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ETICKA KOMISE
PRI INSTITUTU KLINICKE A EXPERIMENTALN{ MEDICINY A THOMAYEROVE NEMOCNICI
S MULTICENTRICKOU PUSOBNOSTI
Ethics Committee of the Institute for Clinical and Experimental Medicine and Thomayer Hospital

. Videiiska 800, 140 59 Praha 4, Czech Republic,

f |- tel. 236 055 012, tel. 261 083 481,
Thomayerova e-mail: ek.fin ikem@fin.cz nebo eticka.komise(@ftn.cz :
nemocnice

www.fin.cz, www.ikem.cz

Véazeny pan/ Dear Sir

Mgr. Filip KilaZek

Institut biostatistiky a analyz LF MU
Kamenice 126/3

625 00 Brno

C.j./ Docket No. 17912/18 (A 15-01-02) Praha/ Prague, 8.8.2018

Véc/ Subject: Schvileni dodatku ke studii / Approval of Study Amendment

Etick4 komise s multicentrickou piisobnosti pfi IKEM a TN na svém zasedani dne 8.8.2018 projednala
a schvélila nové predlozené dokumenty ke studii/

The Ethics Committee with multi-center competence of the Institute for Clinical and Experimental
Medicine (IKEM) and Thomayer Hospital (TN), discussed and approved the newly submitted
documents for the study at its meeting on 8.8.2018

Nazev studie/ Study name: EMPIRE - European Multicentric Ipf REgistry
Protokol/ Protocol: IBA0866

Zadatel/ Applicant: Institut biostatistiky a analyz MU, PoStovska 68/3, 602 00 Brno
Datum prijeti dokumentace / Date of Submission of Documents: 1.8.2018

PredloZené a schvalené dokumenty/ Submitted and approved documents:
aktualizovany protokol studie verze 2.0 2 26.7.2018

Eticka komise nem4 namitek/ The Ethics Committee has no objections

: o
(Fae ;
Professor Vladimir Stanéﬁ, 4/[7[), PhD

predseda komise/ Chairman of the Committee

Ethics Committee
i
IKEM + TN
Videfiska 800
140 59 Praha 4 Kré



Seznam ¢leni etické komise/ List of the Ethics Committee Members:

Jméno a pifjment Muz/ | Odbornost Zaméstnanec/ | Funkce Ptitomen Hlasoval
First name and surname Zena | Specialism Employee of: v EK Attendance | Voted
Male/ IKEM TN Rolein EC| Ano Ne |Ano Ne
Female Yes No |Yes No
Prof. MUDr. Viadimir M/M | kardiolog/ X L] predseda/ (X [ [ [
Stanék, CSc. cardiologist president
Mgr. Petr Baum M/M | pravnik [] X tajermik/ (D4 [ [ [
lawyer secretary
MUDr. Regina Amortova | Z/F internistka/ ] L] &len/ XM O K 0O
internist member
Doc. MUDr. Tom4$ M/M | doktor/ doctor |1 [X &len/ M O ]
Biichler, Ph.D. member
Doc. MUDr. Pavel M/M | hepatogastroent | [X L] &len/ M O & O
Drastich, PhD. erolog/ member
hepatogastroen
terologist )
MUDr. Marie Gebauerova | Z/F kardiolog/ X ] &len/ U X O K
cardiologist meniber
Ing. Antonin Gro3pic, CSe |M/M | inZenyr/ ] L] &len/ E L XK O
engineer member
MUDr. Ludmila ZIF | psychiau/ O X [¢en 0 ¥ |0 X
Josefovicova psychiatrist member |
MUDr. Radomira ZF | diabetolog/ OO [elew X O X 0O
KoZnarova, CSe diabetologist member
MUDr. Pavel Kabitek, M/M | pediatr/ ] X &len/ X O X< [
CSe. pediatrician member
MUDr. Tom Philipp, M/M | revmatolog/ ] X &len/ M O & O
PhD., MBA rheumatologist member
MUDr. Josef éedivy, CSe. |M/M klinicky ] ] ¢len/ @‘ ] E [
farmakolog/ member
clin,
pharmacologist

Eticka komise prohlasuje, ze byla ustavena a pracuje podle Jednaciho fadu v souladu se spravnou klinickou praxi (GCP)
a platnymi pravnimi ptedpisy/The Ethics Committee hereby declares that it was established and operates in accordance

with its Rules of Procedure in compliance with Good Clinical Practice and valid legal regulations:

XAno/Yes [ INe/No

DATUM/DATE: 8.8.2018

Komentai/Comments: -

PODPIS/SIGNATURE:
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ETICKA KOMISE h
PRI INSTITUTU KLINICKE A EXPERIMENTALN{ MEDICINY A THOMAYEROVE NEMOCNICI
S MULTICENTRICKOU PUSOBNOSTI
Ethics Committee of the Institute for Clinical and Experimental Medicine and Thomayer Hospital
with multi-center competence

1' Videiiska 800, 140 59 Praha 4, Czech Republic,

by tel. 236 055 012, tel+fax 261 083 481, F |

lihomayerova . . . : : Vi -
nemocnice e-mail: eticka.komise(@fin.cz nebo/ or ek.fin_ikem@fin.cz

www.fin.cz, www.ikem.cz

PROHLASENI ETICKE KOMISE 8.8.2018

Etick4 komise pii Institutu klinické a experimentalni mediciny a Thomayerov€ nemocnici v Praze
posuzuje projekty biomedicinského vyzkumu zahrnujiciho lidské ucCastniky vcetn€ projektl
klinickych studif jak z hlediska etického, tak medicinského.

Etick4 komise pii [IKEM a TN pracuje podle Statutu a pfi posuzovani vSech projekth se obecné fidi
Helsinskou deklaraci Svétové lékarské asociace (WMA), mezindrodnimi etickymi smérnicemi pro
biomedicinsky vyzkum zahrnujici lidské uéastniky (pfipravené Radou pro mezindrodni organizace
lékaiskych véd — CIOMS, ve spolupréci se Svétovou zdravotnickou organizaci — WHO, vydané
v Zenevé 1993).

Pii posuzovani klinickych studii se etickd komise ¥idi zdkonem ¢&. 378/2007 Sb. o IéCivech a o
zménach a doplnéni n&kterych souvisejicich zdkond v platném znéni, vyhlaskou &. 226/2008 Sb.,
kterou se stanovuje spravnd klinickd praxe a bliZ§i podminky klinického hodnoceni 1é¢iv, dale
zdkonem &. 268/2014 Sb. o zdravotnickych prostfedcich a o zméné nékterych souvisejicich zdkont

v platném znéni a zdkonem & 101/2000 Sb. o ochrané osobnich tdaji a o zméné nékterych zdkonl
v platném znéni.

Statement of the Ethics Committee

The Ethics Committee of the Institute for Clinical and Experimental Meédicine (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. 101/2000 Coll. on personal data protection and on the
change to some acts, as amended.
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Prof. V. Stanék, MD, Ph Z7

Predseda komise/ Chairman of the Committee
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