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Soucasneé trendy

— Eticka dimenze vyzkumu nabira na dulezitosts

— Zpresneni narizeni EU k etice ve vyzkumu

— Rust poctu etickych komisi pro vyzkum, vedle ,disciplinarnich”
komisi (research intergrity)

— Eticka dimenze ziskava vetsi vahu nez slibené vysledky

— Pokud je vyzkum z etického hlediska problematicky, je nutné

zmenit design vyzkumu
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Experiment Petra Neubauera (1980)




Soucasneé trendy

— Informovanost ucastniku vyzkumu je klicovym aspektem pfi
posuzovani vyzkumu etickymi komisemi

— Informovany souhlas by mel byt v jazyce srozumitelném pro

zkoumaneé ucastniky
— Digitalizace informovaného souhlasu

— Silny vliv vyzkumu v medicing, predevsim CRT
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— Informovany souhlas (informed consent) a odsouhlaseni (assentzI
AR



Home  About the Study~  Taking Part~  After the Study~  Questions

SCIENCE Study

About The Study

The SCIENCE study wants to find out the best way to treat children with a
minor injury to their elbow (called an epicondyle fracture).

We hope this website will help you decide if you want your child to take part in the SCIENCE
study.
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https://science.digitrial.co.uk/
https://science.digitrial.co.uk/

Soucasneé trendy

— Souhlas obou rodi¢u

— ,Déeti musi byt informovani o vyzkumu® versus ,Déti musi s
vyzkumem souhlasit”

—Je nutné mit vzdy souhlas od rodicu?

— Od jakeho roku veku mohou ucCastnici podepsat informovany
souhlas?

— UK 16, Finsko 12, resp. 15, v CR neni stanovené
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Soucasneé trendy

_ Nalez Ustavniho soudu US 2482/13 ze dne 26. 5. 2014, N 105/73
SbNU 683, Stridava pece

_ Odst. 25: ,Ustavni soud si je v&dom, Ze novy ob&ansky zakonik stanovi v § 867 odst. 2 in fine, Ze "o
ditéti starSim dvanacti let se ma za to, ze je schopno informaci pfijmout, vytvofit si vlastni nazor a tento
sdélit", nicméne povazuje dosazeni 12 let za nejzazSi moznou hranici a konstatuje, ze dostateCnou
rozumovou a emocionalni vyspélost, kdy je uz dité schopné ucelené prezentovat bez vétsi ujmy sv;
nazor pred soudem, je nutné posuzovat pripad od pfipadu (nelze napfiklad vyloucit, Ze i devitileté dité
bude natolik rozumové a emocionalné vyspélé na to, aby bylo vyslechnuto pfimo prfed soudem),
priCemz vétSina déti je schopna se vyjadfit ke svému budoucimu vychovnému usporadani jiz po

dosazeni véku 10 let. “
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Soucasneé trendy

— Ugastnici vyzkumu se podileji na formulaci informovaného

souhlasu

— Ugastnici reviduji informovany souhlas
— Informované souhlasy pro vSechny ucCastniky, nejen zaky a jejich
rodiCe

— Informované souhlasy pro ruzné vekové skupiny
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BOSS Study
MC Clinical Trials Unit
University of Liverpool
Alder Hey Hospital
Liverpool
L12 2AP

www.boss.surgery

Version 2.0, Date 19-January-2016
A study about children with hip problems
Ethics No. 190754

\ like to ask you
ra questions, and also ask
doctor some questions about
. We would also like to store
our details so we can find out how
you are in many years’ time. We
hope that this will help us to find
ways to get children with hip prob-
lems like you, better.

We are asking all the children in
the country who have the same
ilness as you if they mind
answering a few more questions.

No you don't. If you decide to say
no, nobody will mind and your
treatment will still be the same. If
you say ‘yes’ now, but decide
when you’re older that you don’t
want us to use your details, just
tell your doctor.

Talk with your family about what
you are being asked to do. The
doctors and nurses would also
be happy to help you if you would
like to talk to them.
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YEARS OLD

BOSS Study
MC Clinical Trials Unit
University of Liverpool
Alder Hey Hospital
Liverpool
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www.boss.surgery
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Version 1.0, Date 22-October-2015
A study about children with hip problems
Ethics No. 190754

What s the BOSS Study?

The BOSS study is a research study led by
surgeons and scientists who are working to
improve the diagnosis and treatment of children
and young people who have rare hip diseases.
The study is called a ‘cohort study’, which means
that we follow your condition closely over the next
2 years, and into the future.

The study is the work of a large group of orthopae-
dic (bone) specialist doctors across the UK, with
help from researchers from the University of
Oxford & University of Liverpool.

The purpose of this leaflet is to invite you to
consider becoming part of this study, by allowing
us to follow the treatment of your hip disease.

There is a lot that isn't known about rare hip
diseases in childhood. One of the big problems is
that most hospitals may only see one or two cases
each year. We are trying to find all the children in
the country with the same condition as you. By
looking at everyone’s results together, we can
then improve our understanding about the best
way to treat these hip diseases.

No. This study just asks you
some extra questions, and
uses the routine information
that your doctor collects about
you.

No you don't. It’s up to you to
decide if you want to take part.
If you decide to say no,
nobody will mind and your
treatment will still be the same.

)

One of your doctors or nurses will ask you to sign a
assent form. This is just to say that you understand
the study and what will happen. You will be given a
copy of the form to keep, as well as this information
leaflet.

Your mum, dad or guardian will need to sign a
consent form to agree to you taking part.
Throughout your treatment you will be asked to fill in
some extra questions about your health, and a sum-
mary of your routine medical records will be made
available to the research team at Liverpool Univer-

sity.
What Information Is stored and used?

The information that is collected about you will be
stored in the Medicines for Children Clinical Trials
Unit at Liverpool University. Your personal details,
such as your name, date of birth and NHS number,
will be kept safely. These personal details will be
used to identify you in national health care data-
bases in future, so that we can find out how you are
in many years from now.

What are the advantages of taking part?

The research will not help you directly. We hope that
the results that researchers get from the study will
help improve the diagnosis and treatment of
?atients with similar hip conditions to you in the
uture.

What happens if you change your mind?

You can change your mind at any time and we will
stop contacting you. If you do change your mind
please ask your parents to let your doctor know.

If you have any questions or worries about the infor-
mation in this leaflet or anything else please speak
to one of your nurses or doctors.
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Soucasneé trendy

— Odména nabizena pfi naboru ucastniku (USA) nebo az po

realizaci vyzkumu (UK, Finsko, Norsko)?

— Zastreny vyzkum (cover story) je nyni posuzovan velice bedlive
— Je nezbytny nebo jej muzeme nahradit upravou designu

vyzkumu®?
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Soucasneé trendy

— Anonymita (dotaznik)

— Anonymizace = znam identitu odpovidajiciho, ale zmenim ji (napf.
priradim kod) a zahodim kliC

— Pseudonymizace = znam identitu odpovidajiciho, zmenim ji (napf.
priradim kod) a klic uchovam k identifikaci pro dalsi vyzkum

— Vzdy dat prednost co nejmensimu rozsahu sbiranych osobnich

dat. Raw data poskytnout sirsi akademicke verejnosti. U R
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Soucasneé trendy

— Zvysujici se naroky na etiku vyzkumu mohou ohrozovat samotny
vyzkum

— Vliv etickych komisi versus mira rizika vyzkumu v socialnich
védach

— Kdo zvysuje standard?

— EU a EK?

— Etické komise?
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Proces posuzovani navrhu na EKV MU

M U N Masarykova
univerzita

Chci studovat ~ Vyzkum ~ Spoluprace ~ O univerzité ~

it > O univerzité > Fakulty a pracovisté > Rady a komise » Eticka komise pro vyzkum > O komisi

Eticka komise pro vyzkum

O komisi Aktuality Etika na MU Zadost o posouzeni Dokumenty a odkazy Kontakt

Eticka komise pro vyzkum (EKV) je nezavislym multidisciplinarnim organem Masarykovy univerzity
(MU) a je nedilnou souéasti systému pro zajisténi kvality a dodrzovani etickych standardu pfi
vyzkumu na MU.

Posouzeni EKV podléha kazdy projekt, ktery zahrnuje eticky relevantni vyzkum na lidském subjektu
(véetné prace s biologickym materialem lidského puvodu), jestlize je podavan za jakékoliv
pracovisté MU vyjma Lékarské fakulty MU (viz Etika na MU).
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https://www.muni.cz/o-univerzite/fakulty-a-pracoviste/rady-a-komise/eticka-komise-pro-vyzkum/o-komisi
https://www.muni.cz/o-univerzite/fakulty-a-pracoviste/rady-a-komise/eticka-komise-pro-vyzkum/o-komisi

Pfipad

— Nyni budete pracovat jako Clenove Etické komise pro vyzkum
Masarykovy univerzity

— V mensich skupinach po 4-5 budete mit Cas na prostudovani pripadu
a pripravu stanoviska

— Zhodnotte, zda je vyzkum dostateCné dobre popsan pro ucely
etickeho posouzeni, jaka problematicka mista by navrhovatelé
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formulovan s ohledem na zkoumanou populaci
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