Prilohy

Pfiloha 1: Stanovisko etické komise VFN k provedeni individualniho vyzkumu

Etickd komise Na Bojisti 1
Vieobecné fakultni nice v Praze 128 08 Praha 2
ETHICS COMMITTEE tel.: 224964131
of the General University Hospital, Prague e-mail: eticka.komise@vfn.cz
Vazena pani
Be. Pavla Dolanska 19.11.2020
Ptacka 228 ¢J. 1793/20 S-1vV

293 01 Mlada Boleslav

Vazena pani bakalaiko,
Eticka komise VFN projednavala na svych zasedanich dne 15.10.2020 a 19.11.2020 Vami predlozeny
individualni vyzkum ¢€.j. 1793/20 S-IV - diplomova price.

Nazev studie/Title of CT: Vyznam mikronutrientti u pacienti s celiakii.

Zadatel/Applicant: Be. Pavla Dolansk4, Ustav imunologie a mikrobiologie VFN a 1.LF UK, Karlovo
Namesti 32, 121 11 Praha 2

Lhiita pro podani pisemné zprivy o prib&éhu KH od jeho zahajeni/ Time schedule for submission of the
wrilten Annual Report: [ 1x roén&/Once a year [JJina 1hita/Other

Uhrada nakladi spojenych s posouzenim Zadosti a vydanim stanoviska /Reimbursement of costs related to
assessment of the EC:[_] Ano/Yes [X] Ne, diivod/No,reasons: Nesponzorovany projekt

Datum doruéeni Zadosti / Date of submission of the Application Form: 1.10.2020

Datum jednani EK+¢as/Date and time of Ethics Commitiee’s session:

1) 15.10.2020 (15:30 — 17:45 hod) — pozastaveno, ptipominky odeslany emailem; upraveny dokument dodan
29.10.2020 pod &.j. 1981/20 D;

2) 19.11.2020 (15:30 — 18:30 hod) — souhlasné stanovisko

Misto hodnoceni/ Jméno zkouSejictho Mistmi EK | Adresa misti EK

Trial Site / Name of Investigator Local EC Address

Be. Pavla Dolanska, Ustav imunologie a mikrobiologie VFN a 1.LF UK, X EK pti VFN, Na Bojisti 1,

Karlovo Nameésti 32, 121 11 Praha 2 128 08 Praha 2

Seznam hodnocenych dokumenti/List of all submitted documents:

Nézev dokumentu, verze, datum Schvaleno | Vzato na

Document title, version, date /Approved | védomi /
Taken into

account
ANO |NE | ANO | NE
Yes No | Yes No

Priivodni dopis z 23.9.2020

Dotaznik k predklddanym dokumentim - Viceucelovy formulai EK VFN, 23.9.2020
Zédost o dotaznikovou akei, 30.9.2020

Cestné prohlaseni o provadéni vyzkumu, vé. Souhlasu prednosty ustavu, 23.9.2020
Zivotopis hlavniho zkousejiciho: Be. Pavla Dolanska, 23.9.2020

1981/20 D

Privodni dopis s popisem projektu z 29.10.2020 O 10K [0

Stanovisko etické komise:

EK vydavéa / EC issues [ Souhlasné stanovisko/Favourable opinion
[] Nesouhlasné stanovisko/Unfavourable opinion

EK VFN vydéva souhlasné stanovisko k provedeni individualniho vyzkumu v Ustavu imunologie 2
a mikrobiologie VFN a 1. LF UK v Praze.

Podpis predsedy / zastupce EK VFN
Signature of Chairperson / Vice-Chairperson

@ Lt sy PharmDr. Zbynék Sklenaf, Ph.D |

ETICKA KOMISE ey g

q NABOJISTI 1 71
q 128 08 PRAHA 2

(VEEOBECNA FAKULTNI NEMOCNICE

b




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

Muz/ Odbornost Zaméstnanec | Funkce v EK | Pfitomen Hlasoval
Zena Specialist zfizovatele Role in EC Attendance | Voted
Male/ EK’ Ano Ne | Ano Ne
Female Ano Ne Yes No | Yes No
Yes No
PharmDr.Zbyn&k Sklena¥, | M/M Pharmacist X [ | Predseda/ X O |IXO
Ph.D, MBA Pharmacologist Chairperson
MUDr.Magda Si§kova, Z/F Haematologist | [ 1 | Mistopred- X X O
CSc. seda/Vice-
chairperson
JUDr.Milada DZupinkovd, | Z/F Lawyer [ 1| ClenMember K [0 |K O
MBA
Jana Farkacova ZIF Lab.Technician | [X] [ [ Clen/Member [ [] X
Doc.MUDr.Pavel Freitag, | M/M Gynaecologist | X O | ClewMember | [ O
CSc.
Ing.Antonin Grodpic, CSe. | M/M Engineer ] X | Clen/Member O [X 0O
Prof.MUDr.Eva Kubala Z/F Neurologist | Clenmember (K O [ O
Havrdova, CSc.
MUDr.Hana Honovi 7/F Oncologist Clen/Member n []
MUDr.Anna Jedli¢kovi Z/F Microbiologist Clen/Member
MUDr.Ladislav Korabek, | M/M Dental surgeon | [X [] | Clen/Member | [] ]
CSc., MBA
Prof.MUDr.FrantiSek M/M Pharmacologist | [X] [ ClenMember (X [ [XK O
Perlik, DrSc.
Prof.MUDr.Jan Roth, CSc. | M/M Neurologist X [] | ClenMember [[J XK |0 X
Mgr.Libuse Roytovi Z/F Member of O D [ ClenMember (K [0 [X O
Megr.ThLic.of Theologie clergy
MUDr.Katefina Rusinova, | ZF Anesthesiologist | [X] O | ClewMember [0 X 10 X
MgA.,Ph.D. -Intensive Med.
JUDr.Sdrka Specidnova Z/F Lawver (| Bd | Clen/Member 0O IXK 0O
MUDr.Marcela Z/F Privat O B | Clen/Member X O X O
Trojankova Nefrologist
Prof.MUDr.Jiii Zeman, M/M Paediarrist — X O [ ClenMember (K [J [ O
DrSc. AdolescentMed

pozn: ‘Zaméstnanec zfizovatele EK/ Emplovee of EC appointing authority)

Eticka komise prohladuje, 7e byla ustavena a pracuje v souladu se spravnou klinickou praxi (GCP) a platnymi pravnimi
piedpisy. 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:
BJAno/Yes  [INe/No Komentai/ Comments:

|

Datum/Date: 15.10.2020 Podpis pfedsedy nebo zastupce
Signature of Chairperson\ay Vice-Chairperson

Eticka komise PharmDr. ZbynékUSklenat, Ph.D.
Vieobecné fakultni nemocnice
v Praze
Na Bojisti 1, 128 00 Praha




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

Muz/ Odbornost Zaméstnanec | Funkce v EK | Pfitomen Hlasoval
Zena Specialist ziizovatele Role in EC Antendance | Voted
Male/ EK’ Ano Ne | Ano Ne
Female Ano Ne Yes No | Yes No
Yes No
PharmDr.Zbynék Sklend¥, | M/M Pharmacist X [ | predseda/ X O K O
Ph.D, MBA Pharmacologist Chairperson
MUDr.Magda SiSkovi, Z/F Haematologist | [ [0 | Mistopfed- X O X
CSc. seda/Vice-
chairperson
JUDr.Milada Dzupinkova, | Z/F Lawyer X [ | Clen’Member |4 [ M O
MBA
Jana Farkadovi Z/F Lab.Technician | X [J | ClewMember | [ | [
Doc.MUDr.Pavel Freitag, | M/M Gynaecologist | 4 ] [ ClenMember [ [ [ O
CSc.
Ing.Antonin Grospic, CSe. | M/M Engineer ] XK [ClenMember (KX [0 [K O
Prof.MUDr.Eva Kubala Z/F Neurologist X O [ClenMember [ O (K O
Havrdova, CSe.
MUDr.Hana Honovi ZJF Oncologist [1 [ Clen/Member [] [ ]
MUDr. Jifi Humhal M/M Cardiologist Clen/Member
MUDr.Anna Jedli¢kovi Z/F Microbiologist | [] Clen/Member [] []
MUDr.Ladislav Koribek, | M/M Dental surgeon | [X (] | Clen/Member | [] X 1 X
CSc., MBA
Prof.MUDr.Jan Roth, CSc. | M/M Neurologist X [] | ClenMember [X [] [ [
Mgr.Libuse Roytovi Z/F Member of ] X | Clen/Member O X O
Mgr.ThLic.of Theologie clergy
MUDr.Katefina Rusinova, | Z/F Anesthesiologist | D] O [ ClenMember | [ [ O
MgA.,Ph.D, -Intensive Med.
JUDr.Sdrka Specidnovi Z/F Lawyer =] B4 [ClenMember | [ I O
MUDr.Marcela Z/F Privat O ] | ClenMember | [ [ O
Trojankova Nefrologist
Prof.MUDr.Jifi Zeman, M/M Paediatrist — X O | Clen/Member O | 0O
DrSe. 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:

B Ano/ Yes [INe/No Komentai/Comments: o
Datum/Date: 19.11.2020 Podpis preds: K nebo zastupce
Signature of Chairper: I n or Vice-Chairperson
Etickd komise PharmDr. Zbynék Sklenéi, Ph.D.
Vseobecné fakultni nemocnice
v Praze

Na Bojidti 1, 128 00 Praha




