CAREER SUMMARY

An enthusiastic and hardworking professional with experience in Pharmaceutical and Medical Device.  A proven background in background in Quality Principles, Quality Assurance, Global Compliance and documentation in accordance with Quality System Regulations  (QSR) 21 CFR Part 820 and ISO 13485.  Recognized as a strong team player with problem solving, analytical, statistical, leadership and computer skills. 


PROFESSIONAL EXPERIENCE

Haemonetics Corporation – Haemoscope Division, Niles IL.                            Oct 2011- Present   
CAPA Coordinator/Quality Associate	

· Managed and ensured site’s adherence to  Nonconforming Material Process (NCMR) , Corrective and Preventive Process (CAPA)  and Supplier Corrective Actions (SCAR) processes 
· Evaluated NCMRs and CAPAs for “root cause” analysis with prompt resolution and prevention of   reoccurrence of issues  
· Routinely presented trend analysis and systemic issues by employing statistical process control (SPC) to identify quick wins and process improvements 
· Managed  third party audit process by planning, preparation, execution of audit activities
· Furnished support to additional QA functions including  Management Review, Internal Audits, Manufacturing Quality support and Quality System Improvement Projects (QIP) 
· Promptly performed risk assessments and Supplier Quality evaluations to assess compliance to GMP and corporate standards 

Quality Inspector                                                                                       
· Conducted quality inspections of  all phases of incoming, in-process and finished products of Consumables and Hardware to assess conformance with regulations and for release to the commercial market
· Coordinated daily activities with cross functional teams to prioritize release of finished goods in order to maintain superior customer satisfaction 
· Participated in quality planning of new products and successfully implemented major changes to existing products, material control, acceptance sampling and measurement systems
· Thoroughly managed final product inventory to ensure timely release of approved material and segregation of defective products 
· Reviewed Device History and Product History Records for approval of Certificate of Conformance and 
       release of Quality test results  


Baxter Healthcare Corporation (Kelly Scientific), Round Lake, IL.                 Sep 2009 – Feb 2011 
Supplier Quality Associate 

· Performed review of  Supplier-Notification of Change (SNC) received from vendors to support SNC closure activities in a timely manner 
· Acted as SNC auditor to review  change control documents, cGMP expectations and SOP requirements in order to assure compliance 
· Communicated with Baxter plants, purchasing group, project leaders  and other business units to bring issues to resolution to support  SNC activities   
· Conducted  Global Supplier Quality (GSQ) gap analysis to identify gaps in tracking system to achieve compliance
· Provided assistance with initiating, tracking, follow ups, and closures of SNC projects to support scorecard and matrices 
· Managed GSQ  phase IV activities by monitoring supplier documents in Quality Tracking System (QTS) to aid in remediation of  Supplier Quality Agreement project
· Interpreted and applied key regulatory requirements of FDA, QSR, and cGMP guidelines in evaluation of Quality Agreements and remediation of internal documents
· Analyzed GMP supplier and purchased material specifications to support rationalization and optimization initiatives
· Extensive use of Excel and Access database  maintenance including advance functions such as pivot tables and v-lookups

Baxter Healthcare Corporation (Kelly Scientific), McGaw Park, IL.                Sep 2008 - Sep 2009
Research/Investigation Analyst 

· Provided assessment of analytical test methods employed in failure investigation and root cause analysis  of marketed product 
· Executed experiments with Aquarius and Accura dialysis analyzers to evaluate performance of renal therapies, investigative studies and analysis of Accusol® product 
· Conducted pH & particulate matter determination according to USP requirements for dialysate solutions to provide accurate measurement of critical parameters and validity of test results  
· Monitored Renal Replacement Therapy to support continuous veno-venous hemofiltration (CVVH)
· Assisted with protocol and report write-ups, data evaluation of Class C studies and carried out Class B studies intended for submission to regulatory agency 
· Routinely analyzed and verified data, evaluated results, and formed conclusions while actively applied scientific judgments and knowledge of GDP, internal SOPs, and USP guidelines
· Investigated out of specifications results and assisted with recognition and resolution of operational issues, testing anomalies, impact of deviations to timely accomplish project completion 


Gatorade Sports Science Institute (Pinnacle Corp), Barrington, IL.              Apr 2007 - Mar 2008   
Biochemistry Research Associate 

· Broadly engaged in scientific, quality and technical operations of Capillary Electrophoresis, Immunoassays, Flame Photometer & Osmometer to support analysis of body fluids and beverages in determination of electrolyte concentrations, metabolites, blood hormones and substrate levels
· Executed experimental protocols, maintained documentation, aided in recognition & resolution of equipment malfunctions and operational issues to accomplish established timelines and deliverables
· Facilitated open communications between managers, senior scientists and management to support timely completion of research activities
· Worked closely with colleagues to streamline research projects and laboratory procedures


EDUCATION
Bachelor of Science in Biochemistry, University of Illinois at Chicago (UIC), Dec 2006

COMPUTER SKILLS
Hemali H. Soni
1970 Rochelle Ct. Wheeling, IL. 60090             (847) 877-4736                          hemalisoni1@yahoo.com     
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