Janine M. Stone
Address: 12930 Monarch Court Broomfield, CO 80020

Cell Phone: (949)235-6038 

E-mail: janinestone@hotmail.com
Education

· BS Chemistry, Minor Biology – Southern Oregon University, Ashland Oregon December 1999 

· Pharmaceutical Engineering Certification -- California State University, Fullerton California 2004

Regulatory Affairs and Quality Assurance, Process Engineering, Process Validation, Facilities Design and Maintenance, and Biotechnology and Bioprocesses.

Professional Experience

Hospira Boulder Inc. (Formerly Mayne Pharma)

Stability Administrator, May 2011- July 2013
· Managed Boulder site stability program in compliance with Q7A, cGMP, Compendia and global policies. 

· Performed and managed study sample selection, packaging, pulling, testing, data analysis, review and LIMs data entry.

· Coordinated installation, qualification and verification of stability chambers. Reviewed IOQ data and write final IOQ report.
· Vaisala Continuous Monitoring System Project Site Subject Matter Expert. Managed installation, qualification and use of all aspects of system from point of use temperature/humidity sensors to server based ViewLinc software.
· Managed Boulder sites integration into Global ThermoLIMs Stability database.
· Created stability study protocols for commercial and development APIs and intermediates in conjunction with submitted and proposed Agency Regulatory filings. 
· Wrote investigations in Trackwise for deviations, OOS and OOT data.

· Stability Subject Matter Expert for internal and regulating agency audits. 

· Created, revised and approved SOPs for systems, software, procedures and methods.
Quality Control Lead, August 2006- May 2011
· Supervised 4-6 direct reports. 
· Scheduled work insuring required turnaround times are kept. 
· Wrote and gave employee reviews in conjunction with routine one on ones discussing areas of improvement and excellence.

· Organized, performed and reviewed instrument maintenance and qualifications.
· Wrote and approved deviations, OOS and OOT data investigations.
· Reviewed analytical test data 
· Wrote, revised and approved SOPs.

· Performed testing on API, raw materials ,in-process and development samples using bench chemistry and analytical instruments such as, HPLC, GC, HPLC, GC, FTIR, KF, SR, TOC, Titrator, UV-Vis, Conductivity and pH meters.
Quality Control Analyst (II,III), February 2005- August 2006
· Executed efficient and timely analytical testing of In-Process, Raw Material, Finished API and Development samples.
· Performed analysis using HPLC, GC, FTIR, KF, SR, TOC, Titrator, UV-Vis, Conductivity and pH meter and wet chemistry.
· Completed peer review of testing data.
· Performed analytical instrument trouble-shooting and general maintenance.
· Prepared analytical solutions and standards necessary for in-process, raw material and final product testing. 

· Trained employees on polices procedures and laboratory practices.

· Insured that expired reagents, solutions and standards are disposed of following our health and safety guidelines.

· Modified current SOP’s for easier interpretation and correct scientific procedures.

· Developed SOPs for procedures yet to be established. 

· Collected, compiled, computed and reported data and results.
· Carried out duties with compliance to SOP, GLP, cGMP, Q7A and FDA regulation in regards to every aspect of laboratory operations and documentation, including safety practices.
· Assisted in determining root causes of out of specification results.
Quality Assurance Chemist II

Watson Pharmaceuticals, Corona CA June 2002- October 2004

· Performed analysis of finished product for initial release and stability testing of Chromatographic Purity, Content Uniformity and Quantitative Analysis, using HPLC, Karl Fischer, and UV/Vis.

· Performed trouble-shooting for HPLC instrument problems.

· Prepared samples, reagents, and analytical solutions.

· Completed testing within specified turnaround time.

· Collected compiled, computed and reported data and results for easy interpretation; using Waters Millennium, Empower, Chemstation, and Microsoft office software.  

· Performed duties in compliance with SOP, GLP, cGMP, USP and FDA regulation in regards to every aspect of laboratory operations and documentation.

· Reviewed documentation for accuracy and completeness.

· Assisted in determining root causes of out of specification results.

· Filed change controls for method enhancement projects to insure tests are clear, concise, and follows validated parameters.

· Followed Good House Keeping and Safety Practices.

· Performed tasks as a volunteer member of the Safety committee. Volunteered in the MSDS update project.

· Mentored and trained inexperienced members of the Laboratory Operations team.

· Initiating changes in laboratory environment that alleviates laboratory environment issues and problems that reduce productivity and moral. 

· Project team member for MRP (Managed Resource Planning) implementation project and Method Validation Analysis project.

Quality Assurance/Control Chemist

Edwards Lifesciences / Ultimate Staffing, Irvine, CA April 2000 – June 2002

· Performed QC and analytical testing of raw materials, intermediate products, and finished goods in R&D and QA/QC laboratory environments.
· Executed analysis and interpret data from IR, FTIR, UV/Vis, GC, HPLC, AA, TOC, Osmometer, pH meter, Conductivity meter, Refractometer, Autotitrator and Turbidometer.

· Carried out analytical testing of samples using various wet chemistry techniques, manual titrations, colourmetric evaluation including heavy metals, volatile and non-volatile residue determination. 

· Prepared analytical reagents, standards and test solutions
· Maintained efficient release of samples within the required turnaround time.

· Wrote, collected, organized and compiled data and reports to comply with regulatory requirements.

· Prepared protocols and technical reports for validating equipment and methods, including changes to existing SOPs. 
· Provided evaluation of technical problems and provide recommendations for corrective actions.

· Maintained proper documentation of testing, maintenance logbooks, and test data files.

· Conducted routine scheduled preventive maintenance and calibration of equipment.

· Performed validation studies following USP parameters.

· Prepared solutions for production, R&D and special requests.

· Reviewed laboratory procedures, training instructions and processes, and revised if needed.

· Maintained compliance to procedures, documentation, labeling, and safety.

· Executed proper disposal of hazardous wastes, updated and maintained current MSDSs.

· Trained lab personnel.

Laboratory Assistant

Southern Oregon University Chemistry Department, Ashland, OR 1996-1999.

· Prepared chemical standard solutions and analysis, laboratory setups, and waste treatment. 

· Performed and critiqued laboratory experiments slated for lab class curriculum. 

· Completed mechanical repairs and updates on equipment and instruments such as HPLC, GC, GC/MS, AA, vacuum pumps, and centrifuges. 

· Performed inventory of chemical storeroom and proper glassware sterilization and cleaning. 

· Properly disposed of hazardous wastes and maintained current MSDSs.
