Sr. Quality Engineer
Req # 2011-020

Tapemark is a CMO, contract manufacturing organization, focusing on pharmaceutical,
medical device and consumer product markets. We work with large, international
Fortune 500 corporations as well as small, entrepreneurial organizations — many brands
that you'd recognize — but all work is confidential. We’re expanding and looking to add a
highly-qualified Quality Engineer who can make an immediate impact.

As a Sr. Quality Engineer you will:

Participate as a critical member of Product Launch teams, responsible for successful
design, development and commercialization of new projects. Support existing process
teams.

Utilize quality by design tools DOE, FMEA, ANOVA, Gage R&R, SPC to ensure
processes/products are qualified, validated or verified. Interpret customer’s specifications
and in-process controls ensuring the process/product meets CQA’s and customer quality
requirements. Investigate Customer Complaints, incidents, and non-conformances.

Assist Quality Management in the development and training of staff.

Qualifications:

e Minimum Bachelor’s Degree in Engineering or science-based discipline and a
minimum of 8 years Quality Engineering experience, preferably in the Medical Device
or Pharma industry.

e Demonstrated application of quality by design tools, including DOE, FMEA, ANOVA,
Gage R&R, and basic/advanced SPC, and tools.

e Experience implementing quality standards, procedures, specifications and corrective
actions.

e Working knowledge of ISO 9001 and/or 13485, regulatory standards (cGMP, QSR)
and Quality system standards, processes and procedures.

e Excellent written and verbal communication skills, including technical writing skills.

Preferred:
e Six Sigma Black Belt certification
e Knowledge of equipment, production and packaging processes

We're looking for people who share our commitment to Excellence, Responsibility, Integrity,
Community, Knowledge and Attitude.

Please send your resume to tmsales@tapemark.com

Visit our website at www.tapemark.com.

Tapemark, 1685 Marthaler Lane, West St. Paul, MN 55118
Equal Opportunity Employer


http://www.tapemark.com

