LaVonne Mack
5600 Koufax Drive • Richmond, VA 23234 • (804)279-0770 (H) • (804) 247-0847 (M) • LAV_MAC@yahoo.com

PROFESSIONAL SUMMARY

Quality assurance professional with over 13 years of pharmaceutical experience in API manufacturing as well as research and development.   Strong detail and result oriented background developed through major site and functional area projects and initiatives.  Proven ability to establish and sustain compliance in areas of training, auditing, and analytical sciences by exhibiting rapport and credibility with diverse groups ranging from senior management to department personnel.  Highly successful at working independently as well as in a team setting.  Driven by new challenges, commitment to excellence, and high work ethic.

· Audit Readiness Initiatives and Regulatory/Customer Auditing experience

· FDA, EMA, DEA, and Anvisa regulatory audit experience

· Site cGMP Training Program development and implementation

· Project Management experience (computer systems - EMPOWER, LIMS, LMS, SAP, TrackWise)

PROFESSIONAL EXPERIENCE 

BOEHRINGER INGELHEIM CHEMICALS, INC., Petersburg, VA

· Quality Unit Trainer, Quality Assurance, (2008 – March 2011)
Developed, implemented, and managed site cGMP training program for over 450 employees.  Provided knowledge to the Training department team to revamp site training procedures, programs, and initiatives.  Executed quality assurance approval on Training and Development procedures in IDEA for CON.  Implemented the development of the site Quality Council (to include site senior management).  Co-led the site Inspection Readiness Team to address and assess audit observations and quality systems gaps.  Led and managed customer audit process to ensure timely response and address action items appropriately.  Managed logistics planning in preparation for regulatory and customer audits.  Created the plan to revamp the site internal audit program to include but not limited to the procedures updates and templates to address scheduling, audit findings, and appropriate closure of action items.  Site internal audit team member.  
· Site Audit Specialist for all quality assurance customer, regulatory, and supplier audits  
· Create and manage corporate and regulatory audit responses and updates
· Introduced cost effective auditing processes to site.

· Training and Change Management Lead - SAP Implementation, Project Management, (2007)
Performed training assessment and audience analysis.  Collaborated with site contractors in the development of training templates, training standards, and assured quality documentation in compliance with site standards.  Developed and coordinated the review of course materials.  Created site procedures and work instructions as a result of the system implementation.  Maintained multiple course schedules and logistics plan.  Designed training environment and trained the site trainers for end-user delivery.
· Managed efforts to delivery course materials to end-users (ILT and CBT)
· Managed execution of change management and cutover activities 
· Created site communications before, during, and after implementation stages of project

· LIMS Administrator, Project Management, (2005 – 2007)
Supported the process design, QSP development and validation of LabWare LIMS computer application.  Created, reviewed, and revised site procedures as a result of LIMS implementation.  Trained staff on the use and maintenance of LIMS.  Managed on-site and on-call support activities after LIMS implementation.  Maintained and updated database and implemented software revisions where needed.  Developed new functionality to expand capabilities of LIMS.  


WYETH CONSUMER HEALTHCARE, Richmond, VA

· R&D Training Coordinator, (2003 – 2005)
Designed and implemented new training database for employee and site management.  Led process to assess the annual review of employee training records for content and compliance.  Served as the New Employee On-Boarding Coordinator for site of over 250 employees.  Coordinated and implemented executive training programs and on-site training activities for department personnel.  Collaborated with senior management in new talent recruitment as the primary liaison between functional area teams and global quality unit.  
· Led and managed the new employee orientation and functional area training programs.  
· Successful FDA inspections for site training efforts and best practices for R&D facility  

· Scientist II, (1998 – 2003)
Supported the Dietary Supplements projects by developing and validating analytical methods and perform routine testing on stability samples.  Managed stability monitoring and testing for all product samples in the department.  Designed process to monitor daily laboratory systems for management concerning laboratory investigations and commitments for Wyeth and Solgar projects.  Managed activities for global product specification recommendations, periodic analytical test method assessments, and facility equipment qualifications.
· Team Leader for the GMP and EH&S committees
· Site Internal Audit Team member 
· Experienced in the operation of HPLC, GC, UV-Vis, ICP-AES, and FTIR 

OTHER PROFESSIONAL EXPERIENCE

QUANTUM RESOURCES, Richmond, VA 		            
Chemist (Wyeth Consumer Healthcare), 1998

VIRGINIA COMMONWEALTH UNIVERSITY, Richmond, VA	
Research Assistant, 1997 – 1998

EDUCATION 

VIRGINIA COMMONWEALTH UNIVERSITY, Richmond, VA
Bachelor of Science - Chemistry, 1997

PROFESSIONAL CERTIFICATION AND TRAINING

· GMP/QSR Trainer Certification - SkillsPlus International
· LabWare LIMS Administrator I / II

SYSTEM APPLICATIONS
Proficient in Microsoft Office applications, project management programs, and various training database programs.

· Word, Excel, PowerPoint, Outlook, Access, Visio, Publisher
· Learning Management System (LMS), Articulate, ISOTrain, Training and Operational Systems (TOPS)
· Documentum, IDEA for CON, SAP, TrackWise, Ariba, InfoMapping, Quality Center
· ChemStation, Empower, LabWare LIMS, PE Nelson SQL*LIMS, PeakPro, TotalChrom, TurboChrom
