EUROPEAN MEDICINES AGENCY

SCIENCE MEDICIMES HEALTH

Curriculum Vitae

Personal information Lina Seibokiene

Work experience

1. Employer: State Medicines Control Agency

Start date: 082022

End date:

Position: Senior Expert in Pharmacovigilance and Poison Information Unit

Activities: = RMP, PSUR, PAM assessment

Country: Lithuania

2. Employer: State Medicines Control Agency
e Start date: 092021
e End date:
e Position: Accredited EMA Expert at the Lithuanian Medicine Control Agency
e Activities: = Assessment of Periodic Safety Update Report (PSUR) = Assessment of Renewal of
the Marketing Authorization = Assessment of Type II variation = Assessment of Marketing
Authorization (Clinical Safety)
e Country: Lithuania

3. Employer: State Medicines Control Agency
e Start date: 012021
e End date: 082022
e Position: Chief Specialist in Pharmacovigilance and Poison Information Unit
e Activities: » Registering and evaluating reports on adverse reactions, received from
consumers, health care specialists, pharmaceutical companies = Sending reports to
Eudravigilance, EMA = Translating publications from EMA webpage for introduction to
customers/medical personnel in Lithuania = Performing analysis of registered adverse reactions
according to the request of Department’s Head
e Country: Lithuania

4. Employer: Bayer

Start date: 072017

End date: 092021

Position: Pharmacovigilance Officer / Medical Science Liaison

Activities: = Managing suspected adverse events in ARGUS LAM = Reviewing and approving
marketing/scientific material for internal and external use = Visiting Key Opinion Leaders,
providing information on latest clinical trials, discussing publications, answering questions
regarding specific Bayer’s product = Cooperating with Marketing Department on preparing Cycle
material for Sales Force = Providing trainings for Internal and External Teams = Supporting
physicians on preparing presentations for GPs and specialists = Providing input on Country Brand
Plan = Cooperation with Health Authorities regarding medicine reimbursement conditions =
Preparing for new indication launch = Providing input on submission of new indications for
approval of Health Authorities
e Country: Lithuania

5. Employer: Parexel International
e Start date: 052014
e End date: 072017
e Position: Project Specialist
e Activities: = Develop and maintain Central Files Maintenance Plan (CFMP) in co_operation
with Project Leader and Project team = Initiate, set_up and maintain Management Systems on a
regular basis (Impact Harmony, ProjectView, MyTrials, Site Start Up, etc.) = Ensuring System
compliance for Study Level; supporting Functional Leaders and local teams in maintenance of
Country and Site level compliance = Tracking Issues created and Queries raised for
Study/Country/Site level = Tracking missing documents in Central File for Study/Country/Site
level = Prepare Agenda and reports for Monthly Project Operating Review Meeting = Prepare
Newsletter to Sites in co_operation with Project Leader and Sponsor = Updating Project Specific
Training Curriculum, tracking Training Compliance of team members = Tracking and requesting
resources when needed = Updating SOPs List = Finding issues and solving them in
Country/Site/Patient level in the systems used in order to insure events’ roll_up into the higher
level and thus compliance preparing for the Closure
e Country: Lithuania

6. Employer: State Medicines Control Agency

Start date: 092012

End date: 072017

Position: Chief Specialist in Marketing Authorisation Unit

Activities: = registration of parallel imported medicinal products = validation of MRP/DCP
variations
e Country: Lithuania

7. Employer: Eurovaistine Pharmacy Chain
e Start date: 022005
e End date: 082012
e Position: Manager of Community Pharmacy
e Activities: = Ensuring maintaining of daily tasks and procedures to be compliant with
standard of pharmacy practice as stated within current community pharmacy legislations =
Assessing conditions of the patients and making decisions about which medicines they should
take; dispensing medicines with/without prescription and reimbursed medicines = Inventory and
order management, ensuring adequate stock of medicines * Scheduling shifts for employees,
looking for covering for pharmacists during their vacation and sick leaves, interviewing potential
new colleagues pharmacists and other staff members = Actively participating in opening new
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Community Pharmacies
e Country: Lithuania
8. Employer: Eurovaistine Pharmacy Chain
Start date: 062004
End date: 012005
Position: Pharmacist
Activities: = Assessing conditions of the patients and making decisions about which medicines
they should take; dispensing medicines with/without prescription and reimbursed medicines
e Country: Lithuania

Education and training

1. Subject: Kaunas University of Medicine
Start date: 091999

End date: 072004
Qualification: Pharmacist
Organisation:

Country: Lithuania

Additional information

Publications

Projects e Participating in international congress “Thrombosis Management 2018” in Barcelona _ Medical Affairs

Training for Medical Science Liaisons in 2017 and 2018, Berlin

e Participation in the organization of the meetings during the Lithuanian Presidency 2013: 1 - HMA (Heads of
Medicines Agencies) meeting, 09/09/2013 - 11/09/2013, 2 - CMDh (Co_ordination Group for Mutual and
Decentralized Procedures — Human) Informal meeting, 10/07/2013 - 08/07/2013

e Participation in the working group “Dialysis_dependent patients and patients with kidney transplant:
changes of the procedure of treatment with state compensated medicines”, 11/2012 - 05/2013

PARTICIPATION IN PROJECTS:

e EU Twinning project “Strengthening Rwanda Food and Drug Authority’s regulatory functions related to
medicinal products including vaccines”, STE, 22/10/2022 - 03/2025

e TAIEX INTPA Study Visit “Strengthening of Regulatory Systems for Medicines in the Caribbean”,
18/11/2024 - 20/11/2024

e Twinning in Ukraine project “Support the establishment of the state control authority for medicines and
medical devices” (Twinning Reference Number: UA 24 UF HE 01 25), RTA, 13/10/2025 - now

Memberships Alternate member of EMA Pharmacovigilance Risk Assessment Committee since 2022/03

Other Relevant Information
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