committee  for
Bioethics
(Serbia)

NCB aims to promote th
position towards ethical ar

legal matters resulting fropethical
research in life science, thewithin the sphers
implementation, as well asf natural sciences

stimulates the exchange

ideas and
primarily through h
education; takes positior]

passes decisions and prov
opinions on

all its

evaluates and holds
position with respect t
human activity  within

classical medical ethics, b
also other scientific ared
such as biology, philosoph
law, economics, politics, th
involve the question of lif
and death, health and illne
takes position and provid
opinion on ethical issug
significant for securing gog
scientific practice an
preservation of mai
principles and obligations
scientific workers an

informationpertains primarily

ethical-morathrough

issues related to life itself, ghiomedicine, a
levels an dwell
development stages; studiesf scientists an

@ealing with the
tbsues of moral
behavio

D 1

@ind research. |t

to biological ang

gnedical sciences,
deeir interrelations

as behavio

A L= U

tphysicians at wor
performed within
their institutions.
ut
S,
Vs
At

a)

5S;
S
2S

d
d
n
Df
d

researchers; supports

the

highlights that

training for ethicsrelated to  the

committees’

members is one Gommittee

the
challenges.
round of
trainings is aime
at medica
committees.

bigges
Firg

Training programgommittee

will be accreditedmembers while in
and realized byother countries
School of Medicinenyrses and
at University oflmedical

Be'gfadle aNGechnicians  are
(N:gtrlr?rgﬁtee (omembers toq.
Bioethics TheAlso in Serbia

trainings may als

be organized byExternal members

non-governmental [~ 0 include
organisations. It igpeople with
planed thaldifferent

participants receivfpackgrounds i
a certificate aftelprocess of ethigs

training

completion. It i
also planned t
include trainin
obligation in th

these

problems IS

o Y

structure of ethic

embers on
institutional level
Jn  Serbia only
medical doctor
are ethics

UJ

dhere are only tw

O

=)

assessment.
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N Stakeholder nam e , . - Training needs in | Suggestions for
ol e country assess_or/l\_lA— non assessq Interest in R&I Capacity building needs ethical assessmen{ future trainings
and objectives
activities in order to raise the Law, since it is not
general level of public the case at the
awareness, with specialized moment. The
and sensitive groups and principle aim is td
decisions of general and harmonize the work
private type related to of Ethics
bioethics; Committees and
NCB has advisory role so their  procedures.
their decisions are not One time training
binding. was performed. The
main problems are
financial, e.g. fees
for medical doctors
47 | National Sciencg~unding organisation NSC fungShere is a lack of ethical awarenelisis important tqQYoung
Centre (Poland) research among the researchers. educate youngesearchers
researchers,  th&ghould be mad
they are ethicallyaware’ thalf
responsible for the Eoncentrating
studies.
only on lega
regulations is ng
enough tq
establish whethe
theirs actions ar
right or wrong.
48 | Netherlands Governmental, NA The Netherland®VO provides some ethical guidané®v/O gives advicen.a.
Enterprise Enterprise Agencythrough encouraging subsidies when how to apply for
Agency (RVO) focuses itscertain criteria are met, including e/funding at the
Rijksdienst voo attention on foursustainability. Dutch government.
Ondernemend areas: They do not need
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Stakeholder nam
& country

Stakeholder type (A-
assessor/NA — non assessd
and objectives

Interest in R&I

Capacity building needs

Training needs in
ethical assessmen

Suggestions for
future trainings

Nederland (RVO
(the Netherlands

Sustainable
enterprise
supports  Dutch
and internationdl
entrepreneurs and
researchers in
developing
sustainable
projects related tp
energy and
climate and the

environment  in
line with the 202(
and 205(¢
objectives for
sustainable energ

and reduced CO
emissions.
Agrarian
enterprise  The
European
Common
Agricultural
Policy (CAP) wag
developed t¢
balance Europesg
agriculture. The

CAP encourage
farmers to mak

D P

any training from
SATORI
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Stakeholder nam
& country

Stakeholder type (A-
assessor/NA — non assessd
and objectives

Interest in R&I

Capacity building needs

Training needs in
ethical assessmen

Suggestions for
future trainings

their  businesseg
more sustainabl
and
The Netherland
Enterprise Agenc
is responsible fg

realising thig
policy in The
Netherlands.
Innovative
enterprise  The

Netherlands

Enterprise Agency
supports and
promotes
international
business,

innovative|

A 0]

D n

=

cooperation and
development
efforts, both
private and publig,
and encourages
knowledge
institutes in
knowledge
valorisation.
International
business
enterprise  The
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N Stakeholder nam e , . - Training needs in | Suggestions for
ol e country assess_or/l\_lA — non assess(g Interest in R&I Capacity building needs ethical assessmen{ future trainings
and objectives
Netherlands
Enterprise Agency
supports angd
promotes
international
business,
cooperation  and
development
efforts, both
private and publig,
and encourages
knowledge
institutes in
knowledge
valorisation.

49 | Netherlands CSO, NA NWO fundsNWO's scientific integrity policy isAny training thatn.a.
Research Coundil scientific researchaimed at preventing and detect{rhances the
(NWO) (the at Dutch| scientific misconduct and is in lin&knowledge of what
Netherlands) universities  andwith the policy of the universities, thes considered g

research institutesAssociation of Universities in thecientific
NWO does thisNetherlands (VSNU) and thenisconduct is
through a range oNetherlands Academy of Arts apdelcomed.
150 funding Sciences (KNAW).
instruments linkedThe NWO policy applies to both the
to its ambitions. |application phase and the phase after
research proposals have been awarded
funding, and concerns:
* Awareness: Netherlands Code
of Conduct for Scientific
Practice
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Stakeholder nam

Stakeholder type (A-

No assessor/NA — non assessd Interest in R&l Capacity building needs Tra_mmg TS 07 Suggestlpns for
& country and objectives ethical assessmen future trainings
* The possibility to report
violations via the Scientific
Integrity Desk
* Possible measures from NWOQO
after a violation of integrity
has been established
They indirectly enhance the capacijies
of the scientist in ethics as they ask
them to be familiar with the Code [of
Conducts and that they are complying
with it. Also after an application has
been awarded funding, NWO requires
researchers to state in the progress
reports that they are adhering to the
code.

50 | Nuffield Council Ethics committee, A - try to identifyf The Council does carry oLt is part of theWhile the
on Bioethicg developments inconsultation with stakeholders and ti@ouncil’'s job tginterviewee fel
(UK) - to identify ethical issuggesearch, public but this is difficult to achieve irtake the process 0fhat there is some

that are likely to arise in theinderstand thepractice. They have formal anethical  decisionrygue in
context of new developmentsocial and ethicalinformal networks. making that peoPIecontinuaIIy
in biological and medicaimplications  of - There is a need to facilitate a mudo in their daily engadin i
research. them and then trywider mechanism for public discussidives and see how.. gaging
to find an ethicalto discover people’s concerns aidat relates t)dISCOUI’SG
approach thgtvalues. decision-making |Whereby people
helps them t within policy| challenge  each
offer solutions o environments. Thegother and try to
policy approaches. next step is to makevork together
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future trainings

the connection s
that people can &
exposed to the kin
of thinking that
goes on and c3

realize that they can
be involved in this

on a wider basis.

cthrough thes
@roblems, he fe
Ghe idea o
common an(
"Lettled  solution
IS probably
unrealistic.
Overall, the
respondent fe
that it is only
possible to agre
on things at
pretty  abstrag
level. The
respondent fe
that bes
practices,

guidelines  an
recommendation
may be the be;s
way to go

D

importance 0
discourse i
finding common
ground.

Moreover, he
stressed the

U = """+ (D

—+

—

—

f
|
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assessor/NA — non assessd

Interest in R&I

Capacity building needs

Training needs in

Suggestions for

& country and objectives ethical assessmen future trainings

51 | OECD - ScienceGovernmental organisationThe Global -There are gaps about the whole isshe important The issues is not
Technology andNA Science Forumof public engagement: how to do |iaspect is resear 3!Ust about
Innovation (GSF) provides awhy it is important? Sometimegntegrity, what training, it is
section - Global venue for people are working on issues withogbod scientifig important td

Science
(International)

Forum;

consultations

among senio
science policy
officials of OECD

international
consultations/co-
operation, an
identifies

opportunities  for

rethical concerns about them. Scie
needs to engage. In some fields,
life sciences, maybe there should

being aware that there are publractice is and Wha}
nea't. In
gcguntries, there is

some

beed for building 4

member countriestraining on the philosophy of scieng¢structure angcannot work

It produces Scientists themselves are in the bestture aroungAnd  there are
findings and position to think about these issugsthics. In terms ofmany  brilliant

action especially as many of them are nibte capacity scientists who
recommendationgabout  fundamental  ethics, Quuilding per se,can engage with
on high-priority| predominantly about practical, appligtiere is currently apublic and

science policyethics. lot of effort now on present scientific
issues  requiring building researchisges.

ethics committee
in Africa.

nvolve public. If
¥ublic does nog
rust science, it

~—+

A

S

collaboration on
major  scientifig
undertakings.
52 | Panoptykon CSO, NA In the The Foundation is involved jm.a. n.a.
Foundation Foundation’s educational activities — the aim is|to
(Poland) scope of interesimake people realize what the dangers

are different type

which

sof certain technologies are, and w|

of surveillance, inthey can do to avoid them — including

by means of technical solutions, st

hat

ich

technological

as encryption.
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innovation plays

significant
(e.g.

databases, mobi

phones
tracking
techniques, C
cameras,
applications,
etc.).

Interneg
GPH

parf

medicalissue of surveillance state is that
@oliticians pay no attention to the

an

CT

;1
One of the problems related to f

dnegative effects of some technolog
on social relations - for example h
cameras impact mutual trust among
bBociety.

D

he
the

ies
DW
the

53

Polish
Society (Poland)

EthicsNational ethics association,

A assessment
research ethics
- the Society dea
with the issue o

animal

experimentation

pWVith regard to ethical issues, t
Society provides advice, draft opinio
saand lobby in the course of t
flegislative  process. In additio
members of the Society visit scho
and provide educational activities {
students.

Hdembers of
necal ethicg
heommittees are n
rfrained in ethic
ot;xd there are n
oequirements  fo
them to participat
in such trainings.

theResearchers

be
in

should

bbducated
Shioethics, fol
:huestions abouit
[the subjectivity
"of animals arg
not posed in th
course of studie
in medicine or

biology.
54 | Professional Academy, A Interested in n.a. Classic training im.a.
Ethics PEC makes sure that thesearch and ethical assessment
Committee, Code of Ethics is beingnnovation would be desirable
University of| honored by teachensactivities for researchers and
Belgrade (Serbia)associates and students of therformed by young scholars.

University; Maintaining thé
dignity of the University o

Belgrade and

developing moral values

furthe

buniversities.
f
oy

Df
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Stakeholder nam e , . - Training needs in | Suggestions for

No & country assess_or/l\_lA— non assessq Interest in R&I Capacity building needs ethical assessmen{ future trainings

and objectives
the academic community.

55 | Regional CSO, NA Although RECThere is a big room for improvemepDoes not directlyOne set 0
Environmental |International organisatigrsupports researgffhere are some open issues pemgage in ethidfectures should be
Centre fonwith a mission to assist |project it is not aproblems that could be resolvembsessment aimed at raisin
Central andaddressing environmentaksearch through capacity building and trainipng awareness abolt
Eastern issues. The REC fulfills thigrganisation. activities. REC is interested both (in the importance df
Europe/EU-level | mission by promoting participating and co-organising such basic ethical
(Hungary) cooperation among trainings.

governments, Non- values. For the
governmental organisatior}s, most of people,
businesses and other both ordinary and
environmental stakeholders, experts, still s
and by supporting the free not clear where
exchange of information and ethics ends and
public participation in law, or some
environmental decision other domain|,
making. starts and vice
versa. So, these
are the question
that should be
answered during
the trainings.

56 | Royal academpyScientific Academy, A The Academny.a. They wouldn.a.
of art and regularly  issues appreciate A
sciences advisory  reports training on ethics
(KNAW) on a wide variet) assessment and
Koninklijke of subjects. I rules for
Nederlandse some cases, it |s researchers and
Akademie voor asked to do so hy young scholars.
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Wetenschappen
(The Netherland)

the authorities o
universities; in
other cases,
does so on its ow
initiative.

r

t
n

57 | Royal Dutch Professional organisatiomis the networkAs a network of engineers, KIYBome n.a.
Society off NA body for engineerdacilitates the debate on ethics foepresentatives of
Engineers (KIVI) and other highlyengineers. Its members can explore(the Society could
Koninklijk educated technicaissues, but KIVI does not have @dme interested in
Instituut van professionals inambition in this issue itself training on &
Ingenieurs the Netherlands, personal basis, but
(KIVI) (the KIVI's  primary they don't feel tg
Netherlands) objective is td have a real need as

promote the this is not their
importance of main function.
technology in our
society.
58 | SciDev.Net (UK)| CSO, developmeResearch andsciDev.net is in itself an experiment|dtey would n.a.
journalism, NA innovation ig capacity building through informatiopparticipate intg
SciDev.Net is the world’sconsidered byGood journalistic practice suppoftsaining programs
leading source of reliable ap8ciDev.net fromresearch. SciDev.Net is trying to leamh ethica
authoritative news, views anthe point of view by example and is also active in tlssessment

analysis on information abo

wf uptake, usag

escientific journalism community b

ypractical tools.

science and technology foand impact. Inpromoting professional high standards
global development. selecting and(issues of gender representation| in
Its mission is to helpreporting science journalism, censorship) and
individuals and organisationscientific newsgcapacity building. They publigh

apply evidence and insightdiey have a strongractical guides, not only to help

from science and technologfpcus on ethicgljournalists but also to help researchers
to decision-making in ordeconcerns about thén science communication. Workshaps
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assessor/NA — non assessd

Interest in R&I

Capacity building needs

Training needs in

Suggestions for

& country and objectives ethical assessmen future trainings
to have a positive impact opractice of and trainings are also organised |by
equitable and sustainableesearch SciDev that address this, so they have
development and povert{principles of their own capacity building program
reduction. sustainability andeven if it is not specifically devoted fto

equity), the ethical assessment.
implications  of
research (for
development) angd
the
communication of
research (by
researchers
themselves and by
science
journalists).

59 | Serbian National organisationNot directly| Representative thinks that capac¢ityDoes not directlySome gaps cdn
Environmental |responsible forinvolved in| building should be the next step, bahgage in ethiche addressed
Protection | environmental impagtscientific researchunfortunately there is no money fassessment through capacity
Agency (Serbia) | assessment, A and innovation |that building and

training activitieg
Iggrdination developm:rr]l;, but that is faf
management of the national from enough i
information  system  for goverr?ment
environmental protectign doesn’t ' take
(monitoring the status of the more active role.
environmental factors Until government
through environmental has not put
indicators, the registry of environmental

pollutants, etc.);

protection in
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Conducting (performing)
monitoring on national level
of air and water quality
Manage National Laborator
Collection and compilation ¢
environmental data,
processing and preparation
reports on the state of the
environment and
implementation of
environmental policy;
Development of procedures
for processing environmentg
data and their evaluation;
Keeping data on best
available techniques and
practices and their
implementation in the field @
environmental protection;
Cooperation with the
European Environment
Agency (EEA) and the
European Network for

Information and Observation

Network (EIONET), as well
as other duties prescribed b
law.

S

of

1

=

<

their agend;

there would not

be any
improvements i
that filed.

60

The Office of

Technology

Technology assessme

MAB advises the
German

organisation, A

pThere are capacity building needs

the field of interdisciplinary. Whil

There is a need {

eimprove the

ANGOs should pu

3%

—
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Assessment at th

e

Bundestag 0

nengineers do not have to be expert

scimmmunication

more effort or

German matters ethics, they still do need to be ablg $&ills of  both| communication
Bundestag (TAB concerning speak to non-engineers about ethisaientists and othé{yith researchers
(Germany) research andproblems. They should be aware of tpeople involved in
technology. ethical issues involved in their work jithe  process  of
the lab. assessment. NGOs
should put more
With regard to civil society and NGQsffort on
- there is a need for capacity buildir@pmmunication
and empowering that would allgwith researchers.
those groups to engage in discussions
with scientists.
61 | Shell Industry, A In the{rThey are not allowed to participate infthey have theirn.a.
declaration theymulti-stakeholders initiatives but thegwn internal rules
say: “our|have their own CSR activities oand they don't feel

commitment  tq capacity building for the population
andthe countries where they work.

technology
innovation

continues to be at

the core of ou

strategy. Ad
energy  projects
become more
complex and morg
technically

demanding, we
believe oul
engineering

expertise will be a
deciding factor ir

r

ahey need extern
training.

Al

the growth of ou
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Training needs in
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future trainings

businesses.

Our key strengths
include the
development angd
application of
technology, the
financial andg
project-
management skills

that allow us tg
deliver large fielg
development

projects, and the
management  of
integrated  value
chains.”

62 | Technalia (Spain)CSO, NA TECNALIA is|Capacity building and trainingn particular, it There should b
participating  in activities in ethics assessment woubuld be a unified
the Europeahnot, in their view, be the most effectiMateresting to haveapproach to
research  proje¢solution. Resources would need to| e shared approatRinics and
Responsible- assigned and strategic importante what responsibleassessment
Industry, whosegiven to this topic for it to develgpesearch means fatresearch g
aim is — amongfurther. European RTOs. |. . T
others — to answer |nn0\_/at|0n. It 1s
the question of possible to hav
how ethica a gener
practices in common
industry R&D framework, wit
best be improved a series 0

general

—
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principles
developed for
particular types

of activities (e.g
an EU financed
R&D  project),
and adapted to
different types of
organisations
(RTO, large
corporation,
SME, university
etc.)

- A shareg
approach should
comprise

how to ensur
ethical principles
in RTO
management
RTO
governance: rol
of partners in i
public private
partnership
Good practices i
stakeholder

D

(D

=]
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N Stakeholder nam e , . - Training needs in | Suggestions for
ol e country assess_or/l\_lA — non assess(g Interest in R&I Capacity building needs ethical assessmen{ future trainings
and objectives
management far
RTOs.
Simple standard
and tools for
assessment f
ethical practices
in research.
63 | The Convent qfAdvisory body overseeingrhe Convent formOne of the roles of the Convent is|toa. N/A
Disciplinary cases of scientificopinions orfincrease the level of awareness about
Officers (Poland)| misconduct, A projects  settingissues related to scientific integrity.
out the principles
of good scientifig
practices in
science and
academic work.
It oversees alsp
research ethics in
the sense df
scientific integrity
and reliability ang
intervenes in cases
of scientific
misconduct
64 | United KingdomIndependent ethics advisqyKRIO covers all - There is a lot of shared good practithkKRIO  provide§ The respondent
Research body, A research sectorsout there, however, one challengeining in threefe|t that ethics
Integrity ~ Office| They give advice on researgdtigher educatior),stems from having only a small numbarays. One, theygssessment onla
(UKRIO) (UK) |ethics, publication ethics anthe NHS, privateof people working on these issyéelp behind thegy jevel is going
good research practice. sector_ ' within institutions, SO any training;cenes and provictfo be challengin‘;
organisations andhould involve as many people |aslvice on conteri;Decause you neéd
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Stakeholder nam

Stakeholder type (A-

Training needs in | Suggestions for

No & countr assessor/NA — non assessd Interest in R&l Capacity building needs B Ty o i
y and objectives 9
charities — possible, using also online tools. for training coursessomething  tha
wherever the- Since UKRIO was set up in 2006 theeg. they recentlycovers every kin
research  affectproportion of organisations coming

the public good.

them for advice has
considerably over the years.

75 surveyed universities about the

were using them as the basis for
creation or the whole scale revision

- they are reference

revising their own particular codes
practice.

- Their survey on impact (2011) witkraining course fo

of their two key guidance publicationsesearchers.
Over 50 had adopted them outright| tirey

one of their codes of practice. Tlresearch
documents are designed as benchmatkselopment  fo
tools thataff or
institutions can use when setting up ©hird,

Council online

=

come up with is

students.
they offer
agttandalone lectures
or workshops - this
is partly training
and partly
awareness raising
for the latter.

torovided input intd of research done
growma Medical Researahyithin the EU -

the best one can

Hee grant ho'?;]vg)'sgt .of broad
deliver Principles.
ttraining as part af
pfograms of
and
r

T+
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