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SUMMARY 
· Around 7+ years of experience in Computer System Validation & Verification, Quality Analysis, Business Analysis, Manufacturing, and Product Development within the pharmaceutical, biotechnology, medical device, food, or manufacturing in regulated environments with an emphasis on Manufacturing, Equipment validation, testing, and technical writing. 

· Experience in creating developing SOP's, Validation Master Plans (VMP), Installation Qualifications (IQ), Operational Qualification (OQ), Performance Qualification (PQ), 21 CFR Part 11 Assessment and Validation Summary Reports (VSR). 

· Experience in writing test scripts as a part of IQ, OQ, PQ protocols, and executing the test cases, and documenting the test results.

· Excellent documentation, review, and approvals skills in compliance with Validation Practices and Good Documentation Practices (GDP).

· Experience in validation of various IT systems Oracle EBS (Advanced Supply Chain Planning, Quality, Accounts Receivables, General Ledger, BOMs, Routings, WMS, Procure to Pay), LIMS (Laboratory Information Management System), Track Wise (CAPA, Complaints) 

· Abundant experience in generating and reviewing Computer Systems Validations CSV Deliverables according to 21 CFR Part 11 and FDA regulations for the Pharmaceutical industries

· Experience in UDI validation. 

· Experience in authoring, reviewing, and approving Assurance Plans, Validation Master Plan (VMP), Business/User Requirement Specification (BRS/URS), Design Specifications (DS), Functional Requirement Specification (FRS), Requirements Traceability Matrix (RTM), and Validation Summary Reports (VSR).

· Working knowledge of GLP, GCP, GMP, GAMP 5 guidelines especially in the areas of a computer or related systems

· Experience in preparation and review of Validation Protocols IQ/OQ/PQ documentation, VP, VSR, SOPs, Protocol Deviation, Risk Assessment, Decommission report, Periodic Review Report.

· Experience in reviewing all SDLC documents, protocols, and SOP's to ensure they meet GxP and FDA regulations

· Proficient in using HP ALM and Quality Center for creating, executing, reviewing, and approving requirements, test scripts, test runs, and defects.

· Experience in Developing and reviewing User Requirement Specifications URS, Functional Requirements Specification FRS and Requirement Traceability Matrix RTM Documents

· Good experience in Gap Analysis and documenting Remediation Plan

· Excellent Knowledge and experience in Good Documentation Practices

· Demonstrated capability to quickly gain a detailed understanding of a process to optimize efficiencies and improve quality.

· Well versed in phases of clinical trials and GCP as of 21 CFR 50 and 56.

· Excellent experience in applying FDA regulations to the aspects of the Computer and Lab Systems.

· Experience as a Technical Writer to establish Standard Operating Procedures (SOPs), Work Instructions, and User Guides

· Familiar with Failure mode and effects analysis (FMEA)

· Knowledge of all phases of Software Development Life Cycle (SDLC) methodologies like Agile and Waterfall.

· Installed problem report tracking system Trackwise using SQL server and Crystal Reports.

· Well versed with the development and maintenance of Requirements Traceability Matrix (RTM)Excellent analytical, problem-solving, communication, and interpersonal skills with good work ethics and ability to interact with individuals at all levels of the organization.

TECHNICAL SKILLS:

	Equipment/Cleaning Validation
	Autoclaves, HPLC, UV Spectrophotometers, GC, pH Meters, TFF skid, CIP Skid, Incubators, Freezers, Spray Dryers, Isolators, and Bioreactors

	Computer System Validation
	21 CFR part 11, 820, GxP, SDLC, VMP, IQ, OQ, PQ, SOP, LIMS, AERS, ISO13485

	Programming Languages
	C, SQL, UML

	Testing tools
	QTP and Quality Center

	Application Software
	Minitab, MS - Office, MS share point,

	Databases
	SQL, Oracle 10g, and MS Access

	Operating Systems
	Windows, IOS, UNIX, and LINUX


PROFESSIONAL EXPERIENCE:
PRA Health Sciences, Raleigh, NC 






                                         Nov 19 – Present                                                                                                      

Sr. Validation Engineer
Responsibilities:

· Responsible for Validation activities for Oracle EBS system (Application Version R11i Database 10g), TrackWise 

· Experienced in Data Migration activities from Legacy System to Oracle ERP system

· Coordinated with Business in creating Future Business Process Design documents for WMS, ASCP, GL, AR, Costing, Quality Process areas.

· Managed all buildouts and changes in Labware LIMS/ELN for the QC lab

· Created Process Flow documents for CAPA and Complaints modules in TrackWise

· Conducted Risk Assessment sessions to analyze the GxP, Business, and functional impact on the user requirements with process owners, functional team, and QA compliance for various ongoing projects and authored the Systems validation Risk Assessments.

· Worked with global quality and regulatory team in including Segregation of Duties requirements in developing formal testing for Quality Center SOP documentation.

· Reviewed User Requirements, Functional Specifications, Design Specifications, User Manuals, System Procedures, System Description and Training records for Corrective Action and Preventive Action (CAPA) and Change Control Management (CCM) Workflows within TrackWise.

· Trained testing personnel on HP ALM usage.

· Developed Test Report, Deployment Plan, and Validation Summary Report to summarize the testing and validation efforts.

· Performed and executed Validation, Qualification, and Re-Qualification protocols for the Manufacturing Equipment /Process and aseptic areas.

· Involved in compliance review and coordination of vendor protocols for protocol generation, execution, and summary of various pieces of new equipment such as Tanks, CIP skid, TFF skids, Spray dryers, and Isolators.
· Authored validation documents independently such as OQ and final summary report for the retrospective qualification of HPLC columns.

· Executed Operational Qualifications (QoS) to make sure that the columns are capable of consistently operating between established limits and tolerances.

· Involved in designing procedures and test methods that comply with business, FDA, and industry best practice guidelines: FDA’s 21 CFR820 and 11; ISO 14971 and 13485, GMP and GAMP 5.
· Collected and analyzed user requirements and detailed design specifications, functional requirement specifications to develop VMP, SAT, IOQ’s, and risk analysis.

· Involved in the development of Requirement Traceability Matrices (RTMs) for spray dryer.

· Maintaining and updating Requirement Traceability Matrices (RTM) to track requirements that co-related with the conducted test cases for Isolators, CIP, and TFF skids.

· Written, authored, and documented SOPs, review of Batch Records in developing procedures for proper resin packing method in the production phase.
· Authored documents independently such as Validation Master Plan (VMP), Site Acceptance Testing (SAT), Installation and Operational Qualification (IOQ), and final reports for tanks, spray dryer, and isolator.
· Developed Clean-in-place (CIP)/ Sterilization-in-place (SIP) cycle development, spray coverage testing, sample testing, and parameter calculation for CIP skid, TFF skid, spray dryer, tanks, and isolators.

· Developed IQ, OQ, and PQ of fully automated CIP skids for cleaning of all types of equipment; Spray dryer, tanks, and TFF skid.

· Generated a cleaning validation procedures and site cleaning validation program
· Reviewed the system-related SOPs to ensure compliance with the company’s processes, policies, and procedures.
Thermo Fisher, Miami, FL                                         







 Mar 18 - Oct 19
Sr. Validation Specialist

Responsibilities:
· Wrote installation Sop's and developed IQ/OQ/PQ test scripts and executed them  

· Wrote documentation for Computer Validation Life Cycle, per FDA regulations including Validation plan and protocol, Installation Qualification (IQ) specification, Operational Qualification (OQ) Specification, and Performance Qualification (PQ) specification. Validation Summary reports  

· Helped in preparing the Validation Master Plan (VMP) for AERS. And performed GAP analysis  

· Developed Remediation Plan to bring the system in compliance with GxP  

· Maintained Requirement Traceability Matrix (RTM) to keep track of user requirements.  

· Initiated Change Controls through the Quality Tracking System (QTS) by identifying the Change Information, Change Details and Impact Assessment  

· Identified ARGUS-SAFETY (Suite 5.0) from Relays, Inc. as the most suitable pharmacovigilance software for converting existing documents to MedDRA terminology and for customizing to FDA rules.

· Validated types of equipment such as chromatography, bioreactors, autoclaves, and Incubator in compliance with FDA regulations. 

· Involved in documentation of validation protocols e.g. Validation Master Plans, User Requirements Specifications, Functional Requirement Specifications (FRS), IQ, OQ and PQ protocols, Validation Reports, and Requirement Traceability Matrix (RTM) per Merck approved Policies and Procedures.

· Prepared and executed Validation and Installation Qualification (IQ), Operational Qualification (OQ), Performance Qualification (PQ) for process types of equipment such as autoclaves, mixers, Bioreactors, Tanks, and Lyophilizers in compliance with cGMP and FDA regulations.

· Performed temperature mapping, thermocouple calibration, sterilization, heat distribution, penetration, three biological indicator studies for various process types of equipment.

· Drafted standard operating procedures (SOPs), and supported QA audits of existing operating procedures to ensure compliance with the company's current regulatory requirements.

· Well-versed with FDA regulations and working knowledge of cGMPs and documentation requirements including 21 CFR 11, 210, and 211.

· Wrote validation summary reports for chromatography systems, bioreactors, autoclaves, and purification systems.

· Ensure that all the documentation in compliance with FDA and CGMP regulations and provides technical support to the validation group as needed.

Client - Aspen Surgical - Caledonia, MI

             





             May 16 – Feb 18
Role - Validation Engineer

Responsibilities:

· Have experience in Validation activities for Oracle EBS system (Application Version R11i Database 10g), TrackWise 

· Validation experience in implementation of TrackWise Quality Suite and SAP

·  Validated CAPA, Complaints, NC, and Audit modules in TrackWise QMS.

· Implemented Author, Review, Approve, Issue, Supersede, and Obsolete document lifecycle phases in Veeva Vault’s Quality Docs module.

· Implemented Data Migration activities from Legacy System to Oracle ERP system

· Coordinated with Business in creating Future Business Process Design documents for WMS, ASCP, GL, AR, Costing, Quality Process areas

· Participated in the analysis of the User Requirements and Functional Requirements for Oracle EBS, Agile PLM, and LIMS.

· Created Process Flow documents for CAPA and Complaints modules in TrackWise

· Validated various laboratory instruments like HPLC, Autoclaves, and various Spectrophotometers.
· Experienced in residue identification methods like UV visible spectroscopy, pH measurement, phosphate detection, and flame photometry.
· Involved in protocol generation, execution, and summary of various pieces of new and relocated equipment (autoclaves, depyrogenation tunnels, controlled temperature units, etc.), and the compliance review and coordination of vendor protocols for bench-top equipment (HPLCs, DNA Synthesizers, etc.).

· Written SOPs and safety precautions to be taken for proper handling of analytical instruments like UV spectroscopy and Autoclaves.
· Ensured complete 21CFR part 11 compliance assessments of laboratory and manufacturing systems.
· Generated, reviewed, and maintained cleaning validation procedures and site cleaning validation program.
· Developed and reviewed and approved cleaning procedures for cleaning production and packaging equipment.
· Prepared documents for computer systems validation, reports on IQ, OQ, and PQ protocols per FDA standards

· Collected and tabulated laboratory data, review laboratory data for errors and discrepancies

· Executed cleaning validation protocol, collect field samples, perform a visual inspection of cleaned components

· Performed system testing, functionality testing, data-driven testing on LIMS in compliance with FDA standards

· Maintained the requirements traceability matrix (RTM), conducted GAP analysis, and prepared redemption plans

· Worked with QA/Compliance to track and coordinate any validation change control and/or corrective actions.

· Reviewed Autoclave validation by developing validation cycles and load configurations. 
Client - Karthikeya Drugs & Pharmaceuticals Pvt Ltd - India                                                


 Jun 13 – Feb 16
                                              
Role - Validation Analyst 

Responsibilities:

· Performed Validation Testing on the application per 21 CFR Part 11.

· Implemented and developed a standard process for using Electronic Signatures on all electronic-document transfers using the 21 CFR part 11 standards.

· Developed the Validation Summary Report which summarizes the validation activities that were performed for the LIMS application. 

· Responsible for carrying out Validation activities for LIMS

· Used Documentum Application for reviewing and uploading the Validation documents.

· Ensured compliance with all applicable GxP regulations, policies, and procedures related to Information Technology and computer systems

· Involved in all testing activities including IQ, OQ, and PQ using HP Quality Center

· Responsible for ensuring the compliance of GAMP and FDA regulations.

· Maintained existing System & Integration Test Plan according to the Standard Operating Procedures (SOPs) and VSD.

· Involved in evaluating the 21CFR part 11 requirements and creating a check matrix for the same.

· Involved in User meetings, Design sessions to capture the System Requirements and documented them in System Requirement Specification (SRS) including interface requirements with other systems.

· Developed and reviewed URS, FRS, Test Plan, and Test Scripts.

· Prepared/Executed IQ, OQ, PQ/UAT Test Plans, Test Scripts, and Test Summary Reports.

· Created Regulatory Assessments, Risk Assessments, 21 CFR Part 11 Assessments Reports.

· Developed/Maintained the Requirements Traceability Matrix (RTM).

· Maintained Training Logs and Incident/ Test Case Assignment logs.

· Coordinated with Business and Technical folks in developing a rationale for unresolved Defects.

EDUCATION:

· Bachelors in Mechanical Engineering Anna University India.                             

CERTIFICATIONS:   
· ASQ Certified Six Sigma Green Belt Certification
· Manufacturing Standards and Standardization

· Professional Diploma in Product Design and Analysis
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