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Maria Wadowski

1100 Randville Dr., Palatine, Illinois 60074

Phone:   H:  (847) 359-8494;      M:  847-650-8205

E-mail: marysiawzk@att.net



SUMMARY OF QUALIFICATIONS:

· Knowledgeable in: FDA Quality System Standards and Regulations, GMP Requirements, ISO Standards.
· Expertise in: MS Word, MS Excel, MS Outlook, Access Database, Adobe, Visio, Internet Applications, Intranet/ODR, eQCM, Documentum.
· Experienced in change control processes and monitoring of record retention.

EXPERIENCE:
APP Pharma / Fresenius-Kabi, Melrose Park, IL – Pharmaceutical – March 2012 – present

QA Documentation Specialist
Position Summary

Maintain master file of several product codes. Responsible for making all necessary updates to the MBRs.

Using master file, prepare sets of necessary documents for Micro, Production and other departments.
Responsible for verification and approval of documents routed for review.

Prepare all necessary documents for microbiology and batch records for production.

Responsible for organizing and keeping in order central file and archive of obsolete documents.
Provide assistance to management and other personnel regarding current product codes.
Ohio Medical Corp., Gurnee, IL – Medical Devices Industry  – September 2011 – March 2012
Document & Change Control Specialist
Position Summary
Responsible for overseeing the Engineering Change Orders (ECO) system and document control, and related processes, to insure that quality system is in compliance with FDA regulations and ISO standards.
Responsibilities
· Responsible for generating document and change control policies and procedures that comply with FDA, ISO and other relevant requirements, and for driving compliance to such policies and procedures.

· Responsible for the maintenance of the central document control library and related content in compliance to ISO and FDA procedures and standards.
· Maintained and managed hard copy and electronic documents including master and history files, management review, and other quality records. Managed the archival of quality records, in addition to licenses and registrations, etc.
· Ensure that ECO initiatives meet the prescribed time, quality objectives and error/correction for ECOs.

· Controlled ECO workflow cycle across all functions; Engineering, Marketing, Sales, Production, Service, Purchasing, and Quality.

· Ensure that departments enter information correctly, on time, and address gaps, as appropriate.
· Maintained Customer Complaint Log and provided assistance during customer audits.

· Performed reviews of Customer and ISO audits. Performed investigation and addressed observations.
First Priority, Elgin, IL   – Pharmaceutical Industry - March 2011 – September 2011 
Document Control & Data Specialist
Position Summary

Responsible for change control process, implementation and tracking system of SOPs, MBRs, Specifications, Stability Tests, Test Methods and other quality records.
Maintained company documents and change control system to ensure, that all met cGMP requirements and FDA regulations.  Developed and maintained a comprehensive filing system and computer database for all documents to be retained in the document control center.  Oversight the operation of the document control center to ensure that change processes are performed in a timely manner, and deadlines are met. 
Achievements:
· Implemented functional change control system.

· Revised uncontrolled records, such as Test Methods and Stability Tests, and incorporated into controlled documents.

· Created one change control log for all quality documents.
· Organized archive control record.

Sterigenics, Oak Brook, IL  - Medical Devices/Pharmaceutical Industries – December 2009 – March 2011
Corp. Document Control Administrator
Position Summary

Responsible for control of all Quality System documents for North America and surrounding countries, and quality-related registrations for North America to keep company in compliance set forth by the FDA and EPA. Major responsibilities: Corporate documents issuances/revisions, responsible for the Corporate Approved Vendor Program. Maintained internal audit program and quality-related registrations and licenses. Provided support to all Corporate QA positions.

Responsibilities

· Maintained all corporate quality records: generated documents and implemented change control process, consolidated requests, edited documents for review and routed for approval, tracked CRB review processes. Tracked all DCRs with associated documents and linked DCRs, and scanned completed DCRs. 
· Responsible for publishing documents on Intranet for training purposes, uploading effective documents on ODR. Maintained hard copies of original file.
· Implemented changes to existing Quality System; formatted documents to new requirements, tracked all associated DCRs for affected documents.
· Participated in implementation of eQCM system and provided following support: created documents structure and folders, uploaded documents into document structure. Generated mapping system for related documents. Performed tests by combining different scenario and situation during change processes and provided feedback to management.
· Maintained internal audit file and supplier approval file.
· Created Indexes and Logs for quick and easy tracking system of all quality records.
Achievements
· Created Document Change Record Log and developed tracking system for documents being in change. 
· Created charts and collected data from DCR Log for monthly matrix to present the volume of documents received for changes and implemented, and provided the change control data to management. 
· Organized existing corporate vendor file and consolidated facilities vendor file into corporate. 
· Created additional Logs for tracking status of quality records; Internal Audit Log, Corporate Supplier Log.
Northfield Laboratories Inc., Mt. Prospect, IL  -  Biotech/Pharmaceutical Industry  -  April 2002 – May 2009
Senior Documentation Specialist

Position Summary

Responsible for executing efficient change control processes in compliance with the FDA regulations, cGMP’s and applicable department programs, including training, documentation procedures, company SOPs. Created and controlled document template, verified documents to ensure reference information is regularly developed, updated, maintained, distributed, and easy accessible. Organized and developed company expanding archive file by creating indexes for existing, incoming, or removal file, and systematically updated to ensure tracking system is current. Under general supervision coordinated and directed activities of the Document Control group.
Responsibilities
· Managed documentation file including but not limited to: SOPs, Validation Master Plans, Attachments, Part Number Directory, Specifications, Notebooks, Master Batch Record, Training, Logs, Studies. Oversight change control system to ensure accuracy, completeness and consistency and provided support to the initiators to ensure documents met established standards; format, contents and writing style according to company procedures and GMP requirements.

· Responsible for change control processes to controlled documents, tracking document number assignments, document revisions and effective dates, issuance of approved documents, timely processing of controlled document change requests, routing for approval, issuance of training packages, tracking due date, making effective after training completion, final distribution of new or revised documents per Document Control procedures.  Managed Document Control database.
· Responsible for the timely issuance of Production Batch Records prior to product manufacture.
· Oversight Documentation Center for record retention. Maintained company archive records with progressive experience managing active, inactive and archive records. Verified to ensure the documents submitted for archiving met GMP requirements and the critical documents were processed into the Documentation Center in a timely manner, maintained securely, and available for viewing copying and removal for regulatory inspection per SOPs.
· Conducted internal audits to ensure that all active files in centralized locations are current.
· Responsible for data collection and creation of monthly and quarterly metrics for management reviews.

· Performed updates to SOPs assigned to Documentation area regarding compliance to current tasks, system and for clarity.   
· Conducted Deviation Investigations in area of responsibility. Assists other QA groups with Deviation Investigation QA Summaries and closures.
· Oversight, supervised, coordinated and prioritized the daily activities of documentation clerks. Conducted interviews and determined work assignments for new Documentation employees according to their functions. Responsible for training profile assignment. 


Achievements
· Established functional tracking and control system for company records which was very helpful for retrieval of archive file and very efficient during FDA inspection.

· Successfully completed project of accommodation of new documentation and company archive file location, and arranged new office space for documentation personnel.
· Successfully completed implementation of new Document Control System, template and established new format of controlled documents.

· Developed database and created link between table, queries and reports. Designed information storage and retrieval system in database.

· Initiated request for view access to current documents for other users and successfully incorporated electronic procedures into PDF.

· Successfully developed secure and functional share-drive system on public drive in cooperation with the IT team for documentation file that was previously stored on one computer only, saved daily on CD, and was difficult to manage during high volume of change request.
Courtesy Corporation, Buffalo Grove, IL
-   Medical Devices Industry  -   November 1997 – March 2002
Document Control Specialist

Position Summary

Responsible for timely implementation of corporate and facility documents to ensure compliance to external regulatory requirements. Provided technical support and act as a liaison between engineering, QC and QA departments. Per ISO requirements conducted verification to ensure Documentation procedures and practices conform to regulatory standards and processes to release documentation are defined and controlled. Administered database system for labeling programs and other software to support manufacturing and other functions. 
Responsibilities

· Maintained corporate master file for 5 facilities including but not limited to: Quality Manual, Quality Procedures, Work Instructions, Customer and Internal Specifications & Prints, Corporate Forms, Master Lists and Logs, Purchase Order Tracking Log.
· Responsible for generation of Internal Specification and Quality Forms in compliance to customer specifications and the drawing requirements regarding dimensions, parameters and range of tolerances.  

· Responsible for implementation of requested changes to controlled documents, distribution and filing; manual and electronic. Coordinated and performed document processes and systems to ensure control and availability of documentation to site personnel.
· Collected data to create Certificate of Analysis for specific medical-assembly part and created flowchart using special software. 
· Prepared records for storage according to the records retention requirements. Copied and scanned documents as needed to perform distribution and storage duties. 
· Conducted internal audits of controlled documents to ensure currency of document’s being in use. 
· Provided training to new QA Document Control employees by demonstrating system collection data for specific medical-assembly part in compliance to company procedures.

· Performed Lot Record Packages reviews to ensure contained documents are in GMP compliance. 

Pinnacle Bank in Skokie, IL



May 1997 – September 1997
Teller – Customer Representative

Responsible for maintaining customers saving and checking accounts in accordance to Bank’s polices. Provide secure transactions with special concern regarding protection of confidential information. 
· Performed teller’s tasks and assignments.

· Balanced and verified all performed transactions on a daily bases.

EDUCATION:

Educated in Poland. 

Graduated from Lyceum of Stanislaw Staszic in experimental class with foreign languages and world history – comprehensive  to HS diploma, translated by University Language Services in New York.
Completed Administrative Law program at Jagiellonian University in Krakow.
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