Priloha €. 1 Souhlas etické komise

Eticka komise
Vseobecné fakultni nemocnice v Praze
ETHICS COMMITTEE

of the General University Hospital, Prague

Na Bojisti 1
128 08 Praha 2
tel.: 224964131
e-mail: eticka.komise@vfn.cz

Vazena pani

Apolena Pluharova 13.12.2018
Pricni 35 ¢.j.: 1958/18 S-IV
252 26 Kosor

Eticka komise VFN projednala na svém zasedéni 15.11.2018 a 13.12.2018 a 21.2.2019 a21.3.2019 Vami
predloZeny individuélni vyzkum ¢.j. 1958/18 S-IV — bakalaiskou praci

Nazev studie/Title of CT: Obezita a psychiatricka onemocnéni

Zadatel/Applicant: Apolena Pluhatova, III. Interni klinika — klinika endokrinologie a metabolizmu VFN a 1.
LF UK v Praze, U Nemocnice 499/1, 128 08 Praha 2

Lhiita pro podani pisemné zpravy o prubéhu KH od jeho zahajeni/ Time schedule for submission of the
written Annual Report: X 1x ro&né/Once a year [ ]Jina lhita/Other

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

Datum dorucéeni zadosti / Date of submission of the Application Form: 6.11.2018

Datum jednani EK+¢as/Date and time of Ethics Committee ‘s session:
1)
dokumenty dodény dne 30.11.2018 pod ¢j.: 2122/18 IS

15.11.2018 (15:30 — 18:15 hod.) — pozasteveno pro pfipominky, odeslany e-mailem. Opravené

2) 13.12.2018(15:30 —18:00) — opét pozastaveno, pripominky odeslany e-mailem. Opravené
dokumenty dodény dne 30.1.2019 pod ¢j. 192/19 D
3) 21.2.2019 (15:30 — 17:15 hod) — opét pozastaveno, pfipominky odeslany e-mailem. Opravené
dokumenty doruceny dne 8.3.2019 pod ¢;. 462/19 IS, D
4) 21.3.2019 (15:30 — 17:45 hod) - souhlas
Seznam mist hodnoceni s oznacenim mist, ke kterym se EK vyjadrila jako mistni EK a kde vykonava
dohled
Misto hodnoceni / Jméno zkousSejiciho Mistni EK | Adresa mistni EK
Trial Site / Name of Investigator Local EC | Address
Apolena Pluhatova, III. Interni klinika — klinika endokrinologie a X EK pti VFN, Na Bojisti 1,
metabolizmu VFN a 1. LF UK v Praze, U Nemocnice 1, 128 08 Praha 2 128 08 Praha 2
Seznam hodnocenych dokumentii / List of all submitted documents:
Nazev dokumentu, verze, datum Schvaleno |Na védomi/
Document title, version, date /Approved | Taken into
account
ANO ([NE |ANO |NE
Yes No | Yes No
Zadost o vyjadreni etické komise ze dne 5.11.2018 [ ] [[] D_
Zlawraceny formulat EK VFN k neintervanéni dotaznikové studii se souhlasem prednostky | [] (] X ]
kliniky ze dne 5.11.2018
Zadost o dotaznikovou akci se souhlasem vedeni pracoviité ze dne 5.11.2018 [ ] 1[I [ ]
Dotazniky pro pacienty: Denik pacienta ze reduk&ni hospitalizece odd. D3 + Beckova | [ ] X [ ]
posuzovaci 8kala deprese a uzkosti + dotaznik jidelnich zvyklosti verze 2015 +
Osobnostni inventaf pro DSM-5 (PID-5) + G-FCQ-T + EDE-Q + Graf védhy
Cestné prohlaeni o provadéni vyzkumu se souhlasem prednosty kliniky, nedatovano L] R L]
Souhlas se sromazd’ovanim a zpracovanim osobnich udaji Dokument doru¢en
Zivotopis hlavni zkou$eiici: Apolena Pluhatova ] I ][ | [l
2122/18 IS
Informace pro pacienty DX [[1[0] [
192/19 D
Priivodni dopis k dotaznikdim pro pacienty [ [0 [




462/191IS D
Priivodni dopis nedatovan ] [ |
Souhlas vedouciho bakalatské priace s vvzkumem ]

L[]

Stanovisko etické komise:

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

[ ] Nesouhlasné stanovisko/Unfavourable opinion

EK VFN vydava souhlasné stanovisko k provedeni individualniho vyzkumu — bakalafské prace na III.
Interni klinice — klinice endokrinologie a metabolizmu VFN a 1. LF UK v Praze

Podpis predsed/y EK/ S:gnamre of Chairperson

' cticka komise C(m
Véz20becnd fakultni nernocnice MDY foge Jc Ty
v Praze Mt

ila Bojisti 1 -
128 08 Praha 2

273




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

Muz/ Odbornost Zamé&stnanec | Funkce v EK | P¥itomen Hlasoval | |
Zena Specialist ztizovatele Role in EC Attendance | Voted
Male/ EK’ Ano Ne | Ano Ne
Female Ano Ne Yes No | Yes No
Yes No
MUDr.Josef Sedivy, CSc. M/M Clinical 24 [] | Predseda/ X O X O
Pharmacologist Chairperson
MUDr.Magda Siskova, Z/F Haematologist | [X ] | Mistopted- X X OO
CSc. seda/Vice-
chairperson
JUDr.Milada DZzupinkovd, | Z/F Lawyer X [] [Clen'Member |XI [ |X
MBA
Jana Farkadova Z/F Lab.Technician | [X| [] | Clen/Member |[] [X [ X
Doc.MUDr. Pavel Freitag, | M/M Gynaecologist X [ | Clen’Member |XI [ | []
CSc.
Ing.Antonin Grogpic, CSe. | M/M Engineer ] X | Clen'Member | X [1 |X []
Prof. MUDr. Eva Kubala Z/F Neurologist X [T | Clen/Member | [] O X
Havrdova, CSc.
MUDr.Hana Honova M/M Oncologist X [1 ]| Clen/Member | [ ] [X [1 X
MUDr.Anna Jedlitkova Z/F Microbiologist | [] X [ClenMember [ X [ |X [
MUDr.Ji¥i Kola¥ M/M Cardiologist = [1 | Clen/Member |[] [X 00X
MUDr.Ladislav Korabek, | M/M Dental surgeon | [X [ | Clen/Member | D] [ X [
CSc. , MBA
Prof.MUDr.Frantisek M/M Pharmacologist | [X| ] | Clen’Member | X [ X [
Perlik, DrSe.
Prof.MUDr.Jan Roth, CSc. | M/M Neurologist X [1 | ClenMember |XI [ |X [
Mgr.Libuse Roytova Z/F Member of N X | ClenMember | [ |IX [
Mgr.ThLic.of Theologie clergy
MUDr.Katefina Rusinova, | ZF Anesthesiologist | [X] [ | ClenMember | [ | [
MgA..Ph.D. -Intensive Med.
JUDr.Sarka Specianova Z/F Lawyer ] Xl | Clen'Member |XI [ DA [ ]
MUDr.Marcela Z/F Privat ] Xl | Clen/Member | [XI [ > [
Trojankova Nephrologist
Prof.MUDr.Jifi Zeman, M/M Paediatrist — = 1 [ Clen/Member |[XI [ |
DrSc. AdolescentMed

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

Eticka komise prohladuje, Ze byla ustavena a pracuje v souladu se spravnou klinickou praxi (GCP) a platnymi pravnimi
predpisy. Posledni sloupec udava, zda €lenové EK byli pfitomni hlasovani, ale nikoli jak hlasovali ve v&ci./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 [ JNe/No

Datum/Date: 15.11.2018

Etické komise

Komentat/Comments:

vvo - mopnd fakultni nemocnics

v Praze
+'~ Bojisti 1

. Braha 2

Podpis pfedsedy EK nebt#

L/U'u(’,i:;/

stupce

Signature of Chairperson or Vice-Chairperson

RN P et \ Ny,
MUDr, hosaf SEDNVY,
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Seznam élenii etické komise/ List of the Ethics Committee Members:

Muz/ Odbornost Zaméstnanec | Funkce v EK | P¥itomen Hlasoval | |
Zena Specialist ztizovatele Role in EC Attendance | Voted
Male/ EK* Ano Ne | Ano Ne
Female Ano Ne Yes No | Yes No
Yes No
MUDr.Josef Sedivy, CSe. | MM | Clinical X [] | Predseda/ X O K [
Pharmacologist Chairperson
MUDr.Magda Siskova, Z/F Haematologist | [X] (] | Mistopted- X O |X O
CSc. seda/Vice-
chairperson
JUDr.Milada Dzupinkova, | Z/F Lawyer X (] | ClenMember |XI [1 | [
MBA
Jana Farkadova Z/F Lab.Technician [] | Clen/Member |X] [ ]
Doc.MUDr. Pavel Freitag, | M/M Gynaecologist | [X [] | Clen/Member |[] [ [
CSc.
Ing.Antonin Gro$pic, CSe. | M/M Engineer ] X [Clen/Member [ [1 | [
Prof. MUDr. Eva Kubala Z/F Neurologist (] | ClewMember | [} X
Havrdova, CSc.
MUDr.Hana Honova M/M Oncologist X [] [Clen/Member | X [ |X [
MUDr.Anna Jedli¢kova Z/F Microbiologist | [ ] X [ ClenMember [ [1 [X [
MUDr.Jifi Kola¥ M/M Cardiologist X [] | Clen/Member | [] X [ X
MUDr.Ladislav Korabek, | M/M Dental surgeon | [ [ 1 | Cle’Member | X [] X [
CSec. , MBA
Prof.MUDr.Franti$ek M/M Pharmacologist | [X [] |Clen/Member |X [1 |[X [
Perlik, DrSc.
Prof. MUDr.Jan Roth, CSc. | M/M Neurologist X [1 | Clen/Member | [ ] ]
Mgr.Libuse Roytova Z/F Member of ] D | ClewMember | X [ |X OO
Mgr.ThLic.of Theologie clergy
MUDr.Katefina Rusinov4, | ZF Anesthesiologist 1 | Clen/Member O IX O
MgA. Ph.D. -Intensive Med.
JUDr.Sarka Specidnova Z/F Lawyer [ ] Xl | Clen/Member | X [ X [
MUDr.Marecela Z/F Privat [] X | Clen/Member ] < [
Trojankova Nephrologist
Prof. MUDr.Jifi Zeman, M/M Paediatrist — [0 [Clen/Member |[] XK | X
DrSc. AdolescentMed

pozn: “Zam@&stnanec zfizovatele EK/ Employee of EC appointing authority)

Eticka komise prohla3uje, Ze byla ustavena a pracuje v souladu se spravnou klinickou praxi (GCP) a platnymi pravnimi
pfedpisy. Posledni sloupec udévé, zda €lenové EK byli ptitomni hlasovani, ale nikoli jak hlasovali ve v&ci./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 [ ]Ne/No

Datum/Date: 13.12.2018

Eticka komise

Komentat/Comments:

V&aobecna fakultni nemocnic2

v Praze
iJa Bojisti 1
128 08 Praha 2

|

(u"‘xg (A

Podpis ptedsedy EK nebo
Signature of Chairperson or Vice!Chairperson
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Seznam ¢lent etické komise/ List of the Ethics Committee Members:

Muz/ Odbomost Zamé&stnanec | Funkce v EK | Ptitomen Hlasoval | |
Zena Specialist ziizovatele Role in EC Attendance | Voted
Male/ EK' Ano Ne | Ano Ne
Female Ano Ne Yes No | Yes No
i} Yes No
MUDr.Josef Sedivy, CSc. M/M Clinical X [ | Predseda/ X O X O
Pharmacologist Chairperson
MUDr.Magda Siskova, Z/F Haematologist | [ [] | Mistopted- X O X O
CSc. seda/Vice-
chairperson
JUDr.Milada Dzupinkova, | Z/F Lawyer X (]| ClenMember |[[] X [0 X
MBA
Jana Farkatova Z/F Lab.Technician | [X [1 [ Clen/Member |XI [] |X []
Doc.MUDr.Pavel Freitag, | M/M Gynaecologist | [X] [ [ Clen/Member |[1 X |00 X
CSec.
Ing.Antonin Gro3pic, CSe. | M/M Engineer [] X [ClenMember [[1 X [0 X
Prof.MUDr.Eva Kubala Z/F Neurologist <] [] | ClewMember |X] [ |X [
Havrdova, CSe.
MUDr.Hana Honova M/M Oncologist X [1 | Clen/Member | X [] X [
MUDr.Anna Jedli¢kova Z/F Microbiologist | [] X | Clen/Member | X [ ]
MUDr.Jifi KolaF M/M Cardiologist X [T | Clen/Member |[1] X ([ KX
MUDr.Ladislav Korabek, | M/M Dental surgeon | [X [ | ClensMember | [] X |0 X
CSc. , MBA
Prof.MUDr.FrantiSek M/M Pharmacologist | [X] (] [Clen/Member | X [ |X [
Perlik, DrSc.
Prof.MUDr.Jan Roth, CSc. | M/M Neurologist X (] [Clen'Member |[] X | X
Mgr.Libu$e Roytova Z/F Member of ] D] | ClenMember |[XI [ |X [
Mgr.ThLic.of Theologie clergy
MUDr.KateFina Rusinovd, | Z/F Anesthesiologist | [X] (] [ClenMember [[] K |0 K
MgA.,Ph.D. -Intensive Med.
JUDr.Sarka Specianova Z/F Lawyer ] X] | Clen'Member | XI [ ][]
MUDr.Marcela Z/F Privat ] X | Clen'Member | ] [ X [
Trojankova Nefrologist
Prof.MUDr.Ji¥i Zeman, M/M Paediatrist — [ [] [Clen/Member |[[] X |0 X
DrSc. AdolescentMed

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

Eticka komise prohladuje, Ze byla ustavena a pracuje v souladu se spravnou klinickou praxi (GCP) a platnymi pravnimi
ptedpisy. Posledni sloupec udévé, zda €lenové EK byli ptitomni hlasovani, ale nikoli jak hlasovali ve v&ci. /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:

DXAno/Yes [ INe/No

Datum/Date: 21.2.2019

£ WS e
glioke t?t?\'\ A Bnoat

2

Komentat/Comments:

Podpis ptedsedy EK nebo(zést Ipce
Signature of Chairperson or Vice-Chairperson

MUy

. losaf SEDIVY, CSc.

53




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

Muz/ Odbornost Zamé&stnanec | Funkce v EK | Piitomen Hlasoval | |
Zena Specialist zfizovatele Role in EC Attendance | Voted
Male/ EK" Ano Ne | Ano Ne
Female Ano Ne Yes No | Yes No
Yes No
MUDr.Josef Sedivy, CSc. M/M Clinical ] [] | Predseda/ K O X O
Pharmacologist Chairperson
MUDr.Magda Siskova, Z/F Haematologist | [X] Mistopred- X [ ]
CSc. seda/Vice-
chairperson
JUDr.Milada Dzupinkova, | Z/F Lawyer X L[] | Clen/Member |[] X |[]
MBA
Jana Farkadova Z/F Lab.Technician | [X [] | Clen/Member (1 X (]
Doc.MUDr.Pavel Freitag, | M/M Gynaecologist | X [1 | Clen/Member | [X] [ X []
CSc.
Ing.Antonin Gro$pic, CSe. | M/M Engineer [ Clen/Member [] X [
Prof.MUDr.Eva Kubala Z/F Neurologist X [] | Clen/Member |XK [] X []
Havrdova, CSc.
MUDr.Hana Honova M/M Oncologist [ 1 | Clen/Member ] X [
MUDr.Anna Jedlitkova Z/F Microbiologist | [] X | Clen/Member | [X] []
MUDr.JiFi Kol M/M Cardiologist X L] [Clen'Member [[1 X |1 K
MUDr.Ladislav Korabek, | M/M Dental surgeon | [ L] | ClewMember | [ |X [
CSec., MBA
Prof.MUDr.Frantigek M/M Pharmacologist | [X (] | Clen/Member | [0 | [
Perlik, DrSc.
Prof. MUDr.Jan Roth, CSe. | M/M Neurologist X [1 | Clen/Member X 1 X
Mgr.Libuse Roytova Z/F Member of [] X | Clen/Member | X [] X [
Mgr.ThLic.of Theologie clergy
MUDr.KateFina Rusinova, | ZF Anesthesiologist | X ] | Clen/Member 0 X O
MgA..,Ph.D. -Intensive Med.
JUDr.Sarka Specianova Z/F Lawyer ] X | Clen/Member | X [] [
MUDr.Marcela Z/F Privat ] X | Clen/Member | X [] X [
Trojankova Nefrologist
Prof.MUDr.Ji#i Zeman, M/M Paediatrist — X [] | ClenMember (X [ |X [
DrSe. AdolescentMed

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

Eticka komise prohla3uje, Ze byla ustavena a pracuje v souladu se spravnou klinickou praxi (GCP) a platnymi pravnimi
pfedpisy. Posledni sloupec udéva, zda &lenové EK byli pfitomni hlasovéni, 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 [ |Ne/No Komenta¥/Comments: }
i.:)"w,i\z
Datum/Date: 21.3.2019 Podpis predsedy EK nebo zastupce
Signature of Chairperson or Vice-Chairperson

Eticka komise

aapbecna fakultni namocnics 1asef SEDIVY, CSC.
V&2 Vpraé?m MUDr. los ’
i a Baji
12|8 (08 Praha 2






