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Dear {Manager},

| would like to enroll in the EU Medical Device Regulations and Compliance program to further
enhance my knowledge in EU’s latest regulatory framework that governs the medical device
industry, and | would like to gain your approval to attend this program. By attending this program,
it will deepen my understanding of the complex regulatory landscape, enhance strategic
planning, and ensure product safety and compliance throughout the clinical investigation,
production, and distribution of medical devices. This advanced knowledge and skills will
significantly contribute to my professional growth and elevate our team’s regulatory capabilities.

Led by Asha Jacob, a highly distinguished regulatory affairs and compliance expert, this
comprehensive program covers intricate aspects of EU MDR implementation, quality
management systems, and clinical evidence requirements. It delves into the fundamental
principles of device classification, conformity assessment procedures, and risk management
strategies. Additionally, the program will also equip me with effective methods for clinical
evaluation, the use of the EUDAMED database, and techniques to demonstrate conformity with
General Safety and Performance Requirements. Some of the key skills and knowledge this
program will bring include:

e MDR Compliance

¢ |VDR Understanding

e Risk Assessment

e (Quality Management

e |SO 13485 Compliance

e |SO 14971 Application

e Quality Management Systems (QMS)
e EUDAMED Data Management

| believe these skillsets will prove to me invaluable to me and you can be assured that after
attending this online program, | will be able to contribute even further to our organization’s
continued success by navigating complex medical devices regulations and standards with
confidence and expertise. | strongly believe that the key skills that | will gain from this program
will also significantly enhance our credibility and stakeholder’s trust.

| look forward to gaining your approval to attend this online program.

Sincerely,
Your Name
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