KEVIN L. SMITH

4427 E. 94th Drive
(303) 641-6618

Thornton, CO 80229
ksmith_79@hotmail.com

QUALITY ASSURANCE ASSOCIATE
Self-motivated and detail oriented quality professional with 3.5 years experience in a GMP regulated environment. Comprehensive knowledge of cGMP, FDA, and ISO regulations and supplier qualification
CAREER HISTORY

Bonfils Blood Center, Denver, CO
5/2012 – 9/2012
Quality Assurance Specialist, Ancillary group
Statewide blood bank collection center that supplies over 80% of Colorado Hospitals’ blood products

· Audited Community Donation Centers (CDCs) and other ancillary departments (10 locations, ~30 audits per year)
· Authored audit reports, non-conformances, CAPAs, and SOPs
· Reviewed Daily QC sheets of CDCs for compliance to SOPs

· Escorted and interacted with governing bodies (FDA, ISO, AABB, CAP)
· Conducted training of CDC staff as needed

· Supported  new EDMS implementation and CAPA remediation groups

Spectrum Pharmaceuticals (formerly Allos Therapeutics), Westminster, CO
09/2011 – 12/2011

Quality Assurance Documentation Specialist Consultant
Manufacturer of liquid dosage leukemia drug Folotyn™ 

· Uploaded, routed, and formatted documents

· Maintained electronic database
Agilent Technologies Inc., Boulder, CO
05/2007 – 06/2010

Quality Assurance Associate

Custom API manufacturer of oligonucleotides
· Lead auditor of Agilent’s Vendor Qualification Program (qualified 15 companies in 1st year)
· Evaluated supplier questionnaires and executed contract agreements
· Reviewed batch records, new equipment acceptance forms and analytical data packets 
· Dispositioned incoming and retest of raw materials and components
· Created, verified, and reconciled controlled labels
· Point person for all QA related issues during 2nd shift
· Compiled batch records and supporting data for clients on tight deadlines
· Conducted daily compliance walkthroughs of QC, manufacturing floor, and the facility
· Conducted temperature mapping on all Controlled Temperature Units (stability, quarantine, and release according to ICH guidelines)
Eppendorf 5 Prime, Boulder, CO
02/2002 – 10/2006 

Formulation Associate

Provider of sample and assay technologies for molecular diagnostics and applied testing for academic research

· Formulated large scale batch components according to ISO9001:2000 standards
· Managed raw materials inventory 
Research Associate I
· Collaborated on experimental Design and executed PCR experiments

· Presented research data and results regularly
· Wrote technical reports for kit reagents
Research Assistant III
· Developed a monitoring system for controlled temperature units to ensure product and sample integrity

· Oversaw new equipment validation and calibration  for laboratory use

· Initiated and controlled laboratory preventative maintenance work orders

· Negotiated a 28% reduction on lab coat rental and laundering fees  

· Created and maintained cell bank for over 120 bacterial host/vector glycerol seed stock
· Trained all new employees on laboratory safety
QUALIFICATIONS
	· cGMP, FDA, ICH Trained
	· Change Control

	· Internal auditor (ISO9001:2000) 
	· Document Control 

	· Supplier Qualification Auditor (pharmaceutical)
	· Emergency Response Team (ERT)

	· CAPAs
	· PCR, cell banking, and other various microbiology techniques

	· Non-conformances
	· 


COMPUTER SKILLS

	· Microsoft Office Suite 2007
	· Training Management System™ (EDMS)

	· Adobe Acrobat Professional
	· Knowledge Tree™ (EDMS)

	· Calibration Manager
	· ImageSilo (EDMS)

	· SysPro (Inventory tracking software)
	· Dickson Temperature and Humidity software

	· BarTender™ (label making software)
	· 


EDUCATION

Bachelor of Science in Chemistry, August 2001

Northern Illinois University DeKalb, IL

