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Véc/ Subject: Schvileni studie / Study Approval

Eticka komise s multicentrickou ptisobnosti pii IKEM a TN dne 10.8.2016 schvalila studii/

The Ethics Committee with multi-center competence of the Institute for Clinical and
Experimental Medicine (IKEM) and Thomayer Hospital (TN), 10.8.2016 approved the study

Nazev studie/ Study name:
The human gut bacteria, fungi and viruses in Inflammatory bowel disease and Primary
sclerosing cholangitis

PiedloZené a schvalené dokumenty/ Submitted and approved documents:
e popis projektu
e Informace pro pacienta a informovany souhlas

Schvileni pro centrum/ Approval for center:
MUDr. Luka$ Bajer, KH IKEM, Videniska 1958, 140 21, Praha 4

Eticka komise nema namitek/ The Ethics Committee has no objections
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predseda komise/ Chairman of the Committee

Videnka 800" 5
140 59 Phaha 4 /K15 .

<N
{

o
M) f o NS
059 preS



ETICKA KOMISE
PRI INSTITUTU KLINICKE A EXPERIMENTALNi MEDICINY A THOMAYEROVE NEMOCNICI
S MULTICENTRICKOU PUSOBNOSTI
Ethics Committee of the Institute for Clinical and Experimental Medicine and Thomayer Hospital
with mulfi-center competence

e Videiisk4 800, 140 59 Praha 4, Czech Republic, [KE
3 z tel. 236 055 012, tel+fax 261 083 481,
¥ i

e-mail: eticka.komise@fin.cz nebo/ or ek.fin ikem@fin.cz
www.fin.cz, www.ikem.cz

-":'QAHP-L

PROHLASENI ETICKE KOMISE 10.8.2016

Eticka komise pfi Institutu klinické a experimentalni mediciny a Thomayerové nemocnici v Praze
posuzuje projekty biomedicinského vyzkumu zahrnujiciho lidské uGlastniky v&etn& projekth
klinickych studii jak z hlediska etického, tak medicinského.

Etickd komise pii IKEM a TN pracuje podle Statutu a pfi posuzovani viech projektii se obecng ¥idi
Helsinskou deklaraci Svétové lékaiské asociace (WMA), mezinarodnimi etickymi sm&rnicemi pro
biomedicinsky vyzkum zahrnujici lidské G&astniky (pfipravené Radou pro mezinarodni organizace
Iékaiskych véd — CIOMS, ve spolupraci se Svétovou zdravotnickou organizaci — WHO, vydané
v Zenevé 1993).

Pii posuzovani klinickych studii se etickd komise ¥idi zdkonem & 378/2007 Sb. o lé¢ivech a o
zménach a doplnéni nékterych souvisejicich zakont v platném znéni, vyhlaskou &. 226/2008 Sb.,
kterou se stanovuje spravna klinickd praxe a bliZ§{ podminky klinického hodnoceni 1é¢iv, dale
zakonem ¢. 268/2014 Sb. o zdravotnickych prostiedcich a o zméné nékterych souvisejicich zakoni
v platném znéni a zdkonem &. 101/2000 Sbh. o ochrané osobnich Gdaji a o zméné nékterych zdkonh
v platném znéni.

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 Aect 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. 101/2000 Coll. on personal data protection and on the
change to some acts, as amended.
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