Sr. Quality Engineer

Job Snapshot 

Location: 
Sacramento, CA 95827 

Other Pay: 
to be discussed

Employee Type: 
Full-Time

Industry: 
Medical Equipment


Healthcare - Health Services

Manages Others: 
Not Specified

Job Type: 
QA - Quality Control


Engineering


Health Care

Education: 
4 Year Degree

Experience: 
5 to greater than 15 years

Travel: 
Up to 25%

Post Date: 
7/1/2010

Contact Information 

Contact: 
Patrick Kienanst

Phone: 
(408) 627-7573

Description 

JOB SUMMARY

The Sr. Quality Engineer will primarily work with the company’s R&D group, supporting electronic systems or disposable catheter new product launch activities.  These include Risk Assessment (FMEA and Hazard), writing Design Verification and Validation protocols and reports, working with Manufacturing for Process Validation or PPQ (IQ, OQ, PQ) performing statistical analysis as required in verifications and validations, NCR, MRB and implementing corrective actions following the Product Development Process.  Additionally the candidate will perform internal project audits while presenting to all levels of the company.

RESPONSIBILITIES:

· Participates in R&D new product launch teams

· Prepares verification and validation protocol and reports.

· Reviews and approves quality document changes (ECO, MCO, deviations).

· Works with manufacturing to implement Quality Improvements (e.g., defect analysis, control charts, data analysis, lead Quality and CIP teams)

· Participates in the Material Review Board meetings to determine root cause failure and provide feedback to project team

· Develops quality inspection criteria for incoming inspection and final inspection

Please send your updated resume to patriciok@pierpoint.com.

Requirements 

EDUCATION:  

· Requires at least a Bachelor's of Science degree in an Engineering discipline 

KNOWLEDGE AND EXPERIENCE: 

· Demonstrated knowledge and understanding of FDA regulations, Quality System Regulations (QSR), ISO 13485 requirements 

· Requires 5 - 8+ years experience in quality assurance in the medical device industry 

· Works with New Product Launch teams in all facets of disposable or electronic products 

· Training and Experience leading and conducting supplier audits 

· Works with R&D and Manufacturing to qualify new suppliers 

· Demonstrated knowledge and understanding of medical device standards for packaging, sterilization, biocompatibility, electrical safety, electromagnetic compatibility, and software. 

· Strong analytical skills with the application of statistical methods (e.g., SPC, DOE, capability analysis, etc.) 

· May work with suppliers to test, validate, and qualify new procedures and equipment 

· Proven experience in leading others with a proactive attitude 

· Knowledge of computer applications (i.e.: Microsoft Word, Excel, PowerPoint, Access & Project, Windows, Visio, etc.) required 

· Knowledge of proper English usage, grammar, spelling, vocabulary and of generally accepted office practices, procedures and equipment 

LICENSES AND CERTIFICATIONS:

· Certified Quality Engineer/Auditor, preferred 

ADDITIONAL DESIRABLE QUALIFICATIONS:  

· Knowledge of HALT and HAST testing 

· Knowledge or experience using Agile and MFGPro 

· Green or Black Belt desirable 

· Quality System program knowledge and understanding (e.g., QFD, Six Sigma, TQM) 

· Experience using statistical software 

SKILLS AND ABILITIES: 

· Advanced Microsoft Office skills 

· Ability to communicate effectively both orally and in writing and to establish and maintain cooperative working relationships with persons contacted in the course of performing assigned duties including Company management and outside business associates 

· Strong attention to details 

· Ability to maintain confidentiality 

· Ability to organize and prioritize workflow and to meet established timeframes 

· Ability to maintain updated knowledge of procedures, products and activities of assigned area 

· Ability to accurately proofread documents 

· Ability to adhere/respond to established time frames and schedules 

· Ability to operate a personal computer and related software 

· Ability to work under pressure 

· Ability to interact with senior management on a regular basis 

· Ability to represent the Company at professional and business functions in a competent manner 

PROBLEM SOLVING AND DECISION MAKING:  

· Develops solutions to a variety of problems; ensures solutions are consistent with organization objectives

PHYSICAL REQUIREMENTS: 

· Ability to hear and speak to employees and outside business associates on the phone and in person 

· Ability to see the letters and numbers on a personal computer screen and on memos, reports and other documents (near vision) 

· Requires moderate right and left hand coordination for the use of the personal computer 

TRAVEL REQUIREMENTS:  

· Will be required to travel to other offices of the company, customer sites, and supplier locations as required, 20%
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