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Career Opportunity

Medical Device Experts

As a Notified Body for the Medical Device and Active Implantable Medical Device Directives, BSI
assesses the conformity of medical devices to their essential requirements of safety and performance.
We are looking for Medical Device Experts within Active Implantable Medical Devices.

The Job

Our staff work on a number of parts of the regulatory process:

e as technical experts assessing manufacturers’ technical files and design dossiers;

e as members of teams auditing device manufacturers’ quality systems;

e as technical experts advising audit teams on aspects of the manufacturer's design or production
processes.

They review design data (risk analysis, biocompatibility, clinical investigation data and post market
surveillance information etc.), prepare recommendations for CE certification and participate in audit
activities as a technical expert.

Qualifications and Experience

Candidates will have medical device experience within an industrial, academic or clinical background,
and qualifications that reflect a thorough understanding of relevant technological considerations and
manufacturing processes.

They will be motivated to perform detailed investigation of complex technical and regulatory issues,
enjoy learning new disciplines and discussing issues with applicants and have the presence to make and
explain any difficult decisions.

Job Location

There are offices in Hemel Hempstead, UK, and Reston VA, USA. A number of our Medical Device
Experts are home-based and report into one the offices.

How to Apply

Submit a CV detailing qualifications and experience, with a cover letter by email to ps.applications@bsi-
alobal.com, for the attention of Laura Baird, Human Resources, Kitemark House, Maylands Avenue,
Hemel Hempstead, Hertfordshire, HP2 4SQ, UK
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