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Master’s Degree (Level II) – Regulatory
Affairs & Pharmaceutical Technologies

University of Pavia - 2017

M.Sc. Molecular and Cell Biology –
110/110 cum laude

University of Rome Tor Vergata – 2014

Pre-clinical Research Experience:
Neuroprotective function of BMSC grafts
in spinal cord injury.

Ruprecht-Karls Universität Heidelberg –
2013

GCP/GVP QA and Auditing

CAPA & Deviation Management

Risk Assessment & Mitigation

Inspection Readiness

Clinical Research Processes

EU & Italian Regulatory

Framework

Italian - Native

English - C1

German - A2

A B O U T  M E

E X P E R I E N C E

E X T E R N A L  C O L L A B O R A T I O N S

Quality & Compliance Manager with over a decade of experience in
GCP/GVP Quality Assurance, Pharmacovigilance, and Clinical Operations
within global pharmaceutical organisations. Strong analytical mindset,
meticulous attention to detail, and proven ability to support inspection
readiness, audit execution, and cross‑functional collaboration. Passionate
about enabling high‑quality clinical research through robust GxP
compliance.

Johnson & Johnson Innovative Medicine – Milan, Italy
•  Primary compliance point of contact for Global Clinical Operations activities in Italy.
•  Ensuring alignment with global GCP standards and local regulatory requirements.
•  Supporting quality oversight, process optimisation, and inspection readiness.

Manager Compliance - Italy 2023- Now

Dompé Pharma – Milan, Italy
•  Global QA representative for Clinical and Pharmacovigilance activities.
•  Led and executed GCP/GVP audits across multiple regions.
•  Contributed to the development and enhancement of the corporate Quality Management
System across Italy, U.S. and global affiliates for GCP and GVP

Corporate GCP–GVP QA Senior Manager 2021-2023

Hoffmann-La Roche – Monza, Italy
•  Managed the full pharmacovigilance lifecycle for Roche products in Italy.

•  Coordinated safety activities with global teams and regulatory authorities.

Patient Safety Partner 2020-2021

Hoffmann-La Roche – Monza, Italy
•  Supported local and global GCP/GVP quality activities.

•  Served as Local Quality Responsible Back-up from 2018.

•  Managed deviations, CAPAs, quality documentation, and audit preparation.

GCP/GVP Quality Specialist 2015-2020

Trainer 

2024 - Serious Breaches management in Clinical trials
2025 - Risk Based approach in Clinical Trials

ClinOps Hub - CRA national certification program D.M. 15-nov-2011

Gian Luca Arpini

Gian Luca Arpini


