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	Objective
	· To obtain a position in the Quality Assurance, Regulatory Affairs or Quality Control fields.  To aid in the implementation or maintenance of a Corporate Quality System.

	Analytical Skills
	· Construct test circuits for standard and atypical filter performance evaluations, analyze data and write reports.
· Write protocols, practical use of and perform IQ, OQ of equipment such as HPLC, FTIR, UV, TOC.
· Equipment maintenance and calibration of autoclaves, temperature recorders, incubators, refrigerators, timers, UV-Vis Spectrometers, FT-IR, TOC Analyzer.

	Professional Skills
	· 7 years Validation Chemistry Project Specialist and LRQA Certified Internal auditor (ISO9001:2000) for Fortune 500 Corporation.
· Trend validation projects and budget per quarter and distribute information to Quality team, project managers and upper management.
· Created vendor/contract lab questionnaire form to certify and re-certify approved vendors and contract labs according to our Quality Procedure and ISO Standard.
· Audit across all lines of business (Life Sciences, Biomedical, Industrial) as well as project management, sample storage areas, human resources, infrastructure and work environment, purchasing,  and our own Quality Management system (document control, internal audits,  corrective/preventative action, management review).  Audit computer systems.  
· Audit QA Manufacturing Department against ISO 13485, 21CFR 820/210/211.
· Initiate, follow up and close corrective actions within the timeframe specified in our Quality procedure.
· Created an Audit Observations Worksheet to guide audit team through our new audit process as well as minimize time between conduction the audit and writing the final report.
· Manage all customer complaints and implement necessary changes to prevent reoccurrence.
· Purchase and acquire chemicals, equipment, and apparatus necessary for testing.  
· Manage Approved Vendor Database.
· ISO14001 lab safety representative. 
· Corporate First Aide Responder (CPR/AED/First Aide/Blood Borne Pathogen Certified).
· Guide labs through internal and external (customer and registrar) audits.  
· Perform test investigation and determine root cause analysis. Conduct follow-ups as needed.
· Initiated catalog of lab equipment for international brochure to assist with the Globalization of our Validation practices/procedures.  Interact with global Validation labs to ensure testing/equipment consistency.  
· Review procedures and technical problems of various departments and recommend solutions.  
· Perform testing at customer/external Pall sites.
· Update and review laboratory SOP’s and Corporate Quality Procedures and implement new GLP/GMP as needed. 
· Maintain document control as per our Quality and ISO standards.  
· Perform on-site vendor and external testing laboratory audits at the frequency established per our SOP.

	Communication
Skills
	· Facilitate quality meetings to communicate and document quality improvement initiatives throughout the organization.

· Suggest corrective actions to address the root cause of non-conformances raised during internal/external audits.
· Interact with all levels of project initiators, peers, customers, quality, IT and upper management to discuss projects, suggest ideas and actions to improve lab equipment, output or atmosphere.
· Perform diverse responsibilities proficiently and in a professional and timely manner whether working within a group or independently.
· Intermediate level Spanish,  installation of software programs, memory, hard drives and video cards.

· Windows 95, 98, NT, XP, 2000, Vista, Corel Linux, Lotus Notes. Type 45 WPM

	Skills

	
	

	Employment

	2/25/02 – Present
Internal Quality Auditor/Validation Project Specialist at Pall Corporation.  Port Washington, NY

Conducted filter performance evaluations as well as instrumental and chemical analysis of filter extractables.

11/26/01 – 2/24/02
     Temp QC Microbiologist Technician at Estee Lauder Plant.   Melville,  New York

     Microbial limits testing on raw materials, bulk and finished pieces. Weekly water/environmental sampling.
4/30/01-11/16/01
     Temp Chemist at Estee Lauder (Research Park). Melville, NY
      Process product batches, assist in product formulation, monitor and track product stability samples.

7/00-2/02 
      Veterinary Assistant for Mid Island Animal Hospital.  Hicksville, New York

      Patient surgery prep, IV placement, took blood, administer subcutaneous fluids, antibiotics and vaccines, fecal 
      floats and cytology.                                                        
10/98 -5/00                                
      Student Research Assistant/Supervisor   USDA/ARS   Univ. of Maryland Eastern Shore.  Princess Anne, MD
      Utilization of aseptic techniques, Made and prepared media, added antibiotics to selective broth and agar,
       trained new employees on proper laboratory techniques, maintained SOP’s and inventory     
Summer 1999
                        
Quality Control Assistant       University of Maryland Eastern Shore.       Princess Anne, MD
      State vehicle certified, typed plant reports, explained results to plant managers, assisted with HACCP training,    

       thermometer calibrations, checked temperature of refrigerators and freezer and implement correction measures    

       when needed .
       

	Education
	BSc.  University of Maryland Eastern Shore, Princess Anne MD Animal Science                                 May, 2000
· AQS-RABQSA Certified Lead Auditor (ISO9001:2000)                                                                May, 2008
· MDI Consultants: Introduction to FDA QSR/cGMP Certified                                                         August, 2008

· Kriger Research Center’s  QA: GMP, ICH, GLP and GCP certificate Program                           October, 2008
· ASQ-Certified Quality Auditor (CQA)                                                                                               December, 2008

Member of The American Society for Quality (ASQ), Regulatory Affairs Professional Society (RAPS)                                                                                    
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