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Datum i mesto: 09. decembar 2021, Falkensteiner, Beograd @

Date and place: 9t" December 2021, Falkensteiner, Belgrade

PROGRAM

9.00 - 9.15 Otvaranje skupa, pozdravne reci
Opening session

9.15 - 9.45 Covid-19 - pokretac za razvoj e-Pristanka

Covid-19 - A game-changer for e-Consent
Steven Bukvi¢ and Kishore Kumar

ACROSS Global Alliance, Singapore

9.45 - 10.15 - Koriséenje vestacke inteligencije u realnom prikazu podataka

Use of Artificial Intelligence on Real World Data .
Baris Erdogan

Clinerion, Switzerland

10.15 - 10.45 Osnivanje referalnih mreZa kao nacin za poboljSanje regrutacije ispitanika u klinickoj studiji sa
stanovista istraZivaca
Establishment of Referral Network as a way for improving patents’ enrollment in clinical trial from
Investigator’s perspective
Prim. Dr Igor Jovanovic
KBC BeZanijska Kosa, Srbija

10.45 - 11.15 Izazovi i preporuke za bezbednu distribuciju opreme za klinicku studiju do krajnjeg pacijenta u
uslovima pandemije
Challenges and recommendations for equipment distribution to the patient’s home in the pandemic
conditions
Erik Hoddenbach

Clinichain, The Netherlands
11.15-11.45 Pauza
Pause



11.45 - 12.15 Ukljucenje UdruZenja pacijenata u ranim fazama regrutacije pacijenata u klinickim studijama
Involvement of Patients Associations in early recruitment stages of clinical trials
Bojana Mirosavljevi¢
Baza retkih bolesti, Srbija

12.15 — 12.45 Terapija mati¢nim celijama u klinickim studijama
Stem cell therapy in clinical trials
Slaven Erceg
Principe Felipe Centro de Investigacion
Valencia, Spain
12.45 - 13.15 Sistem upravljanja kvalitetom zasnovan na rizicima u klinickim ispitivanjima
Risk based Quality Management System in clinical trials
Karolj Margusic
13.15 - 14.15 Pauza za rucak
Lunch break

14.15 - 14.45 Dovodenije klinike u kuc¢u pacijenta u toku klinicke studije — Mobilne medicinske sestre
Bringing the clinic to patient’s home during clinical trial — Mobile Research Nurses

Juliet Hulse
llingworth Research Group, The United Kingdom

14.45 - 15.15 lIzazovi u sistemu farmakovigilance u toku COVID-19 pandemije i bezbednost vakcina

Challenges in Pharmacovigilance During COVID-19 Pandemic and Concern of Vaccines Safety
Branislav Gvozdenovié

15.15 - 15.45 Diverzitet u klinickim studijama — poslednji trendovi
Diversity in clinical trials — the latest trend
Aleksandra Pesi¢

15.45 — 16.15 Implementacija Evropske Regulative klinickih ispitivanja No. 536/2014: trenutni status i novosti
Regulation EU No. 536/2014 Implementation: current status and updates
SneZana Mugosa

CInMED, Montenegro

16.15 — 16.45 Principi dobre distributivne prakse (GDP) i distribucija lekova u toku COVID-19 pandemija
Good Distribution Practice (GDP) Principles and distribution of medicines during COVID-19 Pandemic
Uvodnicar: Dr Sc. Valentina Marinkovi¢
Farmaceutski fakultet, Beograd

16.45 — 17.00 Zatvaranje konferencije
Closing remarks



