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TÜV SÜD America Inc., a global leader in product safety and EMC testing, regulatory affairs and certification, has immediate openings at our offices in New Brighton, MN, Peabody, MA, and San Diego, CA for

 


Medical Device Auditors / Experts


Your role and responsibilities include assessment of medical devices and their manufacturers per the European Medical Devices Directives, other applicable Regulatory Systems and International standards, including related client and project management.

Responsibilities:
Auditing:
· Perform regulatory audits of clients per European Medical Device Directives (AIMD, MDD, IVDD) and International quality system standards (e.g. ISO 13485) as well as internal Notified Body and TÜV SÜD America criteria including all related tasks, such as scheduling, planning, reviewing corrective actions, preparing reports and audit documentation for submission to the certification committee of the Notified Body.
Testing:

· Act as Test engineer and Technical Certifier for TÜV SÜD America; inspect and test products for conformity with international regulations, with the end result being the certificate of conformance for the client in accordance to CB,  NRTL, and SCC. 

· Prepare reports and documentation for certification of customer products to the appropriate standards.  Perform Constructional Review, Testing, and Preliminary Evaluations activities.
File Reviewes:
· 510(k) FDA file reviews
· Design Dossier (EU Directives)

· Technical File Review (EU Directives)

Project Management:

· Provide project management for NAFTA-based customers. Project management potentially consists of issuing quotes, coordinating multiple projects, coordinating audit team, and answering client questions.
Communication / Customer Service:
· Communicate in a courteous and effective manner with internal and external customers in all circumstances including answering questions, relaying messages, and providing information with regard to standards, regulatory and technical requirements for compliance with standards and the respective regulatory system.

Expertise:

· Keep abreast of present and pending  regulatory requirements, standards and TÜV SÜD America service capabilities through internal training sessions, external seminars, and reading of scientific articles.
Requirements:
· The ideal candidate will have a BS or MS Degree in a science related field (biotechnology, biology, chemistry, microbiology, electrical engineering, mechanical engineering, etc.)

· Significant industrial medical device experience e.g. as Product Designer / Product Development Scientist / Project Manager / Microbiologist / Sterilization Specialist / Engineer / Regulatory Affairs / Quality Assurance.

· Minimum of 5 years experience in an industrial medical device environment, ideally 2 years of them in Quality. 

· Direct auditing experience Medical Device Directives (AIMD, MDD, CMDCAS, JGMP, IVD) ISO 13485and Lead Auditor Certification is beneficial.

· Spanish language a plus. 

· Extensive domestic travel and occasional international travel is required.



We offer excellent medical and dental health plans, and participation in the company 401(k) retirement savings plan.   We will provide a path to become a ISO13485 Medical Device Lead Auditor, Notified Body Auditor, FDA 3rd party 510K reviewer. 

Please send your resume and cover letter to TÜV SÜD America Inc, Human Resources at:

Email: careers@tuvam.com or Fax: (978)977 0248

All information will be treated with strict confidentiality.
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