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Our growing company is looking for a manager regulatory affairs. To join our
growing team, please review the list of responsibilities and qualifications.

Responsibilities for manager regulatory affairs

» Be responsible for managing interpretation and dissemination of state and
federal regulatory requirements

e Develops and delivers training and educates internal and external audiences
regarding federal and state legal and regulatory requirements

e May prepare a single service regulatory or technical proposal for senior
review and/or propose budgets for less routine projects, out of scope
activities and potential budget efficiencies

e Achieve the Regulatory Affairs coverage plan as contracted with the Head of
Regulatory Affairs

e Ensure that the business addresses concerns raised by the Regulator /delivers
on commitments made to the Regulator

e Implement and comply with BIA Audit recommendations pertaining to
Compliance

e Follow up on any compliance related findings or action items

 Facilitate the Regulatory Change process in the business

e Advise the business on any changes in set standards/ local requirements
(throughout the year)

e Act as a point of contact between the business and the regulators

Qualifications for manager regulatory affairs

e Bachelor’s degree, preferably in a scientific discipline English ® At least 7-10
years regulatory CMC experience for BS



Must have experience communicating with EU/US Regulatory bodies
Knowledge of pharmaceutical basics

Eager to learn, independent, result oriented and persistent

Over 7 years professional experience in the area of Regulatory Affairs, Trade
Compliance, Product Safety Product Stewardship, Marketing authorizations



