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ESTUDOS CLINICOS PARA COVID-19 SUBMETIDOS A CEIC
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Cédigo Titulo Data de Data reuniao Plenaria Decisao Tempo Tempo
CEIC submissao avaliagao total '
CEIC
2020 _EO 02 | Estudo clinico de pneumonia grave por SARS-Cov-2 Protocolo de 24/3/20 Plenaria extraordinaria de Favoravel 2 dias 2 dias
colheita de dados clinicos para doentes COVID-19. 2 26/3/20 condicionado
20200401 An international randomised trial of additional treatments for COVID-19 15/5/20 Plenaria extraordinaria de Favoravel 3 dias 4 dias
Solidarity in hospitalised patients who are all receiving the local standard of care. 20/5/20
20200436 Impact of Montelukast as add on treatment to the novel coronavirus 28/5/20 Plenaria ordinaria de Favoravel 11 dias 31 dias
pneumonia (COVID-19): an investigator-initiated open labelled 6/7/20 condicionado
randomized controlled pragmatic trial.
20200577 Multi-centre, adaptive, randomized trial of the safety and efficacy of 8/7/20 Plenaria extraordinaria de Favoravel 11 dias 24 dias
Discovery | treatments of COVID-19 in hospitalized adults. 11/8/20
20200965 The TRISTARDS trial - ThRombolysIS Therapy for ARDS A Phase IIb/IIl | 16/11/20 Plenaria extraordinaria Favoravel 8 dias 10 dias
operationally seamless, open-label, randomised, sequential, parallel- 27/11/2020 condicionado

group adaptive study to evaluate the efficacy and safety of daily
intravenous alteplase treatment given up to 5 days on top of standard of
care (SOC) compared with SOC alone, in patients with acute respiratory
distress syndrome (ARDS) triggered by COVID-19.

L A diferenca entre o tempo CEIC e o tempo total diz respeito ao tempo do promotor na resposta as questdes da CEIC, incluindo o tempo de resposta a segundo pedido de

questdes ou de resposta a audicdo prévia, quando aplicavel.
2 Apesar de o estudo ser observacional, por ser um estudo COVID-19 foi avaliado pela CEIC de forma a centralizar e agilizar a decis3o, em vez de ser submetido as diferentes
Comissdes de Etica de cada centro de ensaio.
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2020 _El_12 | Plasma Convalescente COVID-19 para transfusdo 19/11/20 Plenaria extraordinaria Favoravel 6 dias 8 dias
27/11/2020 condicionado
20201027 A Phase 3 Randomized, Double-Blind Placebo-Controlled Trial to 27/11/20 Plenaria de 15/01/2021 Favoravel 18 dias 38 dias
Evaluate the Efficacy and Safety of Remdesivir (GS-5734¢) Treatment condicionado
of COVID-19 in an Outpatient Setting
2010GI879 | Feasibility and safety study of ATENA Medical Ventilator / Estudo de 13/10/20 Plenéria de 15/01/2021 Desfavoravel 36 dias 69 dias
DM eficacia e segurancga do Ventilador ATENA apos Audicao
Prévia 3
20201053 Evaluation of the efficacy and safety of PTC299 in hospitalized subjects 14/12/20 Plenaria de 15/01/2021 Favoravel 13 dias 27 dias

with COVID-19 (FITE19)

3 Fundamentac3o de parecer desfavoravel: por se considerar poder haver risco para os doentes dado que as condi¢des de utilizagdo de algumas varidveis do dispositivo ndo
estdo adequadas, bem como a inclusdo de doentes nao ficou clarificada.




