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Dear {Manager}, 
 
I am writing to request your approval to enroll in the EU Pharmacovigilance and Drug Safety 
Regulations and Compliance Program. This comprehensive certification will significantly 
enhance my expertise in navigating the complex landscape of EU drug safety regulations and 
pharmacovigilance practices. 
 
Led by renowned expert in the field, Dr. Irene Michas, this program will equip me with 
cutting-edge knowledge and skills crucial for ensuring our organization's compliance with EU 
pharmacovigilance requirements. By participating, I will gain invaluable insights into 
developing robust safety monitoring systems, managing risk effectively, and streamlining our 
regulatory submission processes. 
 
Some of the key skills this program will bring include: 
 

• EU pharmacovigilance legislation and Good Pharmacovigilance Practices (GVP) 

• Safety reporting in clinical trials and post-marketing surveillance 

• Signal detection and management techniques 

• Preparation of Periodic Safety Update Reports (PSURs) and Risk Management Plans 
(RMPs) 

• Pharmacovigilance System Master File (PSMF) management 

• Strategies for successful pharmacovigilance inspections 

• Post-Authorization Safety Studies (PASS) design and implementation 

• Real-World Evidence (RWE) application in pharmacovigilance 
 

This program will enable me to contribute more effectively to our organization's drug safety 
initiatives, ensuring we maintain the highest standards of patient safety and regulatory 
compliance. The skills acquired will enhance our ability to navigate complex regulatory 
requirements, potentially reducing compliance risks and associated costs. 
 
I am confident that this investment in my professional development will yield significant 
returns for our organization, strengthening our position in the pharmaceutical industry and 
reinforcing our commitment to patient safety. 
 
I look forward to your approval to attend this crucial virtual training program. 
 
 
Sincerely, 
Your Name 
 


