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	Job Title:   
	Associate Quality Engineer
	Job Code:  
	QAASENG

	Department: 
	Quality Assurance
	Division:
	Ithaca, NY

	Reports to:
	Quality Manager/Director
	FSLA Status:
	Exempt

	Hours:
	Full-time – 40 Hrs/week
	Rev Date:
	10-11-2021
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Primary Function
This is a role with responsibility for various functions in the Quality Department. The position will assist critical functions in the quality department, with management & maintenance of the document control systems. Additional duties and projects will be developed based on business needs and strengths and interests of the candidate. 
I.    Duties and Responsibilities
· Determine and document reportability decisions for incoming customer complaints.
· Provide back up for existing staff in calibration process, and demonstration meter triage. 
· Assist in design and implementation of quality system documents and recommend solutions for documentation and work instruction problems.
· Provide assistance in the Change Management document system with document formatting processes, release Engineering Change Orders (ECO), and Deviations.
· Issue calibration due notifications and maintain calibrations records in Innovator.

· Assist Quality Engineering in CAPA management process and help the team to implement changes to improve traceability and expedient follow up. 

· Provide support to Quality Engineering with Material Review Board (MRB) meetings and follow up activities associated with processing of the nonconforming material.
· Assist with Material Safety Data Sheets (MSDS) process and maintain the records in Innovator.

· Assist process owners in conducting training on major changes to document control work instructions, forms, and standard operating procedures.

· Support Quality Engineering with initiating and facilitating continuous improvement projects for Quality Systems as well as other departments as needed. NOTE: Typical continuous improvement projects include supplier quality, process/procedure/workflow improvement, and product compliance planning.

· Support Quality Engineers and perform other work-related duties as requested, directed or assigned by management. 

II.    Working Relationships

· Internal departments such as: Quality Assurance, Regulatory, Engineering, R&D, Planning, Manufacturing and General Administration
· External vendors as necessary
III.    Education and Experience

· A BS in Engineering or related professional field or prior job experience in Quality processes, management or implementation is preferred. 

· Enthusiasm for the implementation of Quality standards and measurements to improve processes, reduce defects, and improve product performance is a must. 
· Prior experience implementing quality processes in a medical device or other highly regulated environment is preferred

IV.    Knowledge, Skills and Abilities
· Good organizational skills. Detail oriented.
· Good written, oral, interpersonal, group and telephone communication skills
· Ability to use Microsoft Office Suite including Microsoft Word, Excel, PowerPoint and Outlook

· Familiarity with ISO standards preferred
· Familiarity with design controls, design of experiment (DOE) design and process validation and verification, corrective and preventative action handling and pFMEA is desirable. 
V.    Supervisory Responsibilities 

· No Direct Reports
VI.    Physical Demands

· Position primarily requires sitting, standing, and walking in an office environment and in a processing environment. 

· Nature of work requires depth perception, close and far vision, normal color distinction, potential for eyestrain and normal finger dexterity. 
· Ability to adhere to safety requirements
VII.    Work Environment

· Primarily Office environment with occasional work in manufacturing and processing environment.

· The position may require periodic use of personal protective equipment. 
Disclaimer: This Job Description is not intended to be all-inclusive and may be subject to change to include new responsibilities and tasks or change existing ones as management deems necessary to meet the ongoing needs of the company.
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