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Prohlaseni Etické komise

Eticka komise ISCARE a.s. v Praze posuzuje projekty biomedicinského vyzkumu zahrnujiciho lidské
ucastniky vcetné projektl klinickych studii jak z hlediska etického, tak medicinského.

Eticka komise ISCARE a.s. pracuje podle Statutu a pfi posuzovani vSech projektl se obecné fidi
Helsinskou deklaraci Svétové 1ékarské asociace (WMA), mezinarodnimi etickymi smérnicemi pro
biomedicinsky vyzkum zahrnujici lidské castniky (pfipravené Radou pro mezinarodni organizace
Iékatskych véd — CIOMS, ve spolupraci se Svétovou zdravotnickou organizaci — WHO, vydané
Vv Zenevé 1993).

Pti posuzovani klinickych studii se eticka komise fidi zdkonem ¢. 378/2007 Sb. o 1é¢ivech a 0 zménéch
a doplnéni nékterych souvisejicich zakonl v platném znéni, vyhlaskou ¢. 226/2008 Sb., kterou se
stanovuje spravna klinicka praxe a blizsi podminky klinického hodnoceni 1é¢iv a natizenim Evropského
parlamentu a Rady (EU) 2016/679 ze dne 27. dubna 2016 o ochrané fyzickych osob v souvislosti se
zpracovanim osobnich udaji a o volném pohybu téchto udaji a o zruseni smérnice 95/46/ES (obecné
nafizeni o ochrané€ osobnich dajl).

Ethics Committee’s Statement

The Ethics Committee of ISCARE a.s. in Prague reviews biomedicine research projects involving human
participants including clinical study projects from both the ethical and medical point of view.
The Ethics Committee of ISCARE a.s. operates pursuant to the Statutes and, in reviewing all projects,
it generally follows the Helsinki Declaration of the World Medical Association (WMA), international
ethical guidelines for biomedical research involving human participants (prepared by the Council for
International Organizations of Medical Sciences — CIOMS, in cooperation with the World Health
Organization — WHO, issued in Geneva in 1993).

In reviewing clinical studies, the Ethics Committee acts in compliance with Act No. 378/2007 Coll., on
Pharmaceuticals and on Amendments to Certain Relevant Acts, as amended, Decree No. 226/2008 Coll.,
on Good Clinical Practice and detailed conditions of clinical trials of medicinal products, and
Regulation (EU) 2016/679 of the European Parliament and of the Council of 27 April 2016 on the
protection of natural persons with regard to the processing of personal data and on the free movement
of such data, and repealing Directive 95/46/EC (General Data Protection Regulation).
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