BECKERNASSOCIATES v becker-consult.com

PROJECT MANAGER
MEDICAL DEVICE REGULATORY AFFAIRS

BECKER & ASSOCIATES CONSULTING, INC. is a leading healthcare consulting firm based
in Washington, DC. The company provides complex clinical and regulatory consulting
services to healthcare companies, their counsel, and investors. The focus of the work is
on FDA regulation and approval of innovative healthcare products, FDA compliance, and
post-marketing safety and litigation support.

Our work is conducted with a commitment to excellence, careful execution and efficient
management. We offer creative and challenging work, state-of-the-art resources,
opportunities to gain research and consulting skills, and domain expertise in FDA
regulation of drugs and medical devices directly from leaders in the field.

This dynamic working environment includes assignments for BECKER VENTURE
SERVICES GROUP, LLC, our sister company that focuses on strategic consulting for the
financial community and early-stage companies in the medical device space.

Project Manager, Medical Device Regulatory Affairs

The Project Manager, Regulatory Affairs is responsible for independently managing the
execution of multiple client assignments, which includes developing FDA strategies and
product development guidance to successfully achieve clearance or approval of
innovative medical devices. The Project Manager will also manage the client
relationship, proposals, project budgets, and management of the project teams.
Preparation of regulatory submissions, including 510(k)s, PMAs, IDEs, appeals, and
support for FDA Advisory Panels are common work products for this position.

The day to day work is dynamic, with exposure to cutting edge technology, business
leaders, and thought leaders in the clinical community.

The position requires at least 5 years of experience in the FDA regulation of medical
devices, with a record of successful submissions for innovative products to FDA, and
managing teams comprised of the various subject matter experts required for complex
assignments.

The company headquarters are located in Washington, DC. We offer competitive salary
and benefits. Please submit a cover letter with salary expectations, a resume, and three
references to: hr@becker-consult.com. BECKER & ASSOCIATES CONSULTING, INC. is an
equal opportunity employer.




