Eticka komise Na Bojisti 1

V§eobecné fakultni nemocnice v Praze 128 08 Praha 2
ETHICS COMMITTEE tel.: 224964131
of the General University Hospital, Prague e-mail: eticka.komise@vin.cz
VéZen4 pani
Zaneta Sebestikova 15.4.2021
Sokolovska 1273/150 ¢.j. 54/21 S-1Iv

180 00 Praha 8 - Libeil

Vazena pani Sebestikova,
Eticka komise VFN projednévala na svém zasedani dne 15.4.2021 Vami ptedloZeny individualni vyzkum
¢.j. 54/21 S-1V — bakalarska prace.

Nizev studie/Title of CT: Vliv hospitalizace na psychiku ditéte

Zadatel/Applicant: 7aneta Sebestikové, Klinika pediatrie a dédi¢nych poruch metabolismu VFN a 1. LF UK
v Praze, Ke Karlovu 2, 128 08 Praha 2

Lhiita pro podani pisemné zpravy o pribéhu KH od jeho zahajeni/ Time schedule for submission of the written
Annual Report: [] 1x roén&/Once a year XJina lhiita/Other: 6 mésicit

Uhrada nikladé 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: 17.3.2021 + 6.4.2021(¢j. 572/21 D)
Datum jednani EK+¢as/Date and time of Ethics Committee s session: 15.4.2021 (15:30 — 18:30 hod.)

Misto hodnocent/ Jméno zkousejiciho Mistni EK | Adresa mistni EK

Trial Site / Name of Investigator Local EC | Address

Zaneta Sebestikova, Klinika pediatrie a dédi¢nych poruch metabolismu X EK pfi VFN, Na Bojisti 1,

VFN a 1. LF UK v Praze, Ke Karlovu 2, 128 08 Praha 2 128 08 Praha 2

Seznam hodnocenych dokumentw/List of all submitted documents:

Nazev 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, bez data | LI ([

Dotaznik 1 — rodi¢ ptitomny pii hospitalizaci, bez data X RN

Dotaznik 2 — rodi¢ neptitomny pfi hospitalizaci, bez data X [mEInIn

Zadost o dotaznikovou akei, 15.3.2021, v&. Souhlasu vedeni pracovisté [] X [0

572/21D

Dotaznik k predklédanym dokumentiim - Vicetidelovy formuléf EK VFN, bez data O 1OIxX O

Souhlas se shromazd'ovanim a zpracovanim osobnich vidaji Doruéeno

Cestné prohlaseni o provadéni vyzkumu ve VEN z 6.4.2020, v¢. Souhlasu prednosty l:l O X [l

kliniky

Zivotopis hlavniho zkougejiciho: Zaneta Sebestikova e [

Stanovisko etické komise:

EK vydava / EC issues X] Souhlasné stanovisko/Favourable opinion

[[] Nesouhlasné stanovisko/Unfavourable opinion

EK VFEN vydava souhlasné stanovisko k provedeni individudlniho vyzkumu na Klinice pediatrie
a dédi¢nych poruch metabolismu VFN a 1. LF UK v Praze.
Podpis prredsedy / zastupce EK VFN
Signature of Chairpgrson / Vice-Chairperson
PharmDr. Zbyndfk denéf, Ph.D.

VSEOBECNA FAKULTNI NEMOCNICE
V PRAZE
ETICKA KOMISE
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®




Seznam ¢lenii 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. Zbynék Sklenaf, | M/M Pharmacist X ] Predseda/ X O X
Ph.D., MBA Pharmacologist Chairperson
MUDr. Magda Si¥kova, Z/F Haematologist [] | Mistopted- X O X Od
CSe. seda/Vice-
chairperson
JUDr. Milada DZupinkové, | Z/F Lawyer X ] ClewMember | [ [X [
MBA
Jana Farkadova Z/F Lab.Technician | [X] ] Clen/Member [ ]
Doc. MUDr. Pavel Freitag, | M/M Gynaecologist | X O ClewMember |4 [ X []
CSc.
| Ing. Antonin Grofpic, CSc. | M/M | Engineer ] X [ Clen/Member X [
Prof. MUDr. Eva Kubala Z/F Neurologist ] Clen/Member 0 XK O
Havrdova, CSc.
MUDr. Hana Honova 7/F Oncologist X [ Clen/Member X [
MUDr. Jifi Humbhal M/M | Cardiologist X [ [ClenMember [ [ [ [
MUDr. Anna Jedli¢kovi Z/F Microbiologist | [ ] DX | ClewMember |1 [] |[X [
MUDr. Ladislav Korabek, | M/M Dental surgeon [ | ClewMember | K [] ]
CSec.. MBA
Prof. MUDr. Jan Roth, M/M Neurologist X ] ClewMember | X [ [ [
CSe.
Mgr. Libuse Roytova Z/F Member of | Clen/Member | X [ ]
Mgr. ThLic. of Theologie clergy
MUDr. Katefina Rusinova, | Z/F Anesthesiologist | [X| ] Clen/Member | [] 1 X
| MgA., Ph.D. -Intensive Med.
PharmDr. Martin Sima, M/M Clinical X ] Clew/Member | X [ ]
Ph.D. Pharmacist
JUDr. Sérka Speciinovs Z/F Lawyer L] X [Clen/Member |[XI [1 [X []
MUDr. Marcela Z/F Privat ] 4] Clen/Member | 4[] ]
Trojankova Nefrologist
Prof. MUDr. Jifi Zeman, M/M Paediatrist — B ] ClewMember | X [ | X
DrSc. 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:

XAno/Yes  [INe/No Komentat/Comments.:

Datum/Date: 15.4.2021 Podpis prredsedy] | 0 zastupce

Signature of Chairpdyson or Vice-Chairperson
Eticka komise PharmDr. Zlwnék Sklenaf, Ph.D., v.r.
Vieobecné fakultni nemocnice
v Praze

Na Bojisti 1, 128 00 Praha
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