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PROFESSIONAL SUMMARY: 
· Experienced Quality Engineer with over 9+ of expertise in the healthcare and manufacturing industries, specializing in medical device quality systems, FDA regulations, and ISO standards.
· Strong background in Quality Management Systems (QMS), ensuring compliance with regulatory requirements such as FDA 21 CFR Part 820, ISO 13485, ISO 14971, and other relevant standards for product quality and patient safety.
· Proven track record in managing nonconformance (NCMR), Corrective and Preventive Actions (CAPA), root cause analysis (RCA), and risk management, delivering continuous quality improvements across the product lifecycle.
· Proficient in Design Controls, including Design Verification and Validation, ensuring that product designs meet established specifications and regulatory requirements before release to market.
· Led successful migration of CAPA, NCMR, Deviation, Audit, and SCAR modules from paper-based systems to Agile PLM platform, improving data management and traceability.
· Expert in process validation including IQ/OQ/PQ protocols, as well as design test method development, contributing to consistent and repeatable product performance.
· Strong background in equipment management, including the transition of maintenance programs from Excel to Maximo Asset Management System for better tracking, maintenance, and compliance.
· Skilled in supplier management, including supplier qualification, performance improvement, and root cause analysis for non-compliant suppliers, resulting in enhanced supplier relationships and product quality.
· Experience in preparing and maintaining APQP, PPAP, and ISO/TS 16949 documentation for automotive and medical device industries, ensuring compliance with quality standards and regulatory requirements.
· Proficient in statistical tools such as SPC, FMEA, MSA, RCA, and DOE to monitor and improve manufacturing processes and identify sources of variation that affect product quality.
· Led continuous improvement initiatives, leveraging methodologies like DMAIC (Lean & Six Sigma), to drive process optimization, cost reduction, and improved quality metrics.
· Extensive experience conducting internal and external audits, and driving improvements in CAPA, NCMR, SCAR, and equipment management processes, ensuring adherence to quality standards.
· Strong understanding of regulatory compliance, having supported audits and inspections by regulatory bodies, and ensuring the company’s products and processes remain compliant with FDA, ISO, and other regulations.
· Trained teams in quality systems and process improvements, providing education on new procedures, GDP/GMP standards, and regulatory compliance for internal and external stakeholders.
· Led efforts in product defect analysis, ensuring that non-conformities were properly identified, investigated, and corrected to prevent recurrence and ensure patient safety.
· Root cause analysis and 5 Whys methodology applied to solve critical quality issues, ensuring the implementation of corrective actions and preventing the recurrence of defects.
· Proficient in advanced statistical tools and data analysis software, including Minitab, SPSS, Power BI, and STATGRAPHICS, enabling effective analysis of quality data and the identification of process improvements.
· Expertise in quality assurance documentation, including creating and revising work instructions, procedures, and control plans, ensuring all processes align with regulatory standards and customer expectations.
· Led efforts to improve the efficiency of incoming material inspections by implementing statistical process control and Gage R&R studies, reducing defects and improving product quality at the initial stages.
· Demonstrated success in ensuring timely, high-quality deliveries through collaboration with cross-functional teams including R&D, clinical, software, and hardware teams during various product lifecycle phases.


TECHNICAL SKILLS: 

	Category
	Tools & Technologies

	Quality Management Systems (QMS)
	FDA 21 CFR Part 820, ISO 13485, ISO 14971, IVDR, Agile PLM, SAP, Maximo (Asset Management), COUPA, AS9100

	Process Validation & Design Control
	IQ/OQ/PQ Protocols, Design Freeze, Design Verification, Design Test Method Development, Change Control, Nonconformance Reporting

	Root Cause Analysis & CAPA
	5 Whys, Fishbone Diagram, Ishikawa, DMAIC (Lean & Six Sigma), FMEA (Failure Mode and Effects Analysis), RCA (Root Cause Analysis)

	Statistical Process Control
	SPC (Statistical Process Control), Gage R&R, DOE (Design of Experiments), ANOVA, FMEA, GR&R

	Statistical Tools
	Minitab 18, SPSS 17, Power BI, STATGRAPHICS, Microsoft Excel, ANOVA

	Quality Control Tools
	SPC (Statistical Process Control), FMEA, MSA (Measurement System Analysis), Root Cause Analysis, CAPA Documentation

	Documentation & Reporting
	Work Instructions, Control Plans, Process Flow Diagrams, SOPs (Standard Operating Procedures), Agile PLM, SAP, COUPA

	Audit & Compliance
	Internal/External Audits, QSR (Quality System Regulation), FDA Compliance, ISO 13485, CAPA Documentation

	Supplier Management
		



Supplier Qualification, Performance Evaluation, Non-Conformance Management

	Measurement & Inspection Tools
	Keyence High Precision Camera (VKX), Micrometers, Vernier Calipers, Height Gauges, CMM (Coordinate Measuring Machines), Inspection Fixtures

	Software & Systems
	Microsoft Excel, Power BI, Minitab 18, SPSS 17, STATGRAPHICS, Keyence Systems, Agile PLM, COUPA, SAP

	Design & Product Lifecycle
	Change Orders, Design Freeze, Design Verification, Design Controls, Nonconformance Reporting, MRB (Material Review Board)

	Process & Data Analysis Tools
	SIPOC, Process Flow Diagrams, Control Charts, Statistical Sampling (ANSI Z1.4, Z1.9), Process Capability Studies

	Continuous Improvement Tools
	DMAIC (Lean & Six Sigma), VSM (Value Stream Mapping), DOE, ANOVA, Process Optimization Tools

	Material & Defect Analysis
	Gage R&R, CMM, Inspection Fixtures, Visual Inspection, Nonconformance Reports, Quality Control Inspection Procedures

	Engineering & Change Control
	ECOs (Engineering Change Orders), ECRs (Engineering Change Requests), BOM Updates, Drawing Updates

	Training & Documentation
	SOPs, Work Instructions, Training Modules, GDP/GMP Standards, Process Training




EDUCATION 
· Master of Science in Industrial Engineering – May 2020 - Wichita State University, Wichita, KS	
· Bachelor of Technology in Mechanical Engineering -April 2015 - Rajiv Gandhi University of Knowledge Technologies, RK Valley, AP, India       

CERTIFICATIONS
· Certified Internal Quality Auditor ISO 13485:2016 | TUV SUD
· SME - Lean Bronze Certification | User code: 3997898
· SME - Additive Manufacturing Fundamentals Certification | User code: 3997570
· Foundations of 6σ and QI & Lean Systems |Department of Industrial Engineering/ Wichita State University                                          
· CATIA – Part Design/ Assembly | National Center for Aviation Training, Wichita, KS 

PROFESSIONAL EXPERIENCE:

Quality Systems Engineer / Abbott Laboratories, San Diego-CA				 Nov 2021 – Present

Responsibilities: 
· Coordinated and ensured compliance with NCMR and CAPA processes, conducted thorough investigations and implementation of corrective and preventive action, assessed the effectiveness of implemented actions.
· Successfully led the migration of CAPA, NCMR, Deviation, Audit, and SCAR modules from paper-based to Agile system.
· Completed successful transition of Equipment Management program from Excel to Maximo (Asset Management System).
· Led continuous improvement initiatives within the department, focusing on enhancing product quality, ensuring regulatory compliance, root cause analysis, and used quality tools to identify inefficiencies and implement sustainable solutions.
· Wrote procedures and work instructions related to all aspects of the Quality Management System which includes Equipment maintenance, Auditing, Calibrations, CAPA, Document control, Nonconforming materials, receiving inspection, Training while following FDA 21 CFR Part 11, ISO 13485, ISO 14971, IVDR, and Abbott Policies using Agile PLM functionality.
· Experienced in Design controls, Design freeze, Design verification, validation, and Design Test method development. 
· Monitored equipment calibration and PMs as per requirements, provided risk-based justification as needed.
· Worked with the R&D assay, software, hardware, and clinical teams during different product life cycle phases.
· Proficient in analyzing the impact on the product while documenting Change orders, Deviations, and nonconformances.
· Responsible for supplier management, including qualifying new suppliers, improving marginal supplier performance, and conducting root cause analysis for non-compliant suppliers to improve performance.
· Proficient in using COUPA/SAP purchasing processes and trained R&D team on purchasing procedures.
· Assisted internal/external audits and continuous improvement to QMS, focusing on CAPA, NCMR, SCAR, Audits, and Equipment management processes.

Environment: Agile PLM, Maximo, FDA 21 CFR Part 11, ISO 13485, ISO 14971, CAPA, NCMR, SCAR, SPC, Minitab, SAP, COUPA, GR&R, FMEA, DOE, Keyence, VSM, Risk Management, Root Cause Analysis, Change Control, Auditing

Quality Engineer / CCMI- Magna International, Battle Creek, MI				Aug 2021 – Nov 2021

Responsibilities:
· Developed and maintained APQP, PPAP, and ISO/TS 16949 documentation.
· Engaged in the preparation and maintenance of process inspections, reports and quality alerts for new product launches.
· Accountable for overseeing Quality Assurance procedures, encompassing statistical process control, blueprint interpretation, GD&T, measuring device utilization, inspection aids/fixtures, computer applications, and mechanical testing.
· Led capability studies on castings by analyzing CMM and gauge data during initial runs. Managed Gage R&R studies and monitored variations caused by processes and personnel.
· Ensured 100% efficiency of incoming materials by classifying defects and sorting them for further analysis.

Environment: APQP, PPAP, ISO/TS 16949, SPC, GD&T, CMM, Gage R&R, Minitab, Excel, Mechanical Testing, Blueprint Interpretation, Inspection Aids

Quality Engineer / Abbott Laboratories, Gurnee, IL						 Oct 2020 – July 2021

Responsibilities:
· Initiated medical device quality assurance activities following FDA Quality System Regulation, ISO13485, and other standards. 
· Investigated NCMR issues using root cause analysis, 5 Whys, and Fishbone diagram techniques. 
· Reviewed and authorized IQ/OQ/PQ protocols, conducted testing, and wrote reports for products and manufacturing equipment for process validation.
· Demonstrated Quality tools/methodologies, including SPC, DOE, GR&R, FMEA, process validation (IQ, OQ, PQ), statistical sampling (ANSI Z1.4 and Z1.9), and other V&V activities.
· Initiated and tracked role-appropriate design controls and quality deliverables (CTQs) in assisting the production process, authored reference sheets, and created visual aids.
· Initiated CAPA for critical & recurring issues by implementing investigation, action, and effectiveness plans. 
· Identified manufacturing process defects, identified the root cause, and implemented corrective and preventive actions. 
· Audited production areas to implement quality-based improvements to current products and manufacturing processes by continuously participating in GEMBA walks and avoiding production bottlenecks. 
· Coordinated and monitored the change control process (including review and approval) to ensure performance, compliance, and regulatory requirements were met and documented.
· Amplified nonconforming material and led the Material Review Board (MRB) efforts. 
· Coordinated with suppliers, contractors, and consultants that supply components, subassemblies, and contract processing. 
· Managed aspects of the internal quality system regarding receiving inspection, calibration, and MRB. 

Environment: FDA QSR, ISO 13485, SPC, DOE, GR&R, FMEA, Minitab, ANSI Z1.4/Z1.9, CAPA, 5 Whys, Fishbone, IQ/OQ/PQ, GEMBA, MRB.

Graduate Research Assistant / National Institute for Aviation Research, Wichita, KS           Sept 2018 – Aug 2020

Responsibilities:
· Initiated quality control/assurance activities following QSR, AS 9100, ISO 9001, and other international standards. 
· Mapped machine integrity and dimensional integrity to measure and record dimensions of composite materials along with visual inspection to identify defects in specimens complying to ASTM standards.
· Developed data validation matrix to capture deviation in machining & dimensioning and updated the same to MRB.
· Analyzed defects in composites in check sheets and measured dimensions of composites using a Micrometer, Vernier caliper and height gages. Record the date in the non-conformity report for defect identification.
· Facilitated operation of Keyence high precision camera for measuring the thickness of sandwich composites & surface roughness using Keyence VKX, developed complex programs in Keyence systems.
· Administered 100% inspection, SIPOC, Process flow & control charts to check whether samples of composite materials passed/failed before gauging & mechanical testing according to ASTM standards.
Environment: QSR, AS 9100, ISO 9001, ASTM, Keyence VKX, Micrometer, Vernier Caliper, Height Gages, SIPOC, Control Charts, MRB.
Quality Engineer / EMUG Technologies Pvt. ltd, Hyderabad-India			             June 2015 – June 2018

Responsibilities:
· Reviewed and updated existing quality procedures for NCRs and CAPAs to improve workflow and compliance as part of the Quality Systems Improvement Program.
· Wrote rework procedures for non-conforming material dispositioned for rework and conducted risk assessments.
· Conducted root cause investigations using 5 Whys, Ishikawa, and FMEAs to identify causes for CAPAs.
· Provided support for initiatives related to production floor support, yield improvement, quality improvement, process improvement, and documentation in all aspects of product manufacturing.
· Supported internal quality system maintenance and improvement activities to ensure compliance with ISO 13485, ISO 14971, and QSR.
· Trained new and existing operators on new procedures, work instructions, and GDP/GMP standards.
· Generated metric reports for NCRs and complaints for management review, trending, and CAPA tracking as needed.
· Initiated ECOs and ECRs for BOM updates, quality control inspection procedures, and drawing updates.
Environment: ISO 13485, ISO 14971, QSR, 5 Whys, Ishikawa, FMEA, GDP/GMP, CAPA, NCR, ECR, ECO, Metric Reporting, Documentation.
