Company name: RhinoSystems, Inc.
Type of industry, product or service: 
Innovative consumer medical products in the nasal care field.

Job Title:  Quality Officer
Location: Brooklyn, OH
Contact: Please contact Maria Hoke at 216-801-4725 or maria.hoke@navage.com
Requirements and Qualifications: 

Summary of Position

RhinoSystems, Inc. (RSI) is a rapidly growing consumer medical device manufacturer. Our primary focus is Naväge Nasal Care, an exceptional new product for personal nasal care. Think, “Neti pot meets the 21st century!” Nasal care is the fastest growing segment in the health and beauty category, and many industry observers agree with us that Nasal care will be to the 21st century what oral care was to the 20th.

We are seeking to hire a Quality Officer to supervise and maintain the compliance of our Quality Management System with 21 CFR 820, Canada’s Natural Health Product regulations and ISO 13485:2016.   We are looking for an energetic and enthusiastic individual excited about the opportunity to get in on the ground floor of a company that has a limitless future, and who is motivated by the financial rewards of a stock option plan that will allow you to participate in the company’s growth.  If you are bright and ambitious, honest and hard-working, and you’re looking for an exciting opportunity – not just a job – this might be the right fit for you.

Quality Officer Job Functions

· Maintain all aspects of Quality Management System (QMS) in compliance with applicable quality standards and requirements for the USFDA, Health Canada and ISO 13485:2016.

· Liaise and coordinate activities with external certification and regulatory bodies, and monitor activities/publications to identify and respond to new or revised regulatory requirements.

· Manage the review and approval of finished products manufactured for and by the company according to approved specifications.

· Ensure compliance with the quality processes and procedures for the in-house manufacturing of SaltPod capsules.

· Evaluate supplier conformance with quality requirements and resolve quality issues.

· Oversee the returned merchandise process, including the collection of accurate, detailed records and analysis of the data to help improve product efficiency.
· Organize quarterly Quality Medical Review Committee meetings to evaluate customer complaints and improve the customer experience.

· Train employees on RSI’s quality system requirements and the importance of “living” quality in their day-to-day activities.

· Manage Quality System version and document control, and maintain document retention and archiving system.
· Conduct annual review of RSI Quality Systems Manual and annual internal audits.
· Perform investigations for corrective and preventive action (CAPA).
· Prepare and present reports to summarize the result of internal audits, complaints, CAPA’s and identify opportunities for improvement.
· Act as the Quality Management Representative (QMR).
Experience
· Quality Assurance: Minimum 10 years required.

· Medical Devices: Minimum 7 years required.

· FDA Compliance: Minimum 7 years required.
· ISO 13485: Minimum 7 years required.

· Experience with Canada’s Natural Health Products Directorate is preferred. 

Requirements

Exemplary oral and written communications skills.
Exemplary project management and organizational skills.
Strong analytical and investigative skills.
Proficiency in Microsoft Word and Excel. 

Prior supervisory/management experience preferred.
Experience interacting with FDA and other regulatory agencies.
