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Viézena pani/ Dear Madam

Mgr. Lenka Pavlovska

Institut biostatistiky a analyz MU
Kotlafska 2

611 37 Brno

é.j./ Docket No. 3195/14 (A 15-01-02) Praha/ Prague, 20.1.2015%*

Véc/ Subject: Schvileni atypické studie / Study Approval

Eticka komise s multicentrickou ptsobnosti pfi IKEM a TN dne 14.1.2015 schvélila studii/

The Ethics Committee with multi-center competence of the Institute for Clinical and Experimental
Medicine (IKEM) and Thomayer Hospital (TN), 14.1.2015 approved the study

Nazev studie/ Study name: EMPIRE - European Multicentric Ipf REgistry
PredloZené a schvalené dokumenty/ Submitted and approved documents:
Protokol verze 2.0, 12,12.2014

IIS_SAE form_1199,2016_2014o0ct14_locked
Informovany souhias

Fticka komise nema namitek/ The Ethics Committee has no objections

7

Professor Viadimir Stangk, MD, PhD

piedseda komise/ Chairman of the Commitiee

IKEM + TN
Videnska 800
140 58 Praha 4 Kré

*Stanovisko bylo vydano po obdrZenf a schvaleni nové a opravené dokumentace.
*The opinion was issued after receipt and acceptance of new and repaired documentation,



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

Jméno a pffjmeni L [Muz/ | Odbornost Zamést Zamést | Funkee Pfitomen Hlasoval
First name and surname Zena | Specialism nanec nanec |v EK Attendance | Voted
Male/ IKEM TN Rolein EC| Ano WNe |Ano Ne
Femal Yes No |Yes No
e
Prof. MUDr. Vladimir M/M | kardiolog/ (< ] predseda/ |BJ [] ]
Stanék, CSc. cardiologist president
Mgr. Petr Baum M/M | pravnik ] X tajerni/ (] K [0 X
lawyer secrelary
MUDr. Regina Amortova |Z/F internistka/ ] ] Len/ X O =N
internist member
MUDr. Alena Augustinova | Z/F pediatr/ ] Il Slen/ & O XLl
pediatrician member
Doc. MUDr, Tomag MM | doktor/ doctor | [ ] X &ler/ M U K O
Biichler, Ph.D. member
Doc. MUDr. Pavel M/M | hepatogastroente | [X] ] &len/ K ] K O
Drastich, PhD. rolog/ member
hepatogastroent
erologisi
MUDr. Marie Gebauerovs | Z/F | kardiolog/ 4 ] Elen/ X O &K O
cardiologist member
Ing. Antonfn Gro¥pic, CSe |M/M | inZenyr/ X ] glen/ ] O J
engineer member
MUDr. Ludmila Z/F psychiatr/ X &len/ B O (8 O
Josefoviéova psychiatrist member
MUDr. Radomira Z/F | diabetolog/ 4 ] ten/ M O K
KoZnarova, CSe diabetologist member
MUDr, Tom Philipp, M/M | reumatolog/ ] X &len/ O K 0O K
PhD., MBA rheumatologist member
MUDr. Josef Sedivy, CSe. |M/M | klinicky O [ &len/ X O K O
farmakolog/ member
clin,
pharmacologist

Eticka komise prohlaSuje, e byla ustavena a pracuje podle jednaciho Fadu v souladu se sprévnou 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:
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DATUM 14.1.2015

Komentat/Comments: -

PODPIS

U Dx‘(\/

Cane 6/

chmir Stanék




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

FOR e, Videiisks 800, 140 59 Praha 4, Czech Republic, IK*E

g % % tel. 236 055 012; tel+fax 261 083 481, M

¥, f" e-mail; vist@medicon,cz nebo/ or ek.fin_ikem@fin.cr EECE
R www ftn.cz, www.ikem.cz

ProhliSeni Etické komise 14.1.2015

Eticka komise pﬁ Institutu kiinické a experimentalni mediciny a Thomayerové nemocnici
v Praze posuzuje projekty biomedicinského vyzkumu zahrnujiciho lidské ucastnlky véetné
projektl khmckych studii jak z hlediska etického, tak medicinského.,

Etickd komise pii IKEM a TN pracuje podle Statutu a pfi posuzovani viech projektd se
obecng idi Helsinskou deklaracf Svétové lékatské asociace (WMA), mezindrodnimi etickymi
smé&rnicemi pro biomedicinsky vyzkum zahrnujici lidské dastniky (pfipravené Radou pro
mezindrodni organizace lékarskych véd — CIOMS, ve spolupraci se Svétovou zdravotnickou
organizaci - WHO, vydané v Zenevé 1993).

Pii posuzovéni Klinickych studif se eticka komise ¥di zakonem & 378/2007 Sb. o 1é&ivecha o
zménach a doplnéni n€kterych souvisejicich zadkond v platném znéni, vyhlaskou & 226/2008
Sb., kterou se stanovuje spravnd klinickd praxe a bliz3{ podminky klinického hodnoceni
1é¢iv, dale zdkonem ¢&. 123/2000 Sb. o zdravotnickych prostiedcich a o zméné nékterych
souvisejicich zékonl v platném znéni a zdkonem ¢&. 101/2000 Sb. o ochrané osobnich Gdaji a
o zméné nekterych 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 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. 123/2000 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, PhD

Predseda komise/ Chairman of the Committee
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