Job Title:


Sr R&D Quality Engineer

Department:


Quality Assurance
Reports To:


Sr. Director Quality Assurance
Date:



January, 2021
Purpose:

Provide ongoing Quality Engineering support to process development process and design transfer to manufacturing ensuring product and process conform to regulatory filing requirements.  Product types will include (but are not limited to) pharmaceutical and medical devices.  Development activities will be tailored towards transdermal and oral thin films including both mix coat and converting/packaging of these products.

Key Result Areas:

1.   Apply TM’s Quality System, ISO standards and regulatory standards within the scope of job responsibilities.

· Responsible for the accurate development of product specific documentation

including MBR’s, PMR’s, protocols and reports, and SOP’s.
· Perform Risk Management activities using the Failure Mode and Effects Analysis methodology.  Support peers in the development of mitigations for the failure modes and verify the effectiveness of these mitigations.
· Supports the change control processes by completing risk assessments, root cause investigations and action plans.

2.  Design various studies to assess and determine process capabilities.

· Design a variety of studies including:  Design of Experiments, Confirmation/Validation, IQ/OQ/PQ/PV, FMEA, Process Capability, First Articles, Gauge R & R’s to support customer and Tapemark quality requirements.

· Coordinate studies with customers, Production, and Engineering by 

scheduling appropriate resources and writing protocols defining purpose and parameters of study.

· Analyze data to provide statistical conclusions and recommendations to customer and Tapemark.
· Prepare reports summarizing results to customers and Tapemark.

3.  Critical Project Team Member responsible for:

· Lead and support multiple projects, balancing priorities to meet project and management expectations. 
· The successful design, development and eventual commercialization of new projects.  

· Assists with existing process improvement initiatives.  
· Team player with R&D, Operations, Sales/Project Managers, and customer on process development and/or existing process improvements.
· Works with 3D Team and subject matter experts when developing new processes and improve existing processes.  
· Analyze, research and recommend additional quality control, equipment, and 

appropriate techniques to improve current Tapemark Quality Engineering methods
4.  Determine quality controls for Tapemark specifications to assure process meets customer quality requirements.

· Interprets customer’s specifications to assure requirements are incorporated into Tapemark specifications.
· Evaluates process and data to ensure adequate process capability during development.
· Identify CQAs and determine in-process controls required to assure process/product meets CQA’s and customer quality requirements.

· Determines traceability, labeling, and shipping requirements based on customer requirements and quality standards.
5.  Develop procedures and practices to assure Tapemark quality systems meets GMP and ISO standards.

· Create awareness, in everyday activity, of GMP and ISO through on-going training.

· Analyze and revise current practices to ensure conformance to standards.

· Assists commercial operations in creating and/or changing procedures and/or specifications to correct deficiencies found through corrective actions or audits.
6. Responsible for acting consistently with Tapemark’s core values of Excellence, 

    Responsibility, Integrity, Community, Knowledge and Attitude to ensure the organizations 

    effectiveness and success.

Job Qualifications:
Bachelor’s degree in engineering or technical field required or advanced degree.

Minimum 5 years experience in the pharmaceutical and/or medical device industries.

Knowledge, Skills, and Abilities:
Knowledge
Knowledge of equipment, production and packaging processes.

Knowledge and ability to apply sound quality principles and concepts.

Knowledge of and ability to utilize personal computers and related software, including statistical

software for DOE, ANOVA, and SPC.

Knowledge of ISO, cGMP, QSR, quality processes and procedures.

Working knowledge of risk management, risk management tools, and application of current regulations and ISO standards – ISO 13485:2003, ISO 14971:2007 to job responsibilities

Knowledge in use and understanding of Statistical Analysis Tools

Skills and Abilities:
Skill and ability to communicate effectively (verbal and written) and work collaboratively with individuals at all levels of the organization.
Skill and ability to analyze data and provide statistical conclusions and recommendations effectively through verbal communications and report writing.

Skill and ability to lead and direct cross-functional teams on projects.

Skill and ability to think analytically, solving problems and make decisions; at the same time be comfortable with ambiguity and understand how to work with it.

Ability to read, interpret, apply and communicate technical information, including drawings, GD&T knowledge, statistical data and specifications.

Ability to work with little supervision and prioritize projects.
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