EUROPEAN MEDICINES AGENCY

SCIENCE MEDICIMES HEALTH

Curriculum Vitae

Personal information  Alejandro Platt Orzaez

Work experience

17/04/2023-ongoing Veterinary Epidemiologist and Data Manager. National Antibiotic Resistance Plan
Coordination Unit (PRAN). Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS). Madrid,
Spain. Full time.

-Development and overseeing a data quality management plan adhering to ISO 9001:2015 standards.

-Ensuring the validation and analysis of veterinary antimicrobial sales data, antimicrobial use data by animal
species, and antimicrobial resistance data at the national level.

-Implementation of a data collection system for veterinary antimicrobial sales and use data as per Regulation (EU)
2019/6.

-Ensuring compliance with Regulation (EU) 2019/6 during data collection processes and reviewing data quality and
accuracy.

-Automation of validation processes to enhance efficiency and accuracy.

-Justification and preparation of annual data submissions to the European Medicines Agency (EMA).
- Ensuring compliance with relevant regulations and standards in data management and reporting.
-Serving as ESUAvet data manager, overseeing all related activities.

-Monitoring and management of veterinary antimicrobial sales, usage, and resistance data.

01/01/2023-31/03/2023 Data Analyst (interim). Veterinary Strategic Support Office. Veterinary
Medicines Division. European Medicines Agency (EMA).Amsterdam, The Netherlands. Full time.

-Coordination of data analysis activities related to the data quality framework of the Union Product Database (UPD)
to ensure the accuracy of data across all consuming platforms, such as Eudravigilance Vet (EVVet3) and
Antimicrobial Sales and Use Database (ASU).

-Development of the guidance (protocols and templates) to assist national competent authorities with their
implementation of updated legislative requirements for reporting antimicrobial sales and use in animals, in line with
Article 57 of the Regulation (EU) 2019/6, Commission Delegated Regulation (EU) 2021/578 and Commission
Implementing Regulation (EU) 2022/209.

-Input on data management and analysis and established the UPD data quality framework by working closely with
the UPD project development and business analysis team.

06/09/2021-31/12/2022 Change Manager (interim). Veterinary Strategic Support Office. Veterinary
Medicines Division. European Medicines Agency (EMA). Amsterdam, The Netherlands. Full time.

-Coordination and management of daily operations and specific activities in support of the implementation of the
veterinary medicinal products Regulation (EU) 2019/06 programme and contributing to the effective roll-out of the
programme change management plan.

-Support to change management, e.g. tracking activities, updating governance artefacts and facilitating
exchangesbetween project team members and internal/external stakeholders.

-Contribution to the definition of data analytics methodology to leverage dissemination and integrationof Veterinary
Medicines information at the EMA’s Union Product Database (UPD) Analytic Team.

-Coordination of exchanges between Veterinary Medicines Division (VDiv), the European Medicines Regulatory
Network v( eterinary), European Commission, other EU Agencies and bodies in the context of the VMP-Reg
programme.

-Contribution to the AGILE transformation of the EMA by working under AGILE/SAFE and Scrum project
management methodologies and embracing change management practices and new waysof working.

01/10/2020-31/07/2021 Veterinary Biologicals and Emerging therapies trainee in the Evaluation and
Innovation Support Department. Veterinary Medicines Division. Traineeship Programme. European
Medicines Agency (EMA).Amsterdam, The Netherlands. Fulltime. - --

-Support in the implementation of the Veterinary Medicines Regulation (EU) 2019/6 in the area of marketing
authorisations for products intended for limited markets.

-Development of scientific guidelines on data requirements and reflection paper for applications for veterinary
medicinal products intended for limited markets submitted under Article 23 of the Regulation

-Support with assessments of initial marketing authorisations, variations, scientific advice and minor use/minor
species (MUMS) applications to the Committee for Veterinary Medicinal Products (CVMP).

-Collaboration with the European Commission (EC) and experts in the European Medicines Regulatory Network for
the revision of the legal framework for veterinary medicinal products.
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Education and training

15/09/2014-09/07 /2020 Master Degree in Veterinary Medicine University of Cérdoba (Spain).

Master’s Degree Thesis: “Use of Near Infrared Spectroscopy (NIRS) technology for feed and food
characterisation and safety”.

Additional information

Publications

ProJects o5 asu, EVET3, ESVAC, ESUAvet

Memberships

Other Relevant Information
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