Director, Regulatory Affairs Cover Letter

1020 Monahan RapidHodkiewiczland, MA 30822-4997
Dear Finley Nader,

Please consider me for the director, regulatory affairs opportunity. | am including
my resume that lists my qualifications and experience.

In the previous role, | was responsible for counsel, training, and interpretation of
FDA and other regulatory requirements to Company personnel and assist as a
liaison between the Company and regulatory authorities;.

My experience is an excellent fit for the list of requirements in this job:

e Supervises regulatory staff with the planning, preparation and submission of
all regulatory

» Review and provide input on commercialization activities associated with
products

e Manage timelines and budgets with project management as appropriate and
provide progress updates to senior

o Demonstrated experience related to the compilation, production and
submission of regulatory dossiers in eCTD format, including original US and
rest of world applications

» Proven experience as regulatory lead in project teams

o Comprehensive understanding of pharmaceutical business, including both
commercial and R&D organizations

o Consistent demonstration of positive interaction skills

o Excellent oral and written communication skills with peers

| really appreciate you taking the time to review my application for the
position of director, regulatory affairs.

Sincerely,

Sam Hagenes



