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Job Title:  Regulatory Affairs Specialist  
Site: Seattle
Status: Exempt 




      Supervisor: Sr Regulatory Affairs Mgr

Position Summary: 

Responsible for supporting regulatory activities including country registrations, maintaining commercial technical files, and import/export compliance.

Essential Duties and Responsibilities: 
· Support country registrations in EU: Maintain current approvals, obtain approval in targeted countries.

· Support country registrations in Asia/China: Provide appropriate requested documentation from Broncus China.  Ensure appropriate approvals are garnered prior to release of product.

· Maintain commercial technical files 
· Support regulatory activities a needed/directed by VP or Sr Mgr Regulatory (i.e. submissions, registrations, etc.)

· Maintain FDA registration and export documentation as needed. 
· Support labeling activities (including IFU)
· Maintain external standards and ensure compliance for emphysema and lung cancer

· Maintain current essential requirements documents for EU and TGA

· Support export/import compliance for commercial and investigational devices
· Prepare and submit annual reports
Minimum Education and/or Experience:

· Bachelor’s degree required.  Course program(s) or advanced training in Regulatory Affairs desirable.

· Minimum 2 years experience in the medical device industry with 1 years in regulatory affairs role.
Licenses/Certifications: N/A
Supervisory Responsibilities: 

· N/A

Special Requirements/Physical Demands/Working Conditions:

· No travel.
Communication Skills:

· Must have excellent verbal and interpersonal skills.

· Ability to work successfully with a variety of internal and external sources 

Administrative and Technical Skills:

· Ability to manage multiple priorities in an efficient manner.
· Working knowledge of current revisions of:

· EN ISO 13485 Medical Devices – Quality Management System 

· MDD 93/42/EEC: Medical Devices Directive

· Title 21 CFR Part 820: FDA Quality System Regulation

· EN ISO 14971 Medical Devices – Application of Risk Management to Medical Devices

Reasoning Ability and/or Critical Thinking:

· Ability to contribute and collaborate in a creative, team-oriented environment.

· Excellent problem-solving skills.

This job description is intended to describe the general nature and level of work being performed by individuals assigned to this position.  It is not intended to be an exhaustive list of all duties, responsibilities, and skills required for this position.  Reasonable accommodations may be made to enable individuals with disabilities to perform the essential functions of this position.
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