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VéZeny pan/ Dear Sir

Doc. MUDr. Toméa$ Huel, Ph.D.
Klinika hepatogastroenterologie
IKEM

Cj./ Docket No. G 15-01-01 Praha/ Prague, 11.1.2015

Vée/ Subject: Schyaleni studie / Study Approval

Etickd komise s multicentrickou puisobnosti pii IKEM a TN dne 11.1.2015 piOJednala a
schvélila studii/

The Ethics Commitiee with multi-center competence of the Institute for Clinical and
Experimental Medicine (IKEM) and Thomayer Hmpzta[ (TN), 11.1.2015 discussed and
approved the study

Nazev studie/ Study name:
Vyskyt autoimunitni pankreatitidy u pacienti po resekei pro loZiskovy proces
pankreatu

Piedlozené a schvilené dokumenty/
Submitted and approved documents:
° Anotace vyzkumného zaméru

Schvdleni pro centrum/ Approval for center:
Doc. MUDr. Tomas Hucl, Ph.D.
Klinika hepatogastroenterologie, IKEM
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Professor Vladimir Stan&k, MD, PhD
predseda komise/ Chairman of the Commitee
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Seznam Slenti etick¢ komise/-List of the Ethics Commitiee Members:

Eticka komise prohladuje, %e byla ustavena a pracuje podle jednact
a platnymi pravatimi predpisy/The Ethicy Committee h
with ity Rules of Procedure in compliance

RAnoives  [NefNo

Komentat/Comiments: -

Jméno a pijment Muz/  |Odbornost | |Zaméstnance/ | Funkee Piltomen IMasovyal

First name and surname Zena Speciabiym ¥ Employaee of! v EK Attendance | Voled

! Males IKEM TN Role in EC'|  Ano Ne |Ano Ne

Female Yes  No | Yes No

Prof. MUDy. Viadimir M/M kardiolog/ = ) predseda/ |X] (] ]

Standk, CSe. cardiologist president

Mgr. Petr Baum M/M | pravalk ] 24 wjemntk/ | O] O |00
lawyer secrelary’

MUDr Regina Amortovs | 2/F internistca/ ] ] tlen/ ] X [
internis member |

Doc. MUDT, Tomis M/M | doktor docior | L) B4 | &lens T® T T’

Biichler, Ph.D, meinber

Doc. MUDT. Pavel M/M | hepatogastroent | 4 L] len/ RO T 8

Drastich, PhD), " |erolog/ member :
hepatogasiroen

[ . terologist 1 ]

MUDy, Marle Gebaucrovs | 2/F kardiolog/ X ) Elen/ e = ] b _[]

: cardiologisi member

Tng. Antonin Gro¥ple, CS¢ |M/M | inZeny/ ] O felenr © K O’
engineer ‘ meniher

MUD. Ludmiia 217 psychiati/ LJ B4 Elen/ L X 0O

Josefovitova : psychiatrist member w g

| MU, Radomira ZIF diabetolog/ X O Elen/ A ]

KoZnarova, CSe diabetologist member

MUDy. Pavel Kabitek, M/M | pediany O] U] Elen/ x U N

CSe, pediatrician member

MUDr, Tom Philipp, M/M - | reumatoiog/ 0O X Elen/ L X O

PhD., MBA ' rhewnatologist meniber

MUDY, Josef Sedivy, C8e. | MM klinicky 1O &len/ X O E T
farmakolog/ tember
elin,

e pharmacologist | | B

ho tadu v souladu se spravaou klinickou praxf (GCP)
ereby declares that it was established and operates in accordance
with Good Clinical Practice and valid legal regulalions:

DATUM/DATE: 11.1,2015 PODPISISIGNATURE: : ( )/-/ (.t £l ’>\
Prof. MUDY, Viadimir Stangk,*CSe.
predseds eticke kemise/

Chairman of the Ethics Commitice
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PROHLASENI ETICKE: KOMISE 11.1.2015
Btické komise pti Institutu klinické a experimentdni mediciny a Thomayerové nemocnici v Praze
posuzuje projekty biomedicinského vyzkumu zahrnujictho lidské w&astniky véetng projektd
Klinickych studif jak z hlediska etického, tak medicinského. -

Etickd komise pti IKEM a TN pracuje podle Statutu a pii posuzovani vicch projektd se obecné ifdi
Helsinskou deklaraci Svitové I¢kaiské asociace (WMA), mezindrodnimi etickymi smérnicemi pro-
biomedicinsky vyzkum zahrnujici lidské G8astniky (pipravené Radou pro mezinarodni organizace
lékatskych véd — CIOMS, ve spoluprdci se Svétovou zdravotnickou organizaci — WHO, vydané
v Zeneve 1993). _ :

PIi posuzovéni klinickych studii se etickd komise Hdf zakonem & 378/2007 Sb. o Iécivech a o
zméndch a doplnénf nskterych souvisejicich zakond v platnéirZnni, vyhlagkou & 226/2008 Sh.,
kterou se stanovuje spravnd klinick4 praxe a bliz&i podminky klinického hodnocenf 1&giv, ddle
z&konem ¢, 268/2014 Sh, o zdravotnickych prostiedeich a o zméng nékterych souvisejicich zakont

v platném znént a zakonem &, 101/2000 Sb. o ochrand osobnich Udajl a0 zméné n&kteryeh zakony
v platném znéni, '

Statement of the Ethics Committee "

The Lthics Committee of the Institute for Clinical and Experimental Medicine (IKEM) and
Thomayer Hospital (TN) in Prague reviéws 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, 208/2014 Coll. on medical devices and on the change to

some related acts, as amended, and Aet No. 10172000 Coll. on personal data protection and on the
change to some acts, as amended.
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