Rohan Kamble
SUMMARY:
Senior Validation Engineer with 5+ years of demonstrated experience in managing all aspects of design, execution of Validation Protocols such as Validation Plans (VP), Commissioning Protocols, Factory Acceptance Tests (FAT), Site Acceptance Tests (SAT), Control Process Parameters (CPP), Turn Over Packages (TOP). Working experience of transferring new product to manufacturing and Process improvement, Equipment Validation and Qualification (reviewing and writing IQ/IQ/PQ). Extensive experience in Creation and execution of qualification protocols and accurately recorded, compiled, and summarized results using LIMS (Laboratory Information Management Systems) according to good documentation practices. Independent self-starter, as well as player in a team setting with effective communication skills, analytical problem solving and time management skills.

SKILLS:
Lean Manufacturing, Statistical Process Control (SPC), Process Capability, Validation Summary Reports (VSR), Validations IQ/OQ/PQ, 21 CFR Part 820 Compliance, Test method validation and equipment qualification, Design of Experiments (DOE), Six-Sigma (DMAIC), Lean, 8D Methodology, Gauge R&R, Kaizen, Kanban, Line balancing, Design of Six-sigma, FMEA (PFMEA, DFMEA), Root-cause analysis (RCA), Standard operating procedure (SOP’S), Unit operations, Auto CAD, ISO13485,14971 QSR, NCMR, SCAR and Quality Control Plans, Labware/LIMS.
PROFESSIONAL EXPERIENCE:
Pfizer, Collegeville, PA
                                                                                                                  Aug 2018 – January 2021
Sr. Validation Engineer

· Developed, coordinated, and executed manufacturing process/test validation deliverables (Equipment Entry & Equipment Evaluation, Process/Parameter Development, Repeatability Builds, Statistical Analysis, IQ, OQ and PQ).

· Implemented 21 CFR Part 11 for new and existing testing computerized laboratory instruments, perform gap assessments and define resolutions in compliance with cGMP requirements.
· Collaborated with cross-functional teams in quality, marketing, regulatory affairs, and manufacturing to support projects from project initiation to design transfer and sustaining lifecycle support.

· Provided support to LEAN manufacturing culture operations to ensure products are manufactured to meet quality, reliability, and cost requirements (FMEA, Pareto Charts, Fishbone Diagrams, Six Sigma, 5S, 8D Methodology).

· Worked on Test Method Validations, Gage R&R, developing the applications of validations and process control principles, and Root cause analysis.

· Applied Statistical Techniques and Knowledge in developing and improving the Manufacturing and Quality systems.

· Writing the Work Instructions & Standard Operating Procedures and improving the Manufacturing Processes.

· Worked on Test Method Validations, Gage R&R, developing the applications of validations and process control principles, and Root cause analysis.

· Supported CAPA activities related with product release such as conducting and authoring investigation reports, coordinating CAPA execution, managing and performing CAPA effectiveness checks

· Analyzed and improved existing inspection methods on the product manufacturing lines. Developed protocol, sampling plan and performed a wide range of Variable and Attribute Gage repeatability and reproducibility studies and introduced new and efficient Gaging methods. 

· Creating Process Validation Plans, Process Maps, Process Requirements, pFMEA, protocols and reports 

· Working experience with compliance assessments and remediation and CAPA plan.

· Worked on the Documentation for the Equipment Relocations within the same Manufacturing Facility.

· Participated in Risk analysis activities and assisted with preparation of Risk management program documents.

· Performed clean room validation, reviewed laboratory requirements and define procedures for instrument and data management/data integrity.

· Designed and implemented LIMS Master data. Created inventory and equipment management reports in LIMS.

· Performed Data collection and Data analysis in the form of Time studies, Process Capability studies and correlation analysis for process improvements. 

· Contributed to Project Management directions and Project Support as a member of the Project team.

Catalent Pharma, Rockville, MD                                                 
                                                               May 2016 - July 2018

Validation Engineer 

· Solely responsible for carrying manufacturing and engineering activities, process development activities, corrective and preventive actions

· Performed various correction activities, revamping the documents and change control, CAPA, PFMEA, process validation, recommendations for manufacturing equipment for quality improvements, prepared action plan to correct the identified gaps, supported R&D issues, remediation projects

· Ensured robust execution of the design verification, risk management, and process validation activities (IQ/ OQ/PQ) are carried out for product development and Change Control activities.

· Wrote and executed design verification & validation protocols, test methods, control plans and other related documentation for design process transfers to ensure each claim has supporting evidence in DHF.

· Provided detailed engineering analysis and documentation in the management of material disposition, manufacturing process updates, qualification activities, compliance activities and CAPA’s.

· Worked on multiple CAPA’s related to shelf life, contract manufacturing and product functionality, and drove these CAPA’s to closure.

· Performed audits of manufacturing and support areas, including in-process batch record review for adherence to internal procedures and Good Documentation Practices

· Performed supporting activities for engineering, manufacturing including 5S and Lean manufacturing activities, material handling improvements, production line configuration, and safety procedures.

· Conducted design reviews, tool qualifications, DFMEA, PFMEA & risk analysis activities as a part of product verification & validation.

· Involved in setting up inspections methods between the manufacturing process based on inspection sampling plan.

· Actively involved with a cross functional team (R&D) to identify and implement Cost Saving projects.

· Responsible for performing tasks in clean room according to the instructions provided by quality Managers. 

· Investigated equipment failures or difficulties to diagnose faulty operation and recommend remedial actions 

· Improved Productivity and operational efficiency using Six Sigma and Lean Manufacturing principles 

· Created test procedures, coordinating manufacturing trouble shooting and product schedules. 

· Developed, evaluated, and improved all the Product Manufacturing methods.

EDUCATION:

Master of Science in Industrial and Systems Engineering - Northern Illinois University, DeKalb, Illinois 
Bachelor’s in Instrumentation Engineering - Mumbai University
