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Zakladné principy H2020

« Excelentnost

* Transparentnost

« Spravodlivost a nestrannost
 Dovernost

« Efektivita a rychlost

« Research/Scientific Inteqrity
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& ‘ Preco je Ethical Review integralna
sucast hodnotenia projektov H20207?

1. Napomoct excelentnosti v H2020
excelentny vyskum = eticky vyskum

2. Uistit verejnost, Ze vyskum v H2020 spifia
najvyssie etické standardy (2014-2020, = 80b Euros)

H2020 pre zaciato¢nikov, Bratislava, 25.2.2014




. Posudzovanie etickych rozmerov projektu
‘ (procedura)

A. Ethics Pre-screening
B. Ethics Screening
C. Ethics Assesment
D. Ethics Monitoring
(Ethics Checks and Audits)

(ERP, narodné EK, nezavisli experti aj v
organizaciach vykonavajucich vyskum)
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Ethics Pre-Screening H

« Ethics Table Issue
» Ethics Self Assesment

Additional information

ﬂ Below Threshold

Scientific Evaluation |

|| Shortlist of proposals recommended for funding

No need for ER

Ethics Screening (= 3 independent experts)

Ethics ready

@

> Rejection

Conditional clearanc
hESCs Additional info

e

Ethics Assement (by ethics experts +ERP)

Conditional clearance

Additional info regular reporting

independent ethics advisor
an ethics check or audit

Second Ethics Assement

Rejection

Grant conditional clearence Ethics ready

N\

GRANT AGREEMENT —




-+ Posudzovanie etickych rozmerov projektu
' ‘ (kedy je potrebny ,self assesment”)

Ochrana ludskych subjektov
(Ludske embryo/plod (hSC/hESC))
Ochrana zvierat

Ochrana dat a sukromia

Ochrana zivotného prostredia
Ugast ne-eurdpskych krajin
Zneuzite (malevolent) vyskumnych
vysledkov (dual use)

SIRCORCIREES CORIVEES
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A. Vyskumné aktivity zamerané na klonovanie ludskych
bytosti za ucelom reprodukcie.

B. Vyskumné aktivity sledujuce ciel modifikovat genetické
dedictvo ludstva, ked by sa tieto modifikacie stali dedicnymi
(vyskum liecenia rakoviny gonad je financovany).

C. Vyskumné aktivity sledujuce vznik ludského embrya,
len pre ucely vyskumu alebo pre ucely ziskania kmenovych
buniek, okrem iného aj prostrednictvom prenosu jadra
somatickych buniek.
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D. Vyskum ludskych hSC/hESC sa mé6ze financovat
v zavislosti od obsahu vedeckého navrhu a
pravneho ramca zapojenych clenskych statov.
Financovanie sa neposkytuje na vyskumné Cinnosti,
ktoré su zakazané vo vsetkych clenskych statoch.

V ¢lenskom State sa nefinancuje nijakd ¢innost, ak

je zakazana.

H2020 pre zaciato¢nikov, Bratislava, 25.2.2014




Proposal Submission Forms

4 - Ethics

Does your research involve Human Embryonic Stem Cells (RESCs)?

" Wes

{(® Mo

Does your research involve the use of human embryos?

" fes

& Mo

Does your research involve the use of human foetal tissues | cells?

Does your research involve human participants?

" Yes

" Ve

(& Mo

(& Mo

Does your research involve physical mterventions on the study participants?

{ Yes

& Mo

Does it involve invasive techniques?

Does your research imvolve human cells or tissues?
If your research involves human embryos/foetuses, please also camplete the'Section “Human
EmbryosiFoetuses” [Box 11

Does your research involve personal data collection amd{or pracessing?

Yes

(& Mo

Does your research involve further processing of previously collected personal data (secondary
use 7

Does your research involve animals?




' Ewropean Commission - Research - Participants _
Proposal Submission Forms - S

e e B

Does your research invaobre non-EU cowntries?

Do you plan to use local resources {e.g animal and/or human tissue samples, genetic material,
live animals, human remains, materials of historical value, endangered fauna or flora samples,
etc )7

Do you plan to import any material - including personal data - from mon-EU cowntries into the
Eur

If you consider importing data, please also compleie the section "Protection of Personal
Data” [Box 41

Do you plan to export any material - incleding personal data -from the EU to non—EU res. @ o
countries?

If you consider exporting data, please also complete the section “Protection of Personal
Data” [Box 4]

If your research invobves low and/or lowesr middle income countries, are benefits-sharmg CYes (& Mo
megasures FEI[E'S-EE'I"I?

Could the situation in the country put the individuals taking part in the gesearch at fsk? Yes (& Mo

Does your research involve the use of elements that may cause harm to the snvironment, to CYes (% No
animals or plants?

Does your research deal with endangered fawna andl/or flosa andilor protected areas? i Yes (& Mo

Does your ressarch involve the usegot elements that may causs harm to humans, ncluding Yes (% Mo
research staff?

Does your research havalthaelpotertial for military applications? " Yes (@ Mo

Does giour Teseanchylhave the potential for malevolentfcrimmalfterrorist abuse? ™ Yesz (@ Mo

Are there any other ethics issues that should be taken into consideration? Please specify ™ Yesx (% Mo

| confirmn that | have taken into account all ethics issues described abowe and i any ethics izsues apply, A
| have attached the required documents.
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Ethics

for researchers

Facilitating Research
Excellence in FP7

»
=

http://ec.europa.eu/research/participants/data/ref/fp7/89888/ethics-for-researchers_en.pdf




ETIKA pre vyskumnikov

gy Zakladné etické principy v projektoch H2020

¥ (nie je to zbytocna administracia, brzdenie/branenie

Q\
N ) N o
O vyskumu, nelimituje akademicku slobodu)

o
- kontex (etika je obsahovo zavisla a je ovela viac ako
definovanie rozdielu medzi legalnym a ilegalnym,
zdovodnenie potreby a adekvatnosti pouzitia osobnych dat,
ludskych tkaniv, ludskych subjektov, deti, zvierat,
informovany suhlas, ..)

- konzistentnost (zataz/prinos, nasledky vyskumu pre fudsku
dostojnost, pre spoloc¢nost, zivotné prostredie, kulturu...)
- citlivost na etické otazky

REFERENCIE




LEGISLATIVA

» ‘ 1/ Norimbersky kod (1947)
2/ Declaration of Helsinki — Ethical principles for Medical
Research Involving Human Subjects - revizie (1964+...)
3/ Council of Europe - Convention on Human Rights and
Biomedicine (Bioethics Convention Oviedo) (1996)
4/ Proposal for a Regulation of the European Parliament
and of the Council on clinical trials on medicinal products
for human use (and repealing Directive2001/20/EC)
5/European Charter for Fundamental Rights
6/ Directive 95/46/EC of the European Parliament and of
the Council of 24 October 1995 on the protection of
individuals with regard to the processing of personal
data and on the free movement of such data.
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LEGISLATIVA

7/ Directive 2010/63/EU —animals

8/ Directive 2010/63/EU of the European Parliament and
of the Council of 22 September 2010 on the

protection of animals used for scientific purposes

9/ http://ec.europa.eu/research/participants/docs/h2020-
fundingguide/cross-cutting-issues/ethics_en.htm — non EU
10/ Directive 2000/54/EC (environment)

11/ Directives 2009/41/EC and 98/81/EC (on the contained
use of genetically modified micro-organisms

12/ Regulation No 428/2009 of 5 May 2009 setting up a
Community regime for the control of exports, transfer,
brokering and transit of dual-use items

H2020 pre zaciato¢nikov, Bratislava, 25.2.2014




Zakladné principy H2020

« Excelentnost

* Transparentnost

« Spravodlivost a nestrannost
 Dovernost

« Efektivita a rychlost

« Research Ethics

H2020 pre zaciato¢nikov, Bratislava, 25.2.2014




Research Integrity

.

‘ Research/Scientific Misconduct

(Vedeckd necestnost )

Velmi aktualna téma v dobe neuveritelnej konkurencie

vo vede, granty { , vyskum 1%, tlaky

spochybniovanie vedeckej integrity - neplnenia ciela
vedy hladania PRAVDY,

- diskreditacia vedy

- nedovera vedcov kolegovy,

- nedbvera verejnosti,

- strata Casu a financii,

- dopad na verejné zdravie a tvorbu narodnych politik

H2020 pre zaciato¢nikov, Bratislava, 25.2.2014




QUESTIONS OF INTEGRITY

In general, queries and allegations relating to misconduct
increased between 2007 and 2012.

GO0 e
B 2007 2012

Allegations to Misconduct
US Office of allegations to US National
Research Integrity Science Foundation

H2020 pre zaciato¢nikov, Bratislava, 25.2.2014

Retraction notices
in PubMed

Requests for
assistance to UK
Research Integrity Office




Research Integrity v H2020

Vsetky fazy - priprava, hodnotenie a financovania a
riesSenie projektov H2020

Priprava: (FFP 0,1-1%) - Fabrikacia
a riesSenie - Falzifikacia
- Plagiatorstvo
(QRP 10-50%) - (uchovavanie dat, publikacna
etika..)

Hodnotenie: konflikty zaujmov
dovernost

H2020 pre zaciato¢nikov, Bratislava, 25.2.2014




Research Integrity v H2020

eProjekty H2020 — pripady Scientific misconduct ohlasené EC
eHlavnu zodpovednost za ,vyriesenie pripadu SM“ v projekte
H2020 ma organizacia, kde sa dany vyskum vykonava. EC
oCakava, ze vyskumné organizacie maju vybudované struktury,
ktoré su schopné takéto pripady zodpovedne vyriesit a
upozornit na ne EC (etické komisie, ombudsmanov..... )

*ROzne krajiny a institucie rieSia problémy SM rézne, narodna
uroven (dokonca legislativne Finsko, Norsko), na
inStitucionalnej urovni (APVV-SVP), na lokalnej osobnej Urovni,
Rozna kvalitativna uroven osetrovania SM

EU odporué&a prijat’ principy European Code of Coduct

H2020 pre zaciatocnikov, Bratislava, 25.2.2014




http://www.esf.org/fileadmin/Public_documents/
Publications/Code_Conduct_Researchintegrity.pdf



NajCastejsie nedostatky v podavanych
navrhoch projektov v 7RP tykajuce sa
etickych otazok

- nedostatok informacii ako sa bude narabat s nahodnymi objavmi

- absencia popisania poistného krytia pacientov — vyskumnych
subjektov,

- nedostatok informacii o pripadnych finanénych odmenach
zucastnenym,

- otazky tykajuce sa vyskumu na detoch — opodstatnenie - opis
skutocného a priameho benefitu (ak nie opis minimalizacie rizika)

- vyskum na zvieratach (pocet, alternativy, minimalizacia bolesti a
utrpenia..)

- rozvojové krajiny - opis nevyhnutnosti robit vyskum prave tam, aky
bude mat dana krajina benefit

- konflikt zdujmov — nezavislost pri ziskavani informovaného suhlasu
(lekar — vyskumnik).............



Dakujem za Va$u pozornost

H2020 pre zaciato¢nikov, Bratislava, 25.2.2014

Prezentacia bola pripravena v gescii koordinatora programu

Horizont 2020 na Slovensku

Ministerstva Skolstva, vedy, vyskumu a Sportu Slovenskej republiky
v spolupraci s partnerom

Centrom vedecko-technickych informacii Slovenskej republiky.




