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STANOVISKO ETICKE KOMISE KE KLINICKEMU HODNOCENI LECIV
Opinion of the Ethics Committee on Clinical Trial on Human Medicinal Products

Multicentrické KH, je poZadovano stanovisko multicentrické EK pro viechna centra/Multi-centric clinical trial, opinion
issued by Ethics Committee for Multi-Centric Clinical Trials is required

Multicentrické KH, je poZadovéno stanovisko EK pro mistni centrum (centra)/Multi-centric clinical trial, opinion issued
by local Ethics Committee(s) is required

[ ] KH provadéné v jednom centru, poZadovano stanovisko EK pro mistni centrum (centra)/Clinical trial conducted in a
single site, opinion of a local EC is required

Cislo jednaci/Reference Number: T0ML/2021
Identifikaéni ¢islo KH/EudraCT Number: 2021-000541-41
Zadavatel/Sponsor: Oslo University Hospital (P.O. Box 4950 Nydalen, N-0424 Oslo, Norway)

Zadatel/Applicant: doc. MUDr. Regina Demlova, Ph.D., Léka¥ska fakulta, Masarykova univerzita, Kamenice 5, 625 00
Brno, Ceska republika/Czech Republic, Tel.: 549 496 526, E-mail: demlova@med.muni.cz

Kontaktni osoba pro komunikaci: Ing. Karolina Grodova, LF MU Brno, Farmakologicky tstav, Kamenice 5, 625 00
Brno, E-mail: karolina.grodova@med.muni.cz

Nézev klinického hodnoceni/Full Title of Clinical Trial:

European DisCoVeRy for Solidarity: Klinicka studie s adaptivnim platformovym designem pro pandemie a nové
infekce

European DisCoVeRy for Solidarity: An Adaptive Pandemic and Emerging Infection Platform Trial Acronym/Akronym:
SolidAct

Cislo protokolu/Protocol Code Number: EU-SolidAct
Akromyn/Acronym: SolidAct

Datum doruceni Zadosti/Date of submission of the Application Form: 19.07.2021, 10.08.2021
Datum jednéni EK + &as/Date and time of Ethics Committee s session: 11.08.2021, 13.00-15.30 hod.

U multicentrického KH adresa multicentrické EK, ke které bylo KH ptedloZeno/For multi-centric clinical trials give address
of the Multi-Centric Ethics Committee to which the application was submitted: 5
Multicentricka etickd komise, FN u sv. Anny v Brng, Pekaiska 53, 656 91 Brno, Ceska republika/Czech Republic

Uhrada nékladi spojenych s posouzenim Zadosti a vydanim stanoviska /Reimbursement of costs related to assessment and
issue of the EC opinion:
[] Ano/Yes
X] Ne, zdiivodn&ni/No, reasons: Faktura bude vystavena po vydéni stanoviska/dccount will be draw
after issue of a opinion

Vyjéadteni EK/Ethics Committe’s opinion:
EK vydéava/EC issues Souhlasné stanovisko/Favourable opinion
[] Nesouhlasné stanovisko/Unfavourable opinion
Zdtivodnéni stanoviska EK/Reasons for EC opinion: ---
Lhita pro podéni pisemné zprévy o prib&hu KH od jeho zahéjeni /Time schedule for submission of the written Annual Report

Jrom the CT commencement:
X| 1x ro¢n&/Once a year [ Jin4 Ihiita/ Other ................
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