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Professional Summary: Medical Device Quality and Regulatory Affairs Professional with experience in Design Quality Engineering, Risk Management, Usability Engineering, Product Requirement Engineering, Quality Assurance, Project Management, Compliance Management, QMS, MDD, EU MDR, PMS/PMV. 
Work Experience
Quality Engineer –Medtronic – Northridge, CA, USA                  
                                                               (May 2019 – Present)
· Experienced in ISO-13485, ISO/EN-14971 (Risk Management)
· Updated the Risk documents like RMP, RMR, and RMF as per the MDR remediation plan for Class I, Class IIA and
Class IIB devices

· Performed Issue Impact assessment (IIA) to assess patient risk and impact when an issue arises post-production
· Collaborate with the cross-functional team to update the risk management documents

· Prepared General Safety and Performance Requirements (GSPR) documents as per EU MDR
· Actively involved in the Technical File preparation of Class 1 and 2 devices which will have to be MDR compliant
· Experienced in preparation of Essential Requirements Reports as per Medical device directives (MDD93/42/EEC) and as per the MDSAP countries
· Worked with the Regulatory team to prepare the BoD - BoM notes for the Technical Documentation as per Annex II and Annex III of EU MDR  
· Actively participating in GAP analysis between MDD and MDR thereby identifying gaps

· Reviewed product development to assure collection of appropriate data for EU MDR regulatory submissions and compliance, while identifying international standards
· Experienced in creating the standard compliance report of  Class 1 and 2 devices to provide evidence of compliance for each recommended standard to support the regulatory submission
· Standard compliance assessment for the revised ISO/EN applicable standards
· Performed gap assessment for following standards - ISO 11607-1 & 2, ETSI EN 300 220-2 V3.1.1 and V3.2.1, ISO 10993-9
· Worked on the IFU substantiation reports

· Reviewed IFU/technical literature against applicable standards

· Reviewed labeling for compliance with labeling requirements, including content, format, and regulatory registration impact
· Actively participating in CRB meeting to review the EU-MDR IFU/technical literature against applicable standards
· Experienced in IFU Review as per EN 1041

· Collecting information about complaints related to the quality and function of medical devices
Quality Engineer – Baxter - Deerfield, IL, USA






(Nov 2017 – Apr 2019)
· MDR Gap Assessment (Annex I, Annex II and Annex III)

· Identification of applicable harmonized standards and EU directives
· Product hold evaluations and support of supplier caused customer complaints/ PMV/PMS.

· Provided systems engineering input, including requirements development and risk assessment, for Design history file (DHF) remediation and new product development (NPD)
· Provided inputs in performing preliminary hazard analysis (PHA) for NPD

· Creation of Risk Management File including but not limited to RMP, dFEMA, pFMEA, uFMEA and RMR

· Working knowledge in Risk-Benefit Assessment
· Creation and update of usability engineering file as per IEC 62366-1:2015
· Biological evaluation as per ISO 10993-1:2009 and creation of bio-compatibility assessment document
· Participated in the risk management review

· Generation of Product Design Documentation such as Design Verification and Validation Plan, Design Re-views for project phases
· Assures that the material received is REACH & RoHs Compliance
· Gap Assessment of labels and user manual

· Medical device risk-based classification as per Annex VIII of MDR

· Creation of GSPR and Essential requirements for Class I, IIA and IIB products

· Identification and comparison of similar devices in the EU region 

· Compilation of Technical Documentation

· Compose MDR's and EU Vigilance Reports as per regulatory requirements

Technical skills
DMAIC approach tools, Six-Sigma yellow belt certification, 5S, Kaizen, Seven wastes, Value stream mapping, SolidWorks, AutoCAD, Minitab, Arena Simulation, Word, Excel, Access, PowerPoint, Agile Product Lifecycle Management, SAP 

Education
Master of Science in Industrial Engineering - St. Mary’s University, San Antonio, TX, USA.   
Bachelor of Engineering in Industrial Engineering - Muffakham Jah College of Engineering & Technology, Osmania University, Hyderabad, Telangana, India.
Relevant Coursework 

Six Sigma Methods, Lean Production, Logistics and Supply Chain Management, Computer Simulation, Statistical Data Analysis, Safety Engineering, and Human Factors
