+ ETICKA KOMISE VSEOBECNE FAKULTNi NEMOCNICE V PRAZE

Na Bojisti 1, 128 08 Praha 2 | eticka.komise@vfn.cz | tel. 224964131
VFN PRAHA

Vézena pani

Helena Brtkova 19.10.2023
Na Biezince 7 ¢.j.: 148/23 S-1V
150 00 Praha 5

Vazena pani bakalaiko,
Eticka komise VFN projednavala na svych zasedanich dne 21.9.2023 a 19.10.2023 Vami piedloZeny individualni
vyzkumny projekt ¢.j. 148/23 S-1V- diplomova prace.

Nazev studie/Title of CT: Kombinovana nutri¢ni a pohybova intervence u pacientl s jaterni cirh6zou

Zadatel/Applicant: Helena Brtkova, IV. interni klinika — klinika gastroenterologie a hepatologie 1.LF UK a VFN
v Praze, U Nemocnice 2, 128 08 Praha 2

Uhrada nékladi spojenych s posouzenim zadosti a vydanim stanoviska /Reimbursement of costs related to assessment of the EC:
[ Ano/Yes DX Ne, ditvod/No,reasons: nesponzorovany projekt

Datum doruéeni Zadosti / Date of submission of the Application Form: 8.9.2023
Datum jednani EK+¢as/Date and time of Ethics Committee’s session:

1) 21.9.2023 (15:30 —17:00 hod.) - pozastaveno, pfipominky odeslany emailem; opravené dokumenty pfijaty 6.10.2023 pod
¢.j. 1400/23 1S, D;
2)19.10.2023 (15:30 —17:20 hod.) — souhlasné stanovisko

Seznam mist hodnoceni s oznacenim mist, ke kterym se EK vyjadfila jako mistni EK a kde vykonédva dohled

Misto hodnoceni / Jméno zkousejiciho Mistni EK | Adresa mistni EK

Trial Site / Name of Investigator Local EC Address

Helena Brtkovd, IV. interni klinika — klinika gastroenterologie |[X] EK pii VFN, Na Bojisti 1,
a hepatologie 1.LF UK a VFN v Praze, U Nemocnice 2, 128 08 Praha 128 08 Praha 2

Stanovisko etické komise:
EK vydava/ EC issues <] Souhlasné stanovisko/Favourable opinion
[ ] Nesouhlasné stanovisko/Unfavourable opinion

EK VFN vydava souhlasné stanovisko k provedeni individualniho vyzkumu na IV. interni klinice 1. LF UK a VFN
v Praze.

Podpis predsedy / zastupce EK VFN
Signature of Chairperson / Vice-Chairperson
PharmDr. Zbyné¢k Sklenaft, Ph.D.

PharmDr Digitalné podepsal

Zbynék PharmDr. Zbynék
Sklenéf, Ph.D.

Sklenar, Datumn: 2023.10.23
Ph.D. 19:20:49 +02'00


mailto:eticka.komise@vfn.cz

ETICKA KOMISE VSEOBECNE FAKULTNi NEMOCNICE V PRAZE

Na Bojisti 1, 128 08 Praha 2 | eticka.komise@vfn.cz | tel. 224964131
VFN PRAHA

Seznam hodnocenych dokumenti / List of all submitted documents:

Nazev dokumentu, verze, datum Schvaleno/ | Navédomi/
Document title, version, date Approved Taken into
account
ANO |NE [ANO |NE
Yes No | Yes No
Pravodni dopis s popisem projektu, 4.9.2023 Y ] [ [ ]
Dotaznik — Vicetelovy formulat EK VFN, 8.9.2023 L] (1 |IX []
Popis projektu, bez data (X (1 | L] [ ]
Informace pro pacienty, bez data [ ] [ ] [ ]
Informovany souhlas pacienta, bez data [ ] X O [ ]
Souhlas se shromazd’ovanim a zpracovanim osobnich udaja Doruceno
Zivotopis hlavni zkousejici: Helena Brtkova, 1.9.2023 O O[O
1400/23 IS, D
Pravodni dopis z 6.10.2023 [] 1 [IX [ ]
Dotaznik — Viceuéelovy formulat EK VEN, opravena verze [ ] (1[I [ ]
Informace pro pacienty, opravena verze bez data 1 [ [ ]
Informovany souhlas pacienta, opravena verze bez data X HEIn [ ]
Dotaznik CLDQ test — test kvality Zivota > (]| [ ]



mailto:eticka.komise@vfn.cz

ETICKA KOMISE VSEOBECNE FAKULTNi NEMOCNICE V PRAZE

Na Bojisti 1, 128 08 Praha 2 | eticka.komise@vfn.cz | tel. 224964131
VFN PRAHA

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

Mu/ Odbornost Zaméstnanec | Funkce v EK | P¥itomen Hlasoval |
Zena Specialist ziizovatele Role in EC Attendance | Voted
Male/ EK* Ano Ne | Ano Ne
Female Ano Ne Yes No | Yes No
Yes No
PharmDr. Zbynék Sklena¥, | M/M Pharmacist 24 ] Predseda/ X O X [
Ph.D., MBA Pharmacologist Chairperson
MUDr. Magda Si¥kova, Z/F Haematologist [X] ] Mistopted- > [ > [
CSc. seda/Vice-
chairperson
Jana Farkacova Z/F Lab.Technician | [X [] Clen/Member | X [ | X []
Doc. MUDr. Pavel Freitag, | M/M Gynaecologist [ ] Clen/Member ] ]
CSc.
Ing. Antonin Grogpic, CSc. | MM Engineer L] 24 Clen/Member [] ]
Prof. MUDr. Eva Kubala Z/F Neurologist ] Clen/Member | ] [] X
Havrdova, CSc.
MUDr. Hana Honov4 Z/F Oncologist < [ ] Clen/Member | I [ [ []
MUDr. Jifi Humhal M/M Cardiologist B4 [ ] Clen/Member | I [ [IX [
MUDr. Anna Jedli¢kova Z/F Microbiologist ] Clen/Member | [] L]
MUDr. Ladislav Korabek, | M/M Dental surgeon Y L] Clen/Member | I [ X [
CSc., MBA
Mgr. Bc. Inka Dvorakova, | Z/F Lawyer B L] ClenMember | DX [ | [
MBA
Prof. MUDr. Jan Roth, M/M Neurologist X ] ClenMember | D4 [ [ [
CSc.
Mgr. Libuse Roytova Z/F Member of O Clen/Member | DI [ X O
Mgr. ThLic. of Theologie clergy
Doc. PharmDr. Martin M/M Clinical X ] Clen/Member ] O
Sima, Ph.D. Pharmacist
JUDr. Sarka Specidnova 7/F Lawyer ] Y Clen/Member | XI  [7] > [
MUDr. Marcela Z/F Privat [] KT | ClenMember | XTI [0 | IX [
Trojankova Nefrologist
MUDr. JiFi Valenta M/M Anesthesiologist | I L] Clen/Member | I [] X [
-Intensive Med.
Prof. MUDr. Jifi Zeman, MM | Paediatrist — 24 L] | Clen’Member | I [T [IX ]
DrSec. AdolescentMed

pozn: “Zaméstnanec zfizovatele EK/ Employee of EC appointing authority)

Eticka komise prohlasuje, ze byla ustavena a pracuje v souladu se spravnou klinickou praxi (GCP) a platnymi pravnimi predpisy.
Posledni sloupec udava, zda ¢lenové EK byli piitomni hlasovani, ale nikoli jak hlasovali ve véci. /The Ethics Committee hereby
declares that it was established and operates in accordance with its Rules of Procedure in compliance with GCP and valid legal
regulations. EC members personally presented the voting procedure (and NOT their individual voting result to or against the
cause) are indicated in the last column:

DJAno/Yes [ INe/No Komentat/Comments:
Datum/Date: 21.9.2023 Podpis predsedy EK nebo zastupce
Signature of Chairperson or Vice-Chairperson
Eticka komise PharmDr. Zbynék Sklenat, Ph.D., v.r.
Vseobecné fakultni nemocnice
v Praze

Na Bojisti 1, 128 08 Praha 2
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ETICKA KOMISE VSEOBECNE FAKULTNi NEMOCNICE V PRAZE

Na Bojisti 1, 128 08 Praha 2 | eticka.komise@vfn.cz | tel. 224964131
VFN PRAHA

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

Mu/ Odbornost Zaméstnanec | Funkce v EK | P¥itomen Hlasoval |
Zena Specialist ziizovatele Role in EC Attendance | Voted
Male/ EK* Ano Ne | Ano Ne
Female Ano Ne Yes No | Yes No
Yes No
PharmDr. Zbynék Sklena¥, | M/M Pharmacist 24 ] Predseda/ X O X [
Ph.D., MBA Pharmacologist Chairperson
MUDr. Magda Si¥kova, Z/F Haematologist [X] ] Mistopted- > [ > [
CSc. seda/Vice-
chairperson
Jana Farkacova Z/F Lab.Technician | [X [] Clen/Member | X [ | X []
Doc. MUDr. Pavel Freitag, | M/M Gynaecologist [ ] Clen/Member ] ]
CSc.
Ing. Antonin Grogpic, CSc. | MM Engineer L] 24 Clen/Member [] ]
Prof. MUDr. Eva Kubala Z/F Neurologist ] Clen/Member | ] [] X
Havrdova, CSc.
MUDr. Hana Honov4 Z/F Oncologist < [ ] Clen/Member | I [ [ []
MUDr. Jifi Humhal M/M Cardiologist B4 [ ] Clen/Member | I [ [IX [
MUDr. Anna Jedli¢kova Z/F Microbiologist L] Clen/Member | [ ] [ ]
MUDr. Ladislav Korabek, M/M Dental surgeon B4 L] Clen/Member | [] X [ ] X
CSc., MBA
Mgr. Bc. Inka Dvorakova, | Z/F Lawyer B L] ClenMember | DX [ | [
MBA
Prof. MUDr. Jan Roth, M/M Neurologist X ] Clen/Member | ] I | [ X
CSc.
Mgr. Libuse Roytova Z/F Member of O Clen/Member | DI [ X O
Mgr. ThLic. of Theologie clergy
Doc. PharmDr. Martin M/M Clinical X ] Clen/Member ] O
Sima, Ph.D. Pharmacist
JUDr. Sarka Specidnova 7/F Lawyer ] Y Clen/Member | XI  [7] > [
MUDr. Marcela Z/F Privat [] KT | ClenMember | XTI [0 | IX [
Trojankova Nefrologist
MUDr. JiFi Valenta M/M Anesthesiologist | I L] Clen/Member | I [] X [
-Intensive Med.
Prof. MUDr. Jifi Zeman, MM | Paediatrist — 24 L] | Clen’Member | I [T [IX ]
DrSec. AdolescentMed

pozn: “Zaméstnanec zfizovatele EK/ Employee of EC appointing authority)

Eticka komise prohlasuje, Ze byla ustavena a pracuje v souladu se spravnou klinickou praxi (GCP) a platnymi pravnimi pfedpisy.
Posledni sloupec udava, zda ¢lenové EK byli pfitomni hlasovani, ale nikoli jak hlasovali ve véci. /The Ethics Committee hereby
declares that it was established and operates in accordance with its Rules of Procedure in compliance with GCP and valid legal
regulations. EC members personally presented the voting procedure (and NOT their individual voting result to or against the
cause) are indicated in the last column:

KlAno/Yes [ |Ne/No Komentat/Comments.
Datum/Date: 19.10.2023 Podpis pfedsedy EK nebo zastupce
Signature of Chairperson or Vice-Chairperson
Eticka komise PharmDr. Zbyné€k Sklenat, Ph.D., v.r.
Vseobecné fakultni nemocnice
v Praze

Na Bojisti 1, 128 08 Praha 2
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