‘k De nasjonale
N FORSKNINGSETISKE
KOMITEENE

Personvern, forskningsetikk og forskningsintegritet

med utgangspunkt | EU Horison 2020 (og NFR 2019)

Vidar Enebakk, NESH
NARMA, 05.03.2019

www.etikkom.no



RESEARCH ETHICS
COMMITTEES

The National Commiltiee for
Recsaroh Ethies In the Soolal
Zolenoss and the Humanities
Kongens gate 13

HO-0153 Oslo

Teiephone +47 23 31 83 00

postiffetkkom. ro
W EHEkT N e

Crgomo. 955 148 503

Crar el : Your ref - Drare: 13 December 2013

Statement on ethical evaluation in EU-projects

Based on various inguiries recently conceming challenges related to ethics evaluation in EU-
projects, NESH has decided to give a general advice which might be applicable for others. The
aim is o clarify, translate and harmonize the different spproaches to ethicsl evalustion in the
HNorwegian system and H2020s Ethics Appraizal Procedure respectively. Hopefully, the
statement will be helpful for the administration of the Participant Portal for H2020, when
processing applications from MNorway.

Regulation in the Norwegian system
In Moreay, ressarch ethics in general is regulated in The Fesearch Ethics Act of 2017, originally
introduced in 2007. The act provides a legal basis for three independsnt Nationsl Research Ethics
Committess, initizlly established as advisory bodies in 1990, covering all fields of research in
both private snd public sector:

4) The MNational Commities for Medical and Health Research Ethics (NEM)

b} The MNational Commities for Research Ethics in Science and Technology (MENT)

c) The Mational Committes for Fesearch Ethics in the Social Sciences and the Humanities

(NESH)

Since 2007, with The Fesearch Ethics Act, we also have a fourth nations] body:
d) The Mational Commission for the Investization of Fesesrch Misconduct (GRI)
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For all activities funded by the European Union, ethics is an integral part of research from beginming to end, and ethical

Ethics

compliance is seen as pivotal to achieve real research excellence. There is clear need to make a thorough ethical
evaluation from the conceptual stage of the proposal not only to respect the legal framework but also to enhance the
quality of the research. Ethical research conduct implies the application of fundamental ethical principles and legislation to
scientific research in all possible domains of research. The process to assess and address the ethical dimension of activities
funded under Horizon 2020 is called the Ethics Appraisal Procedure.

Objectives

In addition to the scientific evaluation focusing on the scientific ment, the quality of the management and the potential
impact, the Ethics Appraisal ensures that all research activities carried out under the Horizon 2020 Framework Programme
are conducted in compliance with fundamental ethical principles.

Ethics Appraisal Procedure

The Ethics Appraisal Procedure concerns all activities funded in Horizon 2020 and includes the Ethics Review Procedure,
conducted before the start of the project, as well as the Ethics Checks and Audits.

When prepanng a proposal, it is required to conduct an Ethics Self-assessment starting with the completion of an Ethics
Issues Table. You can read further practicalities in How to complete vour ethics self-assessment auide.
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4 - Ethics issues table

ETHICS APPRAISAL STEPS

T e | weewr | howr

Consideration of ethical issues of the

Ethics Self-assessment Applicant Application phase proposal
Ethics Ethics experts and/or i i . :
Pre-screening/Screening qualified staff Evaluation phase Review of application material
Ethics Assessment
(for proposals involving hESC or Evaluation/
raising Ethics experts Grant preparation Review of application material
serious ethical issues: severe phase
intervention on humans)

Implementation Review of project

Ethics Check/Audit Ethics experts phase deliverables/interview with applicants
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36.1 General obligation to maintain confidentaliy

183 Comsequences of BOn-ComPUANCE ... Al 361 Conssquences of non-compliance .

AFTICLE 20 — DISSEMINATION OF RESULTS — OPEN ACCESS — VISIBILITY OF EU ARTICLE 37 — SECURITY-RELATED OBLIGATION 52
- FUNDING 371 Fesults with a security recommendation ... 5
101 372 (lassified mformation ...

03 Open access o reseuch data 373 Activities imvalving dual-uss zoods or dangerows materials and substances 5
- ’ 374 Consequences of BOD-COMPIEANCE ...t cest e cesnere e 33
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302 (GIADGRE BOBIMBS _..ove et et era e eet s et eb s ess s et ettt s el A3

AFRTICLE 39 — PROCESSING OF PERSONAL DATA .
0l Processing of personal daa by the Azsncy and the Commission ..

303 Apency right to object to tansfers or licensing
304 Consequences of pon-compliance

’ 303 Processing of personal data by the beneficiary
ARTICLE 31 — ACCESS RIGHTS TORESULTS oo 44 303 Comssquences of non-comsliace
311 Ewercise of access rights — Watving of access rights — No sub-licensing. . -t ARTICLE 40 — ASSIGNMENTS OF CLATMS FOR PAYMENT AGADSST THE AGENCY ...
iz msm for other beneficiaries. for mmﬁm““mmm CHAPTERS  BENEFICIARY'S ROLES AND RESPONSIBILITIES — RELATIONSHIF
A WITH COMPLEMENTARY BENEFICIARIES — RELATIONSHIP WITH
313 Arcess rights for ather beneficiarie:, for exploiring their own resule ; PARTNERS OF A JOINT ACTION £6
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411 Eale and responsthdsy towards the Agency
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LG Access rights for the researcher ...
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AFTICLE 3§ — CONFIDENTIALITY




5.0

18.10.2017

The main changes compared to version 4.0 of the model grant
agreement are under:

— Article 6.2 'Specific conditions for costs to be eligible'

Article 32.1 'Obligations towards the reCreited researcher

— Article 34 'Ethics and research integrity’

55.1 'Amendments to t ent - Conditions'

— Annexes 2a 'Additional information on the estimated
budget' and 4 'Model for the financial statements'

Other minor drafting changes and corrections of clerical mistakes
can be viewed in a version with tracked changes.
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ARTICLE 33 — GENDER EQUALITY

331 Obligation to aim for gender equality

The beneficiary nmst tzke all measwres to promote aqual opportumtes between men and
women m the mplementation of the action. It must am to the extent possible, for a gender
balance at all levels of persomnel assigmed to the action, meluding at superasory and
managenal leval

331 Consequences of non-complinnce

If the beneficiary breaches ifs obligations under this Article, the Azency may apply any of the
measuwes descrtbed m Chapter 6.

ARTICLE 34 — ETHICS AND RESEARCH INTEGRITY
3.1 Ohbligation to comply with ethical and research integrity principles
The benefictary must cary out the action in complianee with-
() ethical principles (nchiding the highest standards of research intezrity)
and
(b) applicable mternational. EUT and national law.
Funding will not be granted for activifies cared out outside the EU if they are prohibited m
:thgﬁ;.fSﬁMmihacﬁﬁﬁawbkhdﬁhﬂyhmmmhym(hmmpl& for obtainmg

The beneficiay moust ensure that the actnaties under the acton have an exclusmve focus on
ervil applications.
The benefictary must ensure that the zefivities under the action do not
(z) s at human clomng for reproductive purpeses;
() intend to modify the genetic heritaze of human beinzs which could mske such
chanzes herfable (wath the exception of research relafing to cancer treatment of the
gonads, which may be firanced), or

(c) mtend to create human embryos solaly for the purpose of research or for the purpose
of stem cell procurement, including by means of somatic cell muclear transfar,

Granr Asmeernent mumber: [inser number] [msert acromym] [mean call idenrifisr]
H2020 Model Grant Agresments: H2020 MGA MSCA IF — Mano: v5.0-18.102017

In addition. the beneficizry moust respect the findamental prineiple ufr\ﬂ_saar\:hmjegntv —as
set out, for instance, in the Furopean Code of Conduct for Research Integrity'”.

- reliability mm ensunng the quality of research reflected in the design the
methodolagy, the analyms and the use of resowrees;

- honesty m developing, undetakmgz 1eviewing, reporfing and commumiczing
research m 2 transparent, fair and unbiased way;

- respect for collezgues, research parficipants, soclety, ecosystems, cultural hentage
and the amromment;

- accountability for the research from idea to publication, for its management and
organisatien., for framing, supervision :nd mentonng, and for its wider impacts
and means that the beneficiary must ensure that persons camying out research tasks follow the
good resezrch practices and vefram from the research mtepnty viclations desenbed in thes
Code.

This does not change the other obligations under thus Agreement or obligations under
applicable internationzl EU or national law, all of which still apply.

342 Activities raizing ethical izzunes

Actimites raising ethical issues mmst comply wath the ‘ethics requirements’ set out as
deliversbles in Annex 1.

Before the beginming of an achvity raismz an efhucal issue. the benefictary must have
obtaned:

(3) any ethics conumittee opinion requied under national law and

(&) any notification or suthonsation for achibes rmsing ethical 1smes required under
national and'or Puropean law

needed for implementing the action tasks In question.

The docunents moust be kept on fle and be subnutted upon request by the benefictary to the
Azency (see Article 52). If they ave not in Enghish, they must be submmtted together with an
Englich sumwnzry, which showes that the action tasks in question zre covered and includes the
conclusions of the commuttes or authonty concerned (if available).

343 Activities imvelving human embryos or human embryonic stem cells

" Ewopmn Code of Condux far Ressarch ity of ALIFA (Al Euaropsan Academies)
hetp: /e europa.enressanch/participants/data’refh10 10 other T h2 02 0-athics code-of-conduct en pdf
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ALLEA publishes revised edition of The European Code of
Conduct for Research Integrity

ALLEA, the European Federation af Academies of Sciences and Humanities, published today the revised
edition of The Europeon Code of Conduct for | veht Integrity, a documant that serves the European
research community as a framework for self.regulation acrass all soentific and scholarly disciplines and
for all research settings. Particularly the revised Code addresses recent and emerging challenges
emanating from technoclogical developments, apen sdence, citizen sclence and s

lal media, amang
other areas. The publication was presented to the European Commissioner for Research,
Innowation, Cartas Moedas, in Brussels, who recognised the releva
oeganisations ard researchess across Eurcpe

nce and
e of the ALLEA Code a5 a model far

ALLEA Mretiese punsants Asropenn Conte af Conduet for Sesmreh gy 16 Furopaam Caroemsisns for

o, Ciirics Mosdn (Cradt: Surysvon Comminon

The Code sets out principles of research integrity, oriteria for good research practice, and describes
haw o prevent violations of research Intagrity. The present revisicn Is motivated by current
developments In the Eurapean research funding and regulatory landscapa, changing institutional
responsibilities, and evohing review pracedures. in addition, the Code Is applicable ta expanding open
access publishing, and the use of digial repasizncies, and
communic

kes into account new ways of

ting schence and Invohing citizens in research. The Code seks to empower individual
researchers and a variety of research bodies, furding agencies and publishers by creating 3 comman
understanding af how research should be conducted

> 2008
> 2017
» 2016
> 2015
» 2004

ALLEA publiches statement an the insppropriate
paleical nfringsment on academic curricuta in
Hungary

Ewropean Academies call for a cear and
Inclusive definition of “assoclated countries’ in
Hortzon Eurape

Eurcpean Cade of Conduct for Resaarch
integrity - New set of trarslations available
ALLEA Publishes Dpen Letter in suppoet of tha
Hungarian Academy of Sclences

ALEEAT

ALL European
Academiles

The European
Code of Conduct for

Research Integrity
REVISED EDITION

ALLEA

ALL European
Academies

Home ADOUt ALLEA -~ News and Events «  Cenaral Assembly « Working Croups «  SAPEA . Publications « ALLEA Prize + a

® Hame - Fublications < Reports & Publications + The European Code af Conduct for Ressarch integrity

The European Code of Conduct for Research Integrity

The European Code of Canduct for Research Integrity sarves the European research community as a framewark for selfaegulation across afl sclentific and schokarly
disciplines and for all research settings.

The 20

among ather areas. The European Commission recognises the Code as the reference document for research Integrity for all E-funded research projects and as a
model for organisations and sesearchers across Eusape

wuised edition of the Cade addresses emerging chalienges emanating fram technological developments, open sclence, citizen scence and sadal media,

The Code was published orlginally in English an 24 March 2017 and was transkated to all officlal U fanguages by the European Commission's Translational Services
and with the support of ALLEA Mer

er Academies

The European Code of Conduct far ::‘“ EI“":P':"‘:E:!I“ pér
Research Integrity tegritat n n
Shkencor

Original version In English
Albanian transiation

Published in 2017
Published in 2018

Espanchoxs cvaves xegexe 33 Europese gedragscode voor
MONTCRICT NI KAYWRETC XICICIIINES wetenschappelijke integriteit

Bulgarian trarslation Dutch transtation

Published In 2018 Published in 2018
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Etiske retningslinjer og god
forskningsskikk

Prosjekter finansiert av Forskningsradet skal holde hgy
forskningsetisk standard og felge grunnleggende prinsipper far
forsker-, forskningsetikk og forskningsskikk.

Forskningsorganisasjonene skal sikre at forskningen deres skjer i henhold til
anerkjente forskningsetiske normer. I sgknader til Forskningsradet skal sgkeren i
prosjektbeskrivelsen gjore rede for eventuelle etiske problemstillinger knyttet til
gjennomfering av prosjektet, og beskrive hvordan de vil bli hdndtert. Denne
redegjgrelsen inngar i grunnlaget for seknadsvurderingen var.

Prosjektbeskrivelsen skal utformes i trid med god forskningsskikk og vaere
skrevet spesielt for dette formalet. Alle sitater skal vaere korrekte og ha tydelig
kildeangivelse. Hvis stoff fra andres tekster og/eller resultater blir benyttet i
prosjektbeskrivelsen, gjelder samme krav til kildeangivelse

De nasjonale forskningsetiske komiteene har laget en oversikt over generelle og
fag-/temaspesifikke forskningsetiske retningslinjer.

Forskere kan ta kontakt med De nasjonale forskningsetiske komiteene om de
@nsker rad ved vurdering av konkrete forskningsetiske utfordringer i sitt prosjekt.
Hvem er De nasjonale forskningsetiske komiteene og hva gjor de?

Hovedansvaret for god forsker-, forskningsetikk og forskningsskikk ligger hos
forskerne og organisasjonen eller virksomheten som er ansvarlig for prosjektet. I
folge norsk lovgivning skal alle prosjekter som krever forhandsgodkjenning av
den regionale forskningsetiske komiteen, vasre godljent for prosjektet kan settes
i gang. Prosjekter som behandler personopplysninger skal ogsa meldes til
personvernombudet for forskning.
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Derfor ber du inkludere etikk i ditt
Horisont 2020-prosjektforslag

MEF EU vurderar Horigonl 2020-soknader karmimer sltid atikk app
seen vurderingskriterie. Vurder derfor mulige etiske
proflemstilinger 52 tidlig som mulig | seknadsprosessen og
integrer disse | spknaen pl ik linje med sndre fakborer.

mlr dit glennomieres akthvilatar | Hortsont 2000, ferenter EL at ran kver opg
wliskdr prvsipoar, o rduvant nsjora Fdlsueurasibal eg e naspnal lovgrenicg.
vt bl b oL el recin bwi St ) s Farwithi i e

Dismbeytia b @y reanrmsker [Ferundes detagera § studiar og forskerne sdv)
dyr s iy Wadeg o svailerd

databisay atie o privativ

ol fud b bt

traxtfaland

dhual L {miitaer anven dedsa’

rbEbrul av fors kot ngEnasukaber

Pl gt ohoirst Tokeus pli Blant arnet bebarlioeg av parsenosplysringar o

i v basd g, & Mondl Rengs hor stabus Sors e bd ord | e Bdossmmanhang, vi
wlika Korsreg opp sam rabinant grobsha=stling | et mange prosjeasr s norsk
kb,

Hwardan hdndbenes etikk | Horisont 20207

plr du sear BU ors sbatta Ui Hofsont 2000 presjater, skal du alikd iyl ot et
sutu e wadrerarede ke wthike prebemetibngar. Dl ar dr del av el abiktron bk
soknadskmaet Part A sem kalus for B Sl Assaaanment. Cul ar
proajuktikoondnater o lar der prosjaktanaadiga, som Skl Tk ot §Klameet. Hads der
ar e | Edamanl, wors ar rasvant ber Forskond g pro ke, 8kl det | b i L
| Part B baskrivas hverdan ermal bndberes of fra nisjoraks retsingainjer | o lasd
haor skt Eatire g nosferes. Dt betyr ot atisks preblkmstdiingsr md (negran |
seoknadsbabatan bor vy artsikdapabhon, Darsors atikk ar an sber dal @y prosjaubed by
b diarimol vt §n agun artsidesakka,

o sy b dhu v el g ol 8 eiade e itatta g ke s et ag
saurdad ngar . Mk eliskon g kjan nad s annd loe e oppnda ved s s kagu nat,
el Eskeriva hilos gedkpin nesar som skal Inahame o nle do forsnbes
godaant.

ljar daisiilan roie fer, noidan o markite dish esnes of ralate it ol
Borsbr ngarrd e, makedan ag den mulige sifekt [epes), som forskangen kan il

wlr dit gl e Slskosdsaviale (Orant Agrearent) g ernamileres U kersim b jonen
an ik wcrwirsiog og i lgens e etk vordir by, Dersom ks per s e al
sk naders (ki gedt nok baskrbvar beordon atlsks preblemstiingsr skal hindieras,
e or o kit bl et awstea keas . Dlkee brineass K avten koArsa som
Bubinguates fer knglutee av teskosdsastalors aluar | feem av akalra aklvilstar s
(=] glernoaiere. | ro Slaler koaves det ot man lagar én gastra abeidspalbs u&
atike. Fordl a ko sbettabanap i kan gk | grant foribaneding il idr i ke bt
Tk Hichalt wlastea b Tor abkthdiotes sem bir sliagt etter saknaden e sand .

I nodn prosjuate gRnnoshee an ekkoahik og mdsien bt at Ulskoddsavialen
S uridarakievet.

L @ bidla Brighiary fri e Adigen s Torikninganisis kessivk Mor daslunndvitanikag of
hisribsd o | RESH) & sesiichin] i i Taarild ikl [ EL-d @ hriaddar.

Vire anbefalinger

w Vurder rdyva kil mulige siske srobleretilnges s Hdig som mmullg |
N ackesr Crinss 09 inlegrar Shise | sekaaden pd ik inje ased aedra fa kborar
Alabdtes fer B hlindiore ebiske oroblasal inger og koslnadar kyitat B o
kal hidst mbegranes | i arsabpankie g kel Tersaniongaabt bt
ghmnomhiee. | prespkier med svae ovfalleede ebske sroshasstiinger kan
it witfarmie e egin arbelidipakio (iamt budaiatt i dat]).

Publsart: 30113018
Sist oppdatert:  14.00.2010

Shriy ut shden



Project description template for Researcher Projects, Young
Research Talents, Mobility Grants

This project description templsts consists of
A overdiew of the chapters and sections to be used as the structure of the project description

B: guidance an the content in each chapter and sections

A. Chapters and sections to be used

1.

1.1 5tate of the art, knowledge needs and project objectives

1.2 Mowelty and ambition

1.3 Reszarch questions and hypotheses, theoratical approach and methodology +  Highlight any particularly navel, original or ambitious sspacts of the project, &g in

2. Impact
2.1 Potential impact of the proy
2.2 Measures for communicatic

3. Implementation
3.1.Project managsr and projec
3.2 Praject organisation and m:

B. Guidance

Please note:

Complete all chapters and sections ir
part &, and delete the guidance [pan
the avaluation criteria, Meverthaless,
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1. Excellence
This chapter should provide a description of the planned praject to enable an assessment of its
exrellence, L the noveltyfariginality and quality/solidity of the propased work. 2. Im pact
1.1 state of the art, knowledge needs and project objectives
*  Sumimsarise the state of the art of the research area/field and describe the
knawladge needs and challenges that justify the initiaticn of the project.
= State the averall project abjectives and aims in the context of the state of the art

and knowledge needs. 2.1 Potential impact of the proposed research

This chapter should dascribe the impartance of the anticipated results in terms of the potential
scientific impact, and, iF relevant, the potentiasl societal impact of the ressarch. The patential impact
can bein the short or kanger term. The chapters should alsa specify the planned measuras for
axplaitation, communication and dissemination of the project results.

= Building on the description of project objectives and nawelty in chapter 1, describe

1.2 Mowelty and ambition

clearky why and b the praject sutputs may address impoeetant present and/or future

seientific challenges and have an impact an the research area/field, if succassful.

+  Describe the potential for development of new knowledge beyand the current state
of the art, including significant theoretical, methadological, exparimental and far
empirical advancements. )

mentianed societal challenge{s).

the ohjectives, research questions) bypatheses, approaches andfor methadalogy.

Excellence - please note:

Make sure that the theoretical approach and/or choice of methods is well accounted for and
described, and that it is clear how the methods are adequate for addressing the research
questions, hypotheses, and project objectives.

The ethical guidelines of the Research Council may be used when preparing the grant
application:

https://www.forskningsradet.no/no/Artikkel/Etiske retningslinjer og god forskningsskikk/118
2736867344 (Norwegian)

https://www.forskningsradet.no/en/Article/Research Ethics checklist/1182736871270
(English)

= |f relevant, building on the description of knowledge neads and challenges in section 1.1,
describe why and how the project outputs, if successful, bave the potential to meet the

= | rebevant, describe how new knowledge and graject outputs have the gatential to
address one or mane of the UN sustainable development goals.
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