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Véc/ Subject: Schvaleni akademické studie / Study Approval

Etickd komise s multicentrickou pusobnosti pfi IKEM a TN dne 9.710.2019 projednala a schvalila
studii /

The Ethics Committee with multi-center competence of the Institute for Clinical and Experimental
Medicine (IKEM) and Thomayer Hospital TN 9.10.2019 discussed and approved the study

Nazev studie/ Study name:

»Provadéni Klinického sledovani zdravotnického prostiedku po uvedeni na trh — Registr pro SX-
ELLA stent pyloroduodendlni Enterella

PredloZené a schvalené dokumenty/ Submitted and approved documents:

Schvileni pro centrum/ Approval for center:
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PROHLASENI ETICKE KOMISE 9.10.2019

Eticka komise pii Institutu klinické a experimentalni mediciny a Thomayerové nemocnici v Praze
posuzuje projekty biomedicinského vyzkumu zahrnujiciho lidské ucastniky veetné projektl
klinickych studii jak z hlediska etického, tak medicinského.

Etick4 komise pii IKEM a TN pracuje podle Statutu a pfi posuzovani viech projektli se obeeng Fidi
Helsinskou deklaraci Svétové 1ékaiské asociace (WMA), mezinarodnimi etickymi smérnicemi pro
biomedicinsky vyzkum zahrnujici lidské ucastniky (pfipravené Radou pro mezinarodni organizace
lékai'skych véd — CIOMS, ve spolupréaci se Svétovou zdravotnickou organizaci — WHO, vydané
v Zeneve 1993).

Pfi posuzovani klinickych studii se eticka komise #idi zakonem ¢&. 378/2007 Sb. o 1é¢ivech a o
zménach a doplnéni nékterych souvisejicich zakont v platném znéni, vyhlaskou ¢&. 226/2008 Sb.,
kterou se stanovuje spravna klinicka praxe a bliz§i podminky klinického hodnoceni lé¢iv, déle
zédkonem ¢&. 268/2014 Sh. o zdravotnickych prostiedcich a o zméné nékterych souvisejicich zakonl
v platném znéni a zdkonem €. 110/2019 Sb., o zpracovani osobnich Udaji a o zméné nékterych
zakont v platném znéni, véetné Obecného natizeni o ochrané osobnich udaji (GDPR).

Statement of the Ethics Committee

The Ethics Committee of the Institute for Clinical and Experimental Medicine (IKEM) and
Thomayer Hospital (TN) in Prague reviews biomedical research projects involving human subjects,
including clinical study projects, from both ethical and medical aspects.

The Ethics Committee of [IKEM and TN works according to the Statute, and when reviewing all
projects, it generally follows the Declaration of Helsinki of the World Medical Association (WMA),
international ethical guidelines for biomedical research involving human subjects (written by the
Council for International Organizations of Medical Sciences — CIOMS, in cooperation with the
World Health Organization — WHO, published in Geneva in 1993).

When reviewing the clinical studies, the Ethics Committee follows Act No. 378/2007 Coll. on
pharmaceuticals and on the changes and amendments to some related acts, as amended, Decree No.
226/2008 Coll. which regulates Good Clinical Practice and detailed conditions of clinical trials of
pharmaceutical products, also Act No. 268/2014 Coll. on medical devices and on the change to
some related acts, as amended, and Act No. 110/2019 Coll. on personal data protection and on the
change to some acts, as amended including the General Data Protection Regulation (GDPR).
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