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PROGRAM

08.15-08.45 Registracija ucesnika
Registration of participants

08.45-09.00 Otvaranje skupa, pozdravne reci
Opening session

09.00-09.20 Uticaj nove regulative EU na regionalnu saradnju nacionalnih agencija za lekove i
medicinska sredstva.
Impact of new EU regulations on regional cooperation between national drug and medical Agencies.

Dr SnjeZana Mugosa
09.20-10.00 Izazovi i reSenja za uspeSno CRO partnerstvo.
The challenges and solutions to successful CRO Alliances.
Steven Bukvic

10.00-10.30 Partnerstvo sa institucijama u klinickim ispitivanjima.
Partnership with institutions in clinical trials.
Prof Dr Ranko Skrbic¢

10.30-11.00 Logistika u klinickim ispitivanjima.
Logistic in clinical trials.

Mr ph. Branka Krsti¢ Paukovi¢
11.00-11.15 Kafe pauza
Coffee break

11.15-11.30 Prednosti privatnih ustanova u klinickim studijama.
The advantages of private healthcare institutions in clinical trials. 5
Dr Bojana Cetnikovic



< Akademija

11.30-12.00 Centralna medicinska laboratorija u klinickim ispitivanjima po smernicama DLP i SRPS ISO

15189:2014
Central medical laboratory in clinical trials according to the guidelines GLP and SRPS ISO 15189:2014

Doc dr Milan Ubavic
12.00-12.30 Upravljanje farmaceutskim otpadom u klinickim ispitivanjima.
Pharmaceutical waste management in clinical trials.
MSc.Pharm Katarina Ivanovic

12.30-13.00 Kvalitet podataka u klinickim ispitivanjima.
Data quality in clinical research.
Dr Jelena Vukotic¢

13.00-13.15 Kako najbolje zastititi podatke pacijenta pod GDPR?
Delve into how the best protect patient data under GDPR?
Nevena Ruzi¢

13.15-13.30 ,,Drugvisor” — softver za upravljanje podacima u farmakovigilanci.
“Drugvisor”- pharmacovigilance data management software.

Dragan Trifunovi¢
13.30-14.30 Pauza za rucak
Lunch break
U pauzi “Dodela priznanja za 2018. godinu”
Awards in 2018

14.30-15.00 Primena novih tehnologija u organizaciji i sprovodeniju klinickih studija.
Application of new technologies in organization and implementation in clinical trials.
Dr Ivan Soldatovic

15.00-15.20 Digitalizacija 4.0 i klinicka ispitivanja, sa osvrtom na medicinska sredstva.
Digitalization 4.0 in clinical trials, with a review on medical devices.
Damjan Damjanovi¢

15.20-15.40 Biomedicina u Institutu za molekularnu genetiku i geneticko inZinjerstvo.
Biomedicine in the Institute of molecular genetics and genetic engineering.
Dr Branko Tomic
15.40-16.10 Regenerativna medicina u klinickim ispitivanjima.
Regenerative medicine in clinical trials.
Dr Vukoman Jokanovic
16.10-16.30 Uloga udruZenja pacijenata u procesu klinickih ispitivanja.
The role of the patient association in the clinical trial process.
Bojana Mirosavljevic
16.30-17.20 Okrugli sto
Ucestvuju svi predavaci, CRA Akademija i specijalni gosti:
predstavnici regulatornih tela, predstavnici regionalnih farmaceutskih kuca i CRO-ova.
Round Table general discussion

17.20-17.25 Zatvaranje skupa
Closing remark



