Eticka komise Na Bojisti 1

Vieobecené fakultni nemocnice v Praze 128 08 Praha 2
ETHICS COMMITTEE tel. 224964131
of the General University Hospital, Prague e-mail: zuzana.balikova@vin.cz

Vézeny pan

MUDr. Tomés BroZek 19.5.2016

Klinika anesteziologie. resuscitace 826/16 S-1V (individudlni vyzkum)
a intenzivni mediciny VFN a 1. LF UK

U Nemocnice 2, 128 08 Praha 2

Vidzeny pane doktore,
Etickd komise VFN projednala na svém zasedani dne 19.5.2016 Vimi piedloZeny projekl —
&j.: 826/16 S-1V (individudlni vyzkum).

Nézev projektu — ind.vyzkumu: Srovndni trachedlni intubace u obéznich pacientdi s BMI=35 kg/m?2 za pouZiti
rozdilnych videolaryngoskopi-VL Glidescope a VL King-Vision

Zadatel/Applicant: MUDr. Tomés BroZek, KARIM, U Nemocnice 2, 128 08 Praha 2

Lhiita pro podani pisemné zpravy o prib&hu KH od jeho zahajeni/ Time schedule for submission of the
written Annual Report from the CT commencement B 1x roénd Once a vear [] Jina IhGta/ Other

Thrada nakladii spojenych s posouzenim Zadosti a vydanim stanoviska /Reimbursement of costs related to assessment and
issue of the EC opinion:[[]  Ano/VYes [ Ne, zdivodneni/ No, reasons: Nesponzorovany projekt

Datum doruéeni zadosti: 9.5.2016
Datum jednani EK + tas/Date and time of Ethics Committee s session: 19.5.2016 (1530 -1 8,30 hod.)

Seznam hodnocenyeh dokumenta/List of all submitted documents:

Nizev dokumentu, verze, datum - | Schvileno [ Vzato na
Document title, version deare | idpproved ' védomi /
laken into
account
ANO |[NE |ANO |NE
Yes No Yes No
Pritvodni dopis (2 8.5.2016) / Cover Letter (08May2016) 4 ]
Dotaznik k predkladanym dokumentiim - Viceacelovy formuldi EK VIN (2 8.5.2016) / 4 ]

LC Questionnaire (1§May2016)

[Protkol studie. verze 1.0, 21.3.2016/ Protocol study. Version 1.0, 21 Mar2016

Informace pro pacienta, Seskd verze 1.1 221.3.2016/ PIS, Czech version 1. 1, 21 Mar2016

Informovany souhlas pro klinickou studii, geskd verze 1.1z 21.3.2016/
ICF, Czech version 1.1, 21Mar2016

Cestné prohlaseni o provadéni vyzkumu ve VFN v Praze bez finanéni podpory tfetim
subjektem, vé. Souhlasu pfednosty kliniky

Souhlas prednosty kliniky (Doc.MUDr.Martina Stiteského. CSe.) 2 3.5.2016/ Approval of
head department, 03May2016

00 038X OO

Odododg oo

Zivolopis hlavniho zkousejiciho vEetné certitikatu o absolvovani zakladniho kmene
{2 11.11.2015 (&islo 01/01/0454-C) CV of the Principal Investigators | i
[ MUDr, Tomds$ BroZek | |

Stanovisko etické komise/ Ethics Committe’s opinion: EK VFN vydavé souhlasné stanovisko k realizac
projektu na Klinice anesteziologic, resuscitace a intenzivni mediciny VFN a 1. LF UK (KARIM).

Podpis predsedy/zanupee LK VEN
Signature of € 'huirper'.\'mﬁ lice-Chairperson 1/2
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MUDr. Josef SEDINY, CSc.
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Seznam mist hodnoceni s oznagenim mist, ke kterym se EK vyjadiila jako mistni EK a kde vykondva dohled / List of
clinical trial sites in the Czech Republic where EC has given its opinion and will perform supervision:

Misto hodnoceni/ Jméno zkousejiciho Mistni EK Adresa misini EK
Trial Site / Name of Investigator Local EC Address

MUDr. Tomas Brozek, Klinika anesteziologie, resuscitace EK VFN, Na Bojisti 1,
a intenzivni mediciny VFN a 1. LF UK (KARIM), 128 08 Praha 2

U Nemocnice 2, 128 08 Praha 2

Seznam Eleni etické komise/ List of the Ethics Commirtee Members:

Muz/ | Odbornost Zaméstnance Funkee v EK Piitomen | Hlasoval
Zena | Specialist izovatele | 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 X (] | Predseda/ X O ¥ I
Pharmacologist Chairperson
MUDr.Magda Siskova, CSe. | 2/ ' Haematologist | X L] [ Mistopred- J ]
‘ | | seda/Vice-
| o chairperson
JUDr.Milada Dzupinkovs, ZIF Lawyer X ] Clen/Member | [X] D X ]
MBA
}ﬂna Farkadova Z2/F Lab.Technician |[X] [J | Clen/Member |[] X [OK TR
Doc.MUDr.Pavel Freitag, M/M Gynaecologist | [X] O [ &len/Member X O X O
CSec. ,
Ing.Antonin Grodpic, CSe. M/M Engineer 7 X [ Clen/Member X O XK 1
ProlMUDr.Eva Havrdova, | Z/F Neurologist | 7 |E‘Enf:\'!cmbcr [ X O X O -
CSc,
| MUDr.Hana Honova ] M/M '—!_Oncoiomsi (X [ SioniMember [E Ll X [ -
| MUDr.Anna Jedlickova ZIF Microbiologist Clen/Member L] K O
MUDr.Ji#i Kolaf M/M Cardiologist L] [ Clen/Member ] [ ]
MUDr.Ladislay Korabek, M/M Dental surgeon |[[X] N Clen/Member [ ]
CSe. , MBA
Prof. MUDr.FrantiSck Perlik, | M/M rPharmacologisl ] L] | Elen/Member U X O
DrSc.
Prnf.l\'T_LJ_D_r;:J_@_&M_S_c.__ MM Neurologist | [] ) [j___(?flcnh\flcmbcr ] X 0K -
Mgr.Libuse Roytova | Z/F Memberof (]  [X % “len/Member 'ﬁGTE@_E N
| Mgr.ThLic.of Theologie | clergy |
MUDr.Katefina Rusinova, Z/F Anesthesiologist- | [X] [J [ Clen/Member X TT ] X
MgA.,Ph.D, Intensive Med,
JUDr.Sirka Specidnova 7/F Lawyer [] Clen/Member | [T | []
MUDr.Marcela Trojankova | Z/FF Privat ] Clen/Member [ [] X O
. Nefrologist
Prof. MUDr.Ji¥i Zeman, M/M Paediatrist X L [ClenMember [ 1T T O
DrSe. | AdolescentMed - e

Rozn; Zaméstnanec zfizovatele LI Employee of ¢ appointing authority)

Etickd komise prohlauje, Ze byla ustavena a pracuje v souladu se spravnou klinickou praxi (GCP) a platnymi
pravnimi pfedpisy. Posledni sloupec udava, zda élenové EK byli ptitomni hlasovéni, ale nikolj Jak hlasovali ve
veci/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/Ves CINe/vo Komenta®/Comments:

l

Podpis predsedy EK neb zastupce
Signature of Chairperson or Vice-Chairperson

Datum/Date: 19.5.2016

MUD. Josef SEDIVY, Cse. o
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