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Personal information Ivana LjubiCiC

Work experience

. Employer: Croatian Agency for Medicinal Products and Medical Devices (HALMED)

Start date: 022024
End date:
Position: Prinicipal Advisor for Pharmacovigilance and Rational Pharmacotherapy
Activities:

Country: Croatia

. Employer: Croatian Agency for Medicinal Products and Medical Devices (HALMED)

Start date: 102022
End date: 022024
Position: Assessor for European Affairs, Department for Pharmacovigilance and Rational

Pharmacotherapy

3

Activities:
Country: Croatia

. Employer: Croatian Agency for Medicinal Products and Medical Devices

Start date: 012022

End date: 102022

Position: Senior Advisor for Pharmacovigilance and Rational Pharmacotherapy
Activities:

Country: Croatia

4. Employer: Croatian Agency for Medicinal Products and Medical Devices

o
.
.
Med
.

Education and training

Start date: 012021

End date: 122021

Position: Expert Advisor for Pharmacovigilance and Rational Pharmacotherapy
Activities:

Country: Croatia

. Employer: Croatian Agency for Medicinal Products and Medical Devices

Start date: 032019
End date: 012021

Position: Senior Associate - Specialist for Pharmacovigilance and Rational Pharmacotherapy

Activities:
Country: Croatia

. Employer: JADRAN_GALENSKI LABORATORIJ d.d.

Start date: 122017

End date: 032019

Position: Specialist for pharmacovigilance (deputy QPPV)
Activities: pharmacovigilance and regulatory affairs
Country: Croatia

. Employer: JADRAN_GALENSKI LABORATORIJ d.d.

Start date: 032016

End date: 122017

Position: Specialist for pharmacovigilance and medical affairs
Activities: pharmacovigilance and regulatory affairs

Country: Croatia

. Employer: Farmal d.d.

Start date: 022010

End date: 032016

Position: Deputy Qualified person for pharmacovigilance / Regulatory affairs Associate /
ical advisor

Activities: pharmacovigilance and regulatory affairs

Country: Croatia

. Employer: Farmal d.d.

Start date: 062009

End date: 022010

Position: Regulatory affairs Associate

Activities: pharmacovigilance and regulatory affairs
Country: Croatia

1. Subject: Scho
o

2. Subject:

ol of Medicine, University of Zagreb
Start date: 2001

End date: 2007

Qualification: Doctor of Medicine (MD)
Organisation: doctor of medicine
Country: Croatia

Start date: 122008

End date: 122008

Qualification: Medical Doctor Licence; member of Croatian Medical Chamber
Organisation:

Country: Croatia
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. Subject

. Subject:

. Subject:

. Subject:

. Subject:

. Subject:

: HALMED

e Start date: 102009

e End date: 102009

e Qualification: International Conference “Communicating the Risk in Pharmacovigilance: Are
We Going in the Right Direction?”, HALMED (Zadar, Croatia)

e Organisation:

e Country: Croatia
Management Forum

e Start date: 022010

e End date: 022010

e Qualification: “Periodic Safety Update Reports”, Management Forum (London, UK)

e Organisation:

e Country: United Kingdom
HALMED

e Start date: 092010

e End date: 092010

e Qualification: 6th Croatian Congress of Pharmacology with International Participation;
Workshop for Qualified persons for Pharmacovigilance “*What has the new Ordinance on
Pharmacovigilance brought to us?”

e Organisation:

e Country: Croatia

Management Forum

e Start date: 012011

e End date: 012011

e Qualification: “Latest developments in pharmacovigilance”, Management Forum (London,
UK)

e Organisation:

e Country: United Kingdom

HALMED and EMA

e Start date: 062011

e End date: 062011

e Qualification: International conference “Reinforcing patient’s safety in Europe”, HALMED and
EMA (Zagreb, Croatia)

e Organisation:

e Country: Croatia

. Subject:

e Start date: 112011

e Enddate: 112011

e Qualification: 2nd Regional Regulatory Workshop: “Impact of the New Pharmacovigilance
Legislation_Update on eSubmissions”, Nanonkinetik (Ljubljana, Slovenia)

e Organisation:

e Country: Slovenia

HALMED in collaboration with Croatian Pharmaceutical Society

e Start date: 122012

e End date: 122012

e Qualification: Regulatory and pharmacovigilance workshop “With HALMED to keep up with
the EU”, HALMED in collaboration with Croatian Pharmaceutical Society (Zagreb, Croatia)

e Organisation:

e Country: Croatia

Subject:

Subject

Subject:

Subject:

e Start date: 092013
e End date: 092013
e Qualification: “7th Croatian Congress of Pharmacology with International Participation”
(September 2013, Zagreb, Croatia)
e Organisation:
e Country: Croatia
: HALMED
e Start date: 112014
e Enddate: 112014
e Qualification: International regulatory and pharmacovigilance conference "Croatian Mark in
the EU" (Sibenik, Croatia)
e Organisation:
e Country: Croatia
HALMED and EDQM
e Start date: 112014
e Enddate: 112014
e Qualification: Workshop on OTC medicines: The Role of Good Classification Practices in
Promoting Medication Safety and Accessibility in Europe, HALMED and EDQM (Zagreb, Croatia)
e Organisation:
e Country: Croatia
Croatian Medical Chamber
e Start date: 112014
End date: 112014
Qualification: Renewal of Medical Doctor Licence
Organisation:
Country: Croatia

Subject:

Subject:

Subject:

Subject:

e Start date: 022015

e End date: 022015

e Qualification: The Pharmacovigilance Workshop: Risk Management, Electronic Reporting,
XEVMPD updates (Zagreb, Croatia)

e Organisation:

e Country: Croatia

HALMED

e Start date: 052016

e End date: 052016

e Qualification: Conference: “Farmakovigilancija nove generacije” (HALMED) (Zagreb, Croatia)
e Organisation:

e Country: Croatia

HALMED, the Croatian Pharmaceutical Industry and Medicademy

e Start date: 052017

e End date: 052017

e Qualification: 2_day Variation Workshop (A collaboration between HALMED, the Croatian
Pharmaceutical Industry and Medicademy (Zagreb, Croatia)

e Organisation:

e Country: Croatia

HALMED

e Start date: 122017
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e End date: 122017
e Qualification: Regulatory and pharmacovigilance conference: “Cjeloviti regulatorni pristup -
od odobrenja do primjene lijeka” (HALMED) (Zagreb, Croatia)
e Organisation:
e Country: Croatia
18. Subject: HALMED
e Start date: 112018
e End date: 112018
e Qualification: Regulatory and pharmacovigilance conference: "15 godina HALMED_a:
(retro)perspektiva" (HALMED) (Zagreb, Croatia)
e Organisation:
e Country: Croatia
19. Subject: MSSO
e Start date: 032019
e End date: 032019
e Qualification: Coding with MedDRA and MedDRA: Safety Data Analysis and SMQs (MSSO)
(Belgrade, Republic of Serbia)
e Organisation:
e Country: Serbia
20. Subject: Utrecht University
e Start date: 072019
e End date: 072019
e Qualification: Utrecht Summer School: Pharmacoepidemiology and Drug Safety (Utrecht
University) (Utrecht, Netherlands)
e Organisation:
e Country: Netherlands
21. Subject:
e Start date: 112019
e Enddate: 112019
e Qualification: 12th annual NorPEN (Nordic PharmacoEpidemiological Network) 2019 meeting
“Phase IV studies and beyond” (Aarhus, Denmark)
e Organisation:
e Country: Denmark
22. Subject: European Drug Utilisation Research Group
e Start date: 032020
e End date: 032020
e Qualification: EuroDURG Conference 2020 (European Drug Utilisation Research Group)
(Szeged, Hungary)
e Organisation:
e Country: Hungary
23. Subject: Pharmacovigilance Risk Assessment Committee
e Start date: 112020
e End date: 112020
e Qualification: PRAC Training for Assessors 2020
e Organisation:
e Country:
24. Subject: Pharmacovigilance Risk Assessment Committee
e Start date: 112019
e Enddate: 112019
e Qualification: PRAC Assessors Training 2019
e Organisation:
e Country:
25. Subject: Croatian Institute of Public Health
e Start date: 102019
End date: 102019
Qualification: Biostatistics for non_statisticians
Organisation:
Country: Croatia

Additional information

Publications

Projects

Memberships Croatian Medical Chamber

Other Relevant Information Education/Training _ continued:

October 2021 _ October 2021: Real_World Evidence in Pharmacoepidemiology (London School of Hygiene & Tropical
Medicine)

December 2021 _ December 2021: PRAC Training for Assessors 2021 (Pharmacovigilance Risk Assessment
Committee)

June 2022_June 2022: PRAC Strategic and Review Learning Meeting under French Presidency (ANSM), Paris, France

August 2022 _ August 2022: 2022 International Conference of Pharmacoepidemiology and Therapeutic Risk
Management (ICPE), Copenhagen, Denmark

November 2022 _November 2022: PRAC Training for Assessors 2022 (Pharmacovigilance Risk Assessment
Committee)

April 2023 _ April 2023: ISPE (International Society for Pharmacoepidemiology) Mid-year meeting 2023 - RWD
Pandemonium During a Pandemic : Lessons for Future RWE Generation and Decision Making?, Reykjavik, Iceland

October 2023_October 2023: 25th Annual Congress of the Croatian Rheumatology Society, Opatija, Croatia

October 2023_October 2023: ROC20 Closing Event and VAC4EU General Assembly Meeting (VAC4EU), Utrecht,
Netherlands

November 2023_November 2023: 16th Symposium HDMI Medical Informatics (Croatian Society for Medical
Informatics), University of Zagreb School of Medicine

November 2023_November 2023: The European Pharmacovigilance Congress 2023

February 2024_February 2024: Joint HMA/EMA multi-stakeholder workshop on Patient Registries (European
Medicines Agency, Amsterdam, Netherlands)
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June 2024 _June 2024: ISoP (The International Society of Pharmacovigilance) Mid-Year Symposium 2024: "The
value of real-world data for ensuring patient safety" (Barcelona, Spain)
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