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Etickd komise Na Bojisti 1

Vieobecné fakultnf nemocnice v Praze 128 08 Praha?2
ETHICS COMMITTEE tel.: 224964131
of the General University Hospital, Prague e-mail: eticka.komise@vfn.cz

Viazena pani

Michaela Cvejnova 13.12.2018
Ptikopy 1209 ¢,j. 1926/18 S-IV
547 01 Néachod

Etickd komise VFN projednala na svém zasedani 15.11. a 13.12.2018 Vami pfedloZeny individualni vyzkum
¢.]. 1926/18 S-IV — bakalafskou praci

Nézev studie/Title of CT: Riziko vzniku poruchy metabolism glukdzy u Zen sledovanych pro gestacni
diabetes mellitus.

Zadatel/Applicant: Michaela Cvejnova, Diabetologicka ambulance pro t8hotné Zeny, Gynekologicko-
porodnicka klinika a III. Interni klinika 1.LF UK a VFN v Praze, Apolinafska 18, 128 51 Praha 2

Lhita pro podani pisemné zpravy o priub&hu KH od jeho zahdjeni/ Time schedule for submission of the wriften

Annual Report: 1x ro&n& Once a year [ 1Jina lhita/Other
Uhrada nakladi spojenych s posouzenim zadosti a vyvdanim stanoviska 'Reimbursement of costs related ro assessment
of the EC: 1 Ano/Yes B4 Ne, diivod/No, reasons: Nesponzorovany projekt

Datum dorucdeni zadosti / Date of submission of the Application Form: 26.10.2018

Datum jedndani EK+&as/Date and time of Ethics Commitiee s session:

1) 15.11.2018 (15,30 — 18.15 hod.) — pozastaveno pro pfipominky, odeslany e-mailem. Opravené
dokumenty dodany dne 28.11.2018 pod ¢j. 2088/18 D

2) 13.12.2618 (15,30 — 18,00 hod) - souhlas s doporucenim

Seznam mist hodnocenf s oznacenim mist, ke kterym se EX vyjadiila jako mistni EK a kde vykondva dohled

[T 47 . . B r . B 3 ¢ L

Misto hodnoceni . Jméno zkousejiciho | Mistni EK | Adresa misini EXK

Trial Site / Name of Investigator __ I Local EC | Address
} Michaela Cveinovd, Diabetologické ambulance pro t¢hoté Zeny. | B | EK VEN. Na Rojisti 1.
| Gynekologicko-porodnickd kiinika & b Interm kilnike LLF UR a VEN ! 128 08 Praha 2

| Praze, Apolinadfska 18, 128 51 Praha 2

Seznam hodnocenych dokumenti / List of all submitted documents:

| Nézev dokumentu, verze, datum | Schvileno | Na védomi /
Document title, version, dute | /Approved | Taken into
} I. Faccount
: |ANC |[NE |ANO |NE
; L | Yes !No |Yes No
| Zadost o vyjadteni etické komise s popisem projektu. 29.10.2018 [ B4 | ]
| Zkraceny formulaf EK VFN k neintervanéni dotaznikové studii. 29.10.2018 Ll X LJ
| Zadost o dotaznikovou akci se souhlasem vedeni pracovists, 31.10.208 Ll O X []
‘Cestné prohladeni o provadéni vyzkumu, 29.10.2018 L] 0 X Ll |
Souhias prednosty kliniky, 29.10.2018 O 0] X L]
Souhlas vedouci bakaléské préce s neintervenéni studii, 29.10.2018 B 1L 0 X [l
| Souhlas naméstkyné pro nelekarska zdravotnicka povolani, 29.10.2018 ] : 1| ]
| Zivotopis hlavni zkousejici: Michaela Cvejnova [ X [
2088/18 D s
Zadost o vyjadeni etické komise s popisem projektu, 26.11.2018 X 1 R L]
| Zkréceny formuléf EK VFN k neintervanéni dotaznikové studii, 26.11.2018 il Il -
Zadost o dotaznikovou akei se souhlasem vedeni pracovists, 28.11.208 ] l ] B4 ]
Stangvisko etické komise:
EK vydava / EC issues X] Souhlasné stanovisko/Favourable opinion

[ Nesouhlasné stanovisko/ Unfavourable opinion
EK VFN vydava souhlasné stanovisko k provedeni individudlniho vyzkumu — bakalafské prace v
Diabetologické ambulanci pro téhotné Zeny. s doporucenim Gpravy nézvu studie (Riziko vzniku... u jiz
diagnostikevaného onemocnéni?).

&5irid komise Podpis predsedy EK / Signarire of Chairperson
Vitulennd f2kulind nemocnice
"V Praze e 43
.2 Bojist 1

123 08 Praha 2 MLIDr Tocaf SENNAT oda



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

Muz | Odbornost i Zamé&stnanec | Funkce v EK Pfitomen Hlasoval
Zena Specialist | ziizovatele Role in EC Attendance | Voted
Male/ | EK' Ano Ne | Ano Ne
| Female ! | Ano Ne | Yes  No Yes No
? | Yes  No_ |
MUDr.Josef Sedivy, CSe. | M/M | Clinical ' [ | Predseda/ X O |[XK O |
Pharmacologist | Chairperson
MUDr.Magda Siskov4, Z/F Haematologist | X 1 | Mistopied- | XK OO X
CSe. seda/Vice- ;
} | chairperson | |
JUDr.Milada DZupinkova, | Z/F Lawyer i 1| ClenMember | X [ X U
MBA
Jana Farkadova 7/F Lab. Technician M Clen/Member ] 4 ’ ]
Doc.MUDr. Pavel Freitag, M/M | Gyraecologist < 1 | Clen/Member X [ ! ] K
CSc. | i ,
Ing.Antonin Gro§pic, CSe. | M/M | Engineer | D4 | ClenMember | X [ [ O 5
Prof. MUDr. Eva Kubala Z/F | Neurologist ' X (1 | ClenMember | [1 X ]
Havrdova, CSc.
MUDr.Hana Honova M/M Oncologist B [ ] | Clen/Member 1l X [l X
MUDr.Anna Jedlifkova ZiF Microbiologist | [ ] X | Clen/Member ’ 1 X
MUDr.Jifi Kola# | MM | Cardiologist ] | Clen'Member | [] ]
MUDr.Ladislav Korabek, | M/M | Dental surgeon | 1 Clen/Member O X O
CSc. , MBA |
Prof.MUDr.Frantifek M/M Pharmacologist | 4 L] | Clen/Member X [ ]
Perlik, DrSec. )
Prof.MUDr.Jan Roth, CSe. | M/M | Newrologisi | (1 ! Clen/Member | [XI [1 X [
Megr.LibuSe Roytovi /P | Member of [ L] Clen/Member ] B4
Mgr.ThLic.of Theologie clergy e )
MUDr.KateFina Rusinovs, | Z/F Anesthesiologist | [X] L[] | Clen/Member | X] [ []
MgA.,Ph.D. | -Tntensive Med.
JUDr.Sirka Specidnova Z/F | Lawyer 1O M | Clen/Member | X1 [1 | X [
MUDr.Marcela 7/F | Privat L] D | Clen’Member | DI [1 | XK [
Trojankovi 1 Nephrologist | _
Prof.MUDr.Jifi Zeman, MM | Pacdiatrist— | O] | ClewMember | X 0 X [
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
piedpisy. Posledni sloupec udava, zda clenoveé EK byli pritomni hiasevéni, 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:

KAno/Yes [ INe/No

Datum/Date: 15.11.2018

Elicka komise

Komental/'Comments:

Vieoneena fakulinf nemocnice

v Praze
Ne Bojist 1
12808 Praha 2

Podpis predsedy EK nebd zastupce

L’
Signature of Chairperson or Vice-Chairperson

L TN | &
MUDr Tngas SEONnN

VY, OQh
5 DT,
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Seznam {leniu etické komise/ List of the Ethics Committee Members:

i

MuZz/ Odbornost Zamésinanec | Funkce v EK | Pfitomen Hlasoval | |
Zena Specialist ziizovatele Role in EC Attendance | Voted
Male/ EK” Ano Ne | Ano Ne
Female Ano Ne Yes No Yes No
Yes No
MUDr.Josef Sedivy, CSe. M/M Clinical (<] [ | Predseda/ ] L]
Pharmacologist Chairperson
MUDr.Magda SiSkova, Z/F Haematologist | [X] [1 | Mistopfed- MO I
CSe. seda/Vice-
| chairperson
JUDr.Milada DZupinkova, | Z/F - Lawyer X 1 | Clen/Member <1 X [
MBA ‘
Jana Farkalova 7/F Lab. Technician | [X) [1 | Clen’'Member | X [ ]
| Doc.MUDr. Pavel Freitag, | MM | Gynaecologist | 4 1 | Clen/Member N X
CSe. ‘ | ‘ |
Ing.Antonin Grodpic, CSe. | M/M Engineer 1 K [ ClenMember | [0 X O
Prof. MUDr. Eva Kubala 7/F Neurologist X (] [ ClenMember | [ X [
Havrdova, CSe. |
MUDr.Hana Honova M/ Oncologist 1 (1 | Clen/Member | [X] [ [
MUDr.Anna Jedlitkova Z/F Microbiologist | [ B | Clen/Member X [
MUDr.Jifi Kolar M/M Cardiologist X L] | ClenMember ([] X | K
MUDr.Ladislav Korabek, M/M | Dental surgeon ‘ X 1 | Clen/Member ] X O
CSe., MBA j ; '
Prof. MUDr.FrantiSek M/M ‘ Pharmacologist X 1 | Clen/Member | ] [
Perlik, DrSc. 1 | |
Prof.MUDr.Jan Roth, CSe. | MM | Neurologist 'K [ | Clen/Member [ [] L]
Mgr.LibuSe Roytova 7/F | Member of ! [] I | Clen/Member | X [ X L
. Mer. ThLic.of Theologie — | clergy
MUDr.Katefina Rusinova, | ZF Anesthesiologist | X [1 | ClenMember | [ L]
| MgA. Ph.D. -Intensive Med. - |
‘ JUDr.Sarka Specignova Z/F Lawyer L B | Clen/Member [] > [
MUDr.Marcela Z/F Privar N B | Clen/Member | X [ X []
Trojankova Nephrologist | | i a
Prof.MUDr.Jifi Zeman, MM | Paediatrist— | [ |Clen’Member | [ [ |0 KX
DrSec. | AdolescentMed | i

pozn: “Zaméstnanec ziizovatele EK/ Emplovee of EC appointing authority)

Eticka komise prohlasuje, Ze byla ustavena a pracuje v souladu se spravnou klinickou praxi (GCP) a platnymi pravnimi
piedpisy. Posledni sloupec udavé, zda Slenové 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 causel are indicated in the last column:
Komentat/Comments:

B Ano/ Yes [ INe/No

Datum/Date: 13.12.2018

Biicka kqn}ise )
Veeobecna fakulini nemochice

|"‘

Praze

Na Bojidti 1
128 08 Praha 2

Signature of Chairperson or Vice-Chairperson

L

Podpis predsedy EK nebp)zastupce

MLDz, Josel ==

-
Y
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