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· Around 6 years of experience as Validation Engineer with strong background in Computer System Validation and Equipment Validation.
· Expertise validating in accordance with 21 CFR Part 11, EU Annex 11 and cGXP (GMP, GCP, GLP) guidelines.

· Knowledge of ISPE’s GAMP, GAMP4 & GAMP5 guidelines to validate GAMP categorized software’s.

· Competency in leading the development and execution of Operational Qualification (OQ) & Performance Qualification (PQ) validation protocols. 
· Experienced in implementation of Change Management/Control. Experienced in reviewing Corrective and Preventive Actions (CAPA) and highlighting and suggesting their mediation plans to mitigate the non-compliance. 

· Expertise in developing Test Strategies, Test Scripts,  Test Plans, Test Procedures, Test requirements and testing standards.

· Proficient with data integrity, FDA guidance including working knowledge of data migration, audit trial reviews, user log reviews and security setups. 

· Performed GAP analysis in identifying compliance gaps.

· Expertise in Change Control Management (CCM) in Global TrackWise.

· Qualification - IQ, Operational Qualification - OQ, Performance Qualification - PQ), Test Summary Reports and Requirement Traceability Matrix (RTM). 

· Expertise in documenting and validating the computerized systems in order to meet the Data Integrity requirements (21 CFR Part 11 and ALCOA)

· Experience with compliance requirements based on FDA Quality Systems Regulations: 21 CFR Parts 210,211,820.

· Expertise in Troubleshooting the equipment/Software problems, identify the issues and put in the request of new equipment and make modifications to the existing equipment to obtain throughput and reduce process cycle time.

· Excellent knowledge of Risk assessment, Regulatory Assessment, Technical Assessment, Remediation Plan and Deviation Reports for FDA regulated environment.

· Very proficient in writing Validation Summary Report (VSR) and Test Summary Report (TSR)

· Expertise in writing and reviewing the validation deliverables.

· Excellent verbal, documentation and organizational skills.

· Ability to work both independently and in a team-oriented working environment.

EDUCATION:













· Master of Research in Bioinformatics and Computational Biology - University of Leeds (Leeds, United Kingdom)
· Bachelor of Science in Biotechnology- Andhra University (India)

TECHNICAL SKILLS:












	Computer System Validation/FDA regulations
	21 CFR Part 11,210,211,820, 810 cGxP (cGMP, cGDP, cGLP), EU Annex 11, GAMP, Validation Plan, Test Plan, IQ, OQ, PQ, RTM, Summary Reports, SDLC, SOP, GAP Analysis, Remediation Plans, Audit Trails

	Testing/Tracking Tools
	HP Quality Center v10.00, HP ALM v11.52

	Operating System
	Windows 95/98/2000/2003/XP/Vista/7, Unix, Linux

	Software Applications
	Trackwise, Labware* LIMS, Empower,Documentum, FirstDoc EDMS, HP ALM, Service Now

	SDLC
	GAMP 5, V-Model, Waterfall and Agile Model

	Applications/

Engineering Tools
	Microsoft Office, Adobe Photoshop


PROFFESSIONAL EXPERIENCE:

Immunomedics, NJ                                                                                                                February 2019 – Till Date

Computer System Validation Engineer
Responsibilities

•
Followed Computer Systems Validation (CSV) Master Plan to author, review and approve CSV deliverables for systems as per GxP (GLP, GCP, and GMP) FDA Assessment.

•
Profound knowledge in pharmaceutical/medical device regulations like FDA 21 CFR Part 11, FDA 21 CFR part 820 and ISO 13485.

•
Involved in the creation of Validation Plan, Verification Protocols and Verification Summary report documents.

•
Acted as HP ALM admin and was responsible for uploading requirements into HP ALM.

•
Equipment validation and Technical documentation as per FDA/ISO 13485 and GAMP regulations.

•
Maintained CAPA procedure, initiated investigation of non-conformances through root cause analysis (RCA), evaluation of the effectiveness of CAPA process, and initiation of action as required improving effectiveness.

•
Analyzed test scripts to be compliant with 21CFR Part 11 regulations, maintaining validation Electronic records and following relevant SOPs.

•
Provided systems engineering input, including requirements development and risk Validation assessment, for Design history file (DHF) remediation and new product development (NPD)

•
Perform risk management assessment on all new and existing products.

•
Perform Functional Verification/Validation Testing as per the features of the product.

•
Provided validation guidance to SAP functional teams to ensure compliance to the regulations like 21 CFR Part 11, GDP and GMP.

•
Developed Validation Master Plan (VMP) in accordance with FDA compliance standards

•
Developed IQ/OQ/PQ and MSA protocols by identifying inspection and test activities, special measuring and test equipment, appropriate statistical techniques, data collection methods, and sampling plans for establishing, controlling and verifying process stability/capability.

•
Involved in preparing compliance report about existing status of the cGMP, GCP and GLP.

•
Involved in reviewing Validation deliverables Validation Master Plan (VMP), Validation Summary Documents (VSD), Validation Summary Reports (VSR), Installation Qualification/ Operational Qualification/ Performance Qualification, and Requirements Traceability Matrix.

•
Develop and execute verification tests for client systems (i.e. medical software)

•
Reviewed validation (IQ/OQ/PQ/PPQ/TMV) and provided technical input to ensure validation reports were qualified to company and regulatory requirement.

•
Involved in auditing the application for 21 CFR Part 11FDA 21 CFR part 820, IEC 60601-1, ISO 13485, and ISO 14971. Compliance related to Electronic Signatures and Electronic Records for Trackwise System.

•
Experience in Data Migration, Periodic Review, Change Controls, and Change Reporting, GAP Analysis, and Risk analysis, CAPA, FMEA and Remediation Process.

Unilife Corporation, PA                                                                                                         November 2017 – January 2019

Validation Engineer

Responsibilities:
· Involved in all aspects of Computer System Validation (CSV) for Enterprise and Commercial domain systems.
· Drafted Validation Plan (VP) and Validation Summary Report (VSR).
· Responsible for the implementation of Empower 3 application.

· Participated in Functional Risk Assessment (FRA) to identify the risks and level of required validation.
· Reviewed all project deliverables created by delivery teams, including URS, FRS, DDS, CS, Governance and Support Plans, Backup and Disaster Recovery Plans, IQ protocols.
· Authored and executed Operational Qualification (OQ) protocol.  

· Authored UAT protocol and assisted Business users in UAT execution.
· Performed post execution review of test cases as per Good Documentation and Good Execution guidelines.  

· Completed Requirement Traceability Matrix (RTM) to map URS/FRS against OQ/UAT test cases.

· Responsible for validation of system change requests.
· Used Service Now for change control management. 

· Ensured that project and CR activities and deliverables are completed as per the client validation Standard Operating Procedures (SOPs)
· Created and managed all validation deliverables (URS,FRS, Test Plan, Test Summary Report) for  systems like Rave EDC, Coder, CTMS and NuGenesis implementation and upgrade projects.

· Ensured that the system is compliant with GxP regulations (21 CFR Part 11 and Annex 11) 

· Assisted validation manager in performing gap analysis and identifying CAPA plan on audit findings. Worked with Audit lead on submission of CAPA plan in TrackWise.

Amneal Pharmaceuticals, NJ                                                                                                           November 2016 –October 2017
Quality/ Compliance Lead 

Responsibilities:

· Involved in generation, execution of process validation protocols and reports for APImanufacturing, sterile injectable compounding and filling, device functionality testing, and injection molding.

· Developed validation and quality assurance documents including templates for validation related documents such as validation protocols and qualification protocols for software and lab equipment.

· Reviewed and discussed Business Requirements and System Requirements with Business analyst, project manager, IT team members and end users.

· Lead and participate in quality and compliance sites audits related to engineering aspects. 

· Work with Global Quality and EHS to develop, revise and enhance various policies and standard operating procedures (SOPs) in accordance with cGMP, FDA CFR Title 21 Parts 210-211, EU commission and ISO regulatory standards. 

· Ensure company’s scope and content of engineering quality and compliance policies such as maintenance, calibration, validation, facilities equipment and utilities are in accordance with industry best practices and guidelines (e.g, ISPE).

· Standardize the approach, methodology and templates for equipment and systems validation, installation, qualification, calibration and maintenance. 

· Contributed to the applicable business, technical, regulatory and procedural requirements for software implementations.

· Support investigations of non-conformance/deviations (out-of-tolerance and out-of-specification), risk assessments, CAPAs, change controls, and root-cause analysis activities at the segment and site level. 

· Manage local and global stakeholder interfaces (e.g., SC, QA, EHS, HR, Finance), to ensure regulatory and compliance processes are in alignment and creates synergy with other business processes throughout the organization. 

· As needed, develop content and training materials / processes to enhance local sites engineering team quality and compliance understanding and knowledge. 

· Participate in a mockup / risk assessments audits related to quality and compliance focusing on engineering aspects.

· Provide support and guidance to sites during regulatory audits when specific / related issues are raised.

· Understand and track external and internal development within the area of engineering quality and compliance including regulatory, environmental, technology trends and changes. 

· Actively participated in many project meetings providing the valuable inputs related to the regulatory requirements such as, Part 11 Electronic Records and Electronic Signature compliance, SOX compliance and importance of documentation, project deliverables, and validation deliverables.

· Perform extensive technical reviews and interpret data for accuracy of equipment/process performance for completed validations/revalidations.

· Followed Change Control procedures to initiate and authorize the Change requests.

· Reviewed pre/post executed Integration Test Scripts, End-to-End test Script, Operational Qualification (OQ) Test Scripts, and User Procedures.

· Tracked and managed validation issues to meet deadlines.

· Attended team meetings with Director of IT Dept., Developers, Business Analysts, Quality Assurance, and Business Support team and developed good partnership with them.

Hetero Drugs, Hyderabad, India,






       July 2013- May 2015
Validation Engineer
Responsibilities:

· Reviewed and modified existing Standard Operating Systems (SOPs) for System Use.
· Wrote and reviewed IQ and OQ protocols.

· Involved in writing and reviewing Requirement Traceability Matrix to track User and Functional Requirements.

· Involved in writing Validation Summary Report (VSR) and archived all documents to make sure they were in compliance with 21CFR Part 11 regulations

· Prepared the test Cases by going through the Design, Functional Requirements, and User requirements. 

· Performed extensive Manual Testing and Black Box Testing of the application. 

· Documenting Test Cases for Integration, User Acceptance testing and Functional testing. 

· Conducted positive and negative testing manually.

· Responsible for weekly status reports, updated showing the progress of Manual Testing effort and open issues to be resolved.

· Responsible for writing test plans, Test scripts. 
· Verified test results and wrote Test Summary Reports. 


