Quality Engineer

Isolite Systems, a rapidly growing, privately held Goleta based medical technology
company is looking for a Quality Engineer to join Quality Assurance Team.

Specializing in dentistry, Isolite Systems is the pioneer of innovative solutions that make
the dental experience easier, faster and safer for dental professionals and their patients.

As a Quality Engineer, you will be responsible for providing support to Manufacturing,
Quality Assurance, R & D and Regulatory Affairs. The Quality Engineer will utilize
engineering methodologies and other analytics to initiate, implement, and manage the
guality management system that encompasses both products and processes within the
facility. In addition, this position pursues improved operational effectiveness through the
refinement of existing procedures or business processes to optimize validations,
manufacturing processes, error proofing, and other quality system tools.
Responsibilities include:

Provide manufacturing support

Risk Management/CAPA

Process and product validation

Product Packaging testing and analysis

Analyze data to identify areas for improvement in the quality systems
Prepare reports by collecting, analyzing, and summarizing data; making
recommendations

e Perform other functions to support company interests

Preferred Traits and Abilities:

e Agile/Scrum Project Management Skills preferred.

e General PC knowledge with an ability to use statistical, spreadsheet, word
processing and graphics presentation software.

e Strong written and verbal communication skills with an ability to translate technical
information to non-technical users. Must have the ability to read, analyze and
interpret general business periodicals, professional journals, technical procedures or
governmental regulations.

e Strong organization and planning skills. Aptitude with an interest to lead teams
and/or individuals with strategic planning and thinking.

e Strong analytical capabilities with demonstrated skill in evaluating reports, identifying
issues, noting trends, and reporting to management. Must be able to define
problems, collect data, establish facts and draw valid conclusions.

e Proven ability to learn new technical tools quickly.

¢ Ability to travel on a limited basis, up to 10%



Qualifications (Knowledge and Experience):

e Bachelor's degree (B.S.) in Engineering or other technical degree from a four-year
college or university is required.

e Green/Black Belt Certification or Lean Manufacturing training a plus.

e Must have at least three to five years of experience as a Quality Engineer —
required; in a medical device manufacturing environment - preferred.

e Solid base in quality engineering principles required. Solid understanding of
statistics, minitab and/or other statistical software experience required.

e Familiar with Unique Device Identifier Labeling a plus.

e Medical Device experience, knowledge of 21 CFR Part 820, ISO 13485, and
sterilization experience a plus.

Isolite Systems designs innovative, ergonomically efficient products that help dental
professionals work faster with less stress and fatigue. Our award-winning product has
won numerous honors and the support of dentists nationwide. As we grow and expand
our product offerings, we are seeking professional, enthusiastic, and self-motivated
team players to be part of our dynamic team. We offer competitive salaries and benefits,
and a great work environment.

Isolite Systems is an equal opportunity employer and considers qualified applicants for
employment without regard to race, color, creed, religion, national origin, sex, sexual
orientation, gender identity and expression, age, disability, or Vietnam era, or other
eligible veteran status, or any other protected factor.

Isolite Systems is not accepting unsolicited assistance from search firms for this
employment opportunity. Please, no phone calls or emails. All resumes submitted by
search firms to any employee at Isolite Systems via-email, the Internet or in any form
and/or method without a valid written search agreement in place for this position will be
deemed the sole property of Isolite Systems. No fee will be paid in the event the
candidate is hired by Isolite Systems as a result of the referral or through other means.



