Sheena Bond 
3001 198th Street, Lynwood IL. 60411 


ph. 312.350.2612
 Summary

Medical device auditor with thirteen years of professional experience. 
Three years of experience as a microbiologist. 
Six years in In-Vitro Diagnostic product development and support.
Five years (internal) auditing the quality of vaccine and medical device manufactures.
Related Training/Accomplishments
RABQSA Certified ISO 13485, ISO9001 Lead Auditor
06/05/2009
Professional Experience

10/2008—Present
TUV America
Chicago, IL/San Diego, CA

Lead Medical Device Auditor
· Lead ISO 13485, Medical Device Directive (MDD) and In-vitro Device Directive (IVDD) audits of medical device manufacturers.
· Review technical files for non-active medical devices and in-vitro diagnostic products.

· CMDCAS and J-GMP auditor

08/2006 –1/ 2008
Becton Dickinson
Raleigh, NC
Quality Assurance Auditor – Corporate Pre-Clinical Development 
· Audited the execution of pre-clinical laboratory investigations of medical devices and materials in accordance with GLP/ISO regulations and the BDCPD Quality System. 

· Conducts phase system audits for internal laboratory functions, animal facilities and external supplier facilities.

· Lead Project Teams as Six-Sigma Green Belt 

· Lead Supplier Quality Audits

· Coordinator for the metrology program including maintenance of the Calibration Manager system. 

· Manage change control system in support of document and process/system/equipment changes 

· Support for material risk assessments, material characterization and internal and external GLP toxicology testing for medical devices 

· Active participation in the ISO 17025 certification process 

· Responsible for the GLP/ISO and Quality System Training 

· Assure compliance of all protocols and procedures with applicable standards 

· Document control including Policies, Protocols and SOP’s 

· Responsible for the support of CAPA investigations
10/2004 –08/ 2006


Wyeth Vaccines


Sanford, NC

Quality Assurance Specialist 
· Created and chaired Compendia Change Committee 

· Established and implemented specifications for all filters used on-site 

· Performed GMP/GLP audits of raw material toxicology test results and documentation 

· Reviewed data and assigned final disposition for incoming raw and intermediate materials 

· Implemented material release and approval specifications 

· Project manager for site-wide compliance initiative to implement critical processing aid specifications 

· Wrote and revised Standard Operating Procedures 

· Created and maintained raw material databases

10/1999 –10/ 2004 

Abbott Laboratories Diagnostic Division

Abbott Park, IL
Technical Product Manager 
· Implemented manufacturing process improvements resulting in manufacturing cost reduction 

· Responsible for multiple immunoassay product lines 

· Participated in execution of IVD pre-clinical and clinical trials 

· Regularly collaborate with Sales and Marketing to maintain customer knowledge and information 

· Regularly collaborate with Regulatory Affairs to maintain and update Medical Device Records 

· Coordinated efforts to transfer product manufacturing to European manufacturing facilities 

· Performed audits and developed compliance strategies to maintain GMP/GLP and ISO 13485 

· Directly involved in FDA and third party audits 

· Responsible for product failure investigations and customer complaints 

· Wrote and reviewed study protocols 

· Planned and executed new material qualifications 

· Performed maintenance and troubleshooting on high-throughput immunoassay equipment 

· Maintained biohazard sample inventory 

· Planned manufacturing timelines and demand strategies for on-market diagnostic assays 

· Monitored testing and manufacturing of domestic and international diagnostic products 

· Provided technical support for assay development teams in Germany and Japan 

· Made final decisions on document changes and CAPA 

· Participated on product reformulation and new product launch teams

08/1997 – 11/1999 


Silliker Laboratories


Chicago Heights, IL

Microbiology Supervisor

· Supervised and trained 8 direct reports 

· Lead microbiologist for Client Services and receiving departments 

· Wrote and implemented SOPs 

· Worked with clients to answer technical questions and resolve issues 

· Developed and maintained relationships with external customers and vendors 

· Trained 150 laboratory personnel in Illinois, Iowa and Minnesota labs on LabWare LIMS 

· Lead for self-directed work team 

· Developed training materials for LIMS end-users 

· Provided scientific technical support for LIMS development team 

· Performed microbial, pathogen identification and PCR testing on food products

Education
1997 
Governors State University 
University Park, IL


Bachelors of Science in Biology
Certifications

Six-Sigma Green Belt
RABQSA Certified ISO 13485, ISO9001 Lead Auditor

CMDCAS Authorization (Accademia Qualitas)

