
Our innovative and growing company is searching for experienced candidates for
the position of regulatory strategy. We appreciate you taking the time to review
the list of qualifications and to apply for the position. If you don’t fill all of the
qualifications, you may still be considered depending on your level of experience.

Responsibilities for regulatory strategy

Act as the Subject Matter Expert for readability testing and oversee
readability and bridging projects as required
Lead development of labelling negotiation strategies, including discussions
with EMA (QRD, CHMP, PIQ teams)
Manage and coordinate pre- and post-approval labelling translation, in
compliance with EU/International guidance
Monitor the quality of the language versions of the labelling provided to
Health Authorities, identify translation issues and work to design and
implement new labelling translations development, review and approval
procedures
Contribute to cross-project language harmonisation (semantic, sentence
structure and style)
Review and monitor change control workflows for updates to labelling text
and artwork
May mentor other RA team members
Develop vendor strategy and preferred suppliers (where appropriate) for user
testing, translation services and linguistic tools
Review and assess impact of regulatory initiatives related to labelling
Lead industry association involvement on labelling topics, with EFPIA, DIA,
LabelNet and other groups as necessary

Qualifications for regulatory strategy
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Bachelors or Masters or advanced degree in a scientific discipline, with 3-5
years of increasingly responsible regulatory experience in the pharmaceutical
industry
Exceptional interpersonal skills with the ability to work individually, within a
multi-disciplinary team, with external partners and regulators
Ability to cultivate internal and external relationships based on trust and
respect in anticipation of future working relationships
Fluency in languages, in addition to English, would be a plus
A Bachelor's degree in accounting, economics, finance, engineering, or
related field and up to 7 years of related experience, or equivalent work
experience
Ability to communicate tactfully and effectively, both orally and in writing,
and must be able to present information in a clear and concise manner to
large groups, senior management


