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SUMMARY


Senior Document Specialist with more than thirteen years of combined experience in the pharmaceutical manufacturing, quality assurance, production, and packaging of both oral solids and liquid products. Consistent record of significant contributions in the area of cycle time reduction and developing robust Document Control Systems supporting the process. 

EXPERIENCE


Marsam Pharmaceuticals Inc., Cherry Hill, NJ





SR. DOCUMENTATION SPECIALIST


1996 - Present

Primary Responsibility:









Responsible for generating documents to support identification of quality, technical, regulatory requirements and compliance issues related to the site. Organized all aspects of documents for the company such as SOPs, Test Specifications, Test Procedures, MBR’s, etc. and managed databases required to formally track and control documentation for complete cGMP compliance.

Other Responsibilities:

· Enhanced management of the Document Change Approval system with the goal of reducing cycle time.

· Controlled the Document Change Approval and Master Batch Record Forms Systems to trend critical data with the goal of reducing cycle time.
· Developed and established procedures for tracking of a formal SOP review system.

· Provided documents and technical support to Regulatory Affairs in support of domestic and international product filing.

· Trend critical data.

· Analyzed the activity on a daily, weekly, bi-weekly, monthly and yearly basis, using Excel Spreadsheet and created visual progress chart using Hardware Graphics, etc.

Key Accomplishments:

Designed, developed, tested, and implemented Quality Databases for tracking system to reduce cycle time. Worked with internal and external users to analyze and define requirements. As a member of the Corrective Action Plan Taskforce, structured and re-designed the Internal Audit Database to reduce closure to long-term corrective actions from six months to 90 days. 


Mutual Pharmaceutical Company Inc., Philadelphia, PA



QUALITY ASSURANCE INSPECTOR - Solid Dosage
1995 - 1996

Prepared and organized documents related to product quality and process safety. Audited critical process parameters during the production stages. Reviewed the batch manufacturing records and generated Quality Incident Reports as required. Involved in calibration of blending equipment, checking and reconciliation of BMRs and collection and submission of samples to the laboratories for testing.

· Designed and revised SOPs for the QA- in-process auditing function.

· Organized Batch History data and performed process capability studies.

ENCAPSULATION TEAM LEADER


1987 - 1995

· Experienced in operation of MATIC-90, ZANASI (RZ-70) and ELENCO capsule machine. Responsible for product quality, troubleshooting of process and inventory control. Involved in encapsulation paper work and generation of SOPs for capsule machines.
 

·     Trained Technicians on aseptic techniques and to follow cGMPs. 

PROFESSIONAL 
A member of Business Society

AFFILIATIONS

EDUCATION

Holy Family College, Philadelphia, PA
A part-time candidate of Bachelor of Business Administration 
Major: Computer Management Information System (CMIS).




Graduating Year: Summer of 2002




Community College of Philadelphia, Philadelphia, PA



Associate in science degree.

COMPUTER

Operating Systems: Windows 95/98, Windows 2000, 

SKILLS & 




NetWare 5.0
KNOWLEDGE


Software Packages:


Office Suit
- Microsoft Office 97/2000, Lotus Smart Suite 97, Micrografx Flow Charter, Visual Studio, Case Tools

Database 

- Microsoft Access 97/2000, Oracle

Database Language
- SQL Plus

Programming:
C++ 
