ZOLL

Position Title: Regulatory Affairs Engineer

Responsibilities

Manages the complaint handling process and mandatory reports.

Coordinates related failure analysis investigations with Service and Engineering, as
applicable.

Coordinates product recalls with appropriate regulatory bodies.

Constructs, submits, and obtains approvals for PMA applications and supplemental reports
for new or altered devices.

Performs various risk analysis activities for new and existing products including FMEAs and
Fault Tree Analyses.

Conducts audits of internal processes and performs reviews of the clinical research processes,
adverse event handling and data collection.

Requirements

Requires a BS degree or the equivalent in atechnical or scientific field.

Requires extensive experience in the areas of FDA regulations, medical device reporting and
complaint handling.

To apply

Send resume and cover letter in Word or PDF format to jobs@zoll.lifecor.com.
Include position title in subject line.



