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Our growing company is hiring for a regulatory lead. Thank you in advance for
taking a look at the list of responsibilities and qualifications. We look forward to

reviewing your resume.

Responsibilities for regulatory lead

* Facilitate the definition and refinement of project scope, goals, tasks and
resource requirements

e Lead efforts to monitor project progress and provide corrective action
through collaboration and creative problem-solving

o Captures and measures the project completion performance of all assigned
projects or programs

e Lead development of Shire’s global response to regulatory policy issues

e Work collaboratively with senior internal stakeholders within R&D and across
Shire in particular Government Affairs, Technical Operations, Public Relations
and other key functions to develop a single Shire position on key regulatory
policy issues and ensure a single Shire voice externally

e Lead cross functional teams in the development of company positions
response plans directed to the FDA, other US governmental bodies

e Development, timely communication and submission of written company
feedback to the regulatory agency (on relevant draft guidelines and
legislation - to EMA Docket, direct policy communications to Agencies ),
industry associations, and patient advocacy groups

 Facilitates and leads opportunities to engage the scientific and regulatory
community, thereby increasing the visibility of Shire policies and providing
opportunities to influence strategic direction of global regulatory policy
issues

o Together with senior regulatory and other R&D leadership, manage the
development and participate in the public presentation of Shire positions on



e Represent Shire at industry association or professional meetings or
committees, attends or contributes to regulatory agencies work groups,
regulatory projects, position papers, responses to proposed regulations, draft

guidelines, to ensure Shire’s views are taken into account
Qualifications for regulatory lead

e Strong background working with regulators and other governance bodies

e Familiarity with risk management, operational risk and/or audit information
and technology

« If applicant resides in New York, energy markets knowledge is required

* Significant experience in futures and/or securities regulation

e Strong business writing and ability to provide samples

e Managing performance assessments and career development activitie



