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Donna Sokolski

	Objective


	To obtain a position in the biotech or pharmaceutical industry utilizing my document management, organizational, communication, computer and analytical skills.


	Experience

	2007-2008
Hyaluron, Inc.
         Burlington, MA

Quality Assurance Manager - Document Control

· Manage staff of three permanent and one temporary full time Document Control Specialists
· Manage training coordinator 

· Develop, prepare and manage documents and systems for Document Control
· Develop and implement Department goals and objectives

· Develop relationship between client and Hyaluron to obtain feedback and maintain relationship for doc customer service
· Manage Document Control activities to assure compliance with current US & EU regulatory requirements (ISO, FDA, cGMP)
· Research EDMS and training systems for future implementation

· Work closely with other department management to improve deliverable deadlines to clients

· Participate in FDA audits

· Contact clients to improve document control relationships

· Assign “Departure” numbers for Deviations planned and unplanned, OOS documents, Divergence, Equipment Excursion, Non-Conformation Material Report, Critical Equipment Power Shutdown, Product Complaint, Returned Goods Authorization

· Develop and implement all standard operating procedures per documentation department directives, documentation control systems, and compliance

· Plans, schedules, and reports functions for staff of four specialists

· Develop and implement training related to document control requirements

· Develop and implement Department goals and objectives

· Development, implementation, and adherence to departmental budget requirements, schedules, and quality standards

· Produce, maintain, and distribute Document Control metrics

· Maintain all electronic and hard copy files in support of all products

· Examine and review all technical documentation, including user manuals and system software

2005-2007
Acusphere, Inc.
Tewksbury, MA

Senior Documentation Specialist IV – Quality Systems Document Control
· Manage staff of three permanent and up to two temporary full time Document Control Specialists
· Manage Document Control activities to assure compliance with current US & EU regulatory requirements for all Acusphere, Inc. facilities

· Develop, prepare, and manage documents and systems for Document Control

· Develop and implement all standard operating procedures per documentation department directives, documentation control systems, and compliance

· Plans, schedules, and reports functions for staff of four specialists
· Develop and implement training related to document control requirements

· Develop and implement Department goals and objectives

· Research, select vendor, implement, qualify, and manage the electronic document management system

· Interact with management regarding implementation of changes and improvements to the overall document management system

· Development, implementation, and adherence to departmental budget requirements, schedules, and quality standards

· Produce, maintain, and distribute Document Control metrics

· Maintain all electronic and hard copy files in support of all products

· Examine and review all technical documentation, including user manuals and system software
2004-2005
Acusphere, Inc.
Watertown, MA

Senior Documentation Specialist II – Quality Assurance

Responsible for the development and maintenance of a cGMP Quality Assurance documentation system.  

· Write, develop, and process of SOPs to maintain a cGMP-compliant system
· Develop systems for and maintain and track SOPs, Material Specifications, Analytical Data, Technical Reports, Protocols, Batch Record Files, Validation Reports, Stability data in a current and retrievable manner
· Develop/maintain a company training files system. Develop/maintain the database
· Maintain internal and external audit file information and histories.  Develop/maintain the database
· Perform internal audits of QA systems as necessary and generate the respective report.  Develop/maintain the database
· Develop/maintain system for the Validation, PDF, manufacturing departments controlled documents
· Interact with all internal and external levels of management
2000-2004
Acusphere, Inc.
Watertown, MA

Consultant – Documentation Specialist

Oversee, maintain and develop critical quality assurance and regulatory documentation systems.  Provide data and reports as necessary.

· Process SOPs
· Develop/maintain and track Standard Operating Procedures, Material Specifications, Technical Reports, Protocols, Batch Record Files, and Validation Reports
· Perform internal audits of QA systems as necessary and create reports develop/maintain database
· Maintain training file system, develop/maintain database
· Maintain internal and external audit files and develop/maintain database
· General support for regulatory filings.  Create and maintain database files
· Quality assurance review of batch records
· Prepare documents to be sent off-site develop/maintain database
· Develop database and file Assay Failures, Deviation Reports, Out of Specification Reports, Material Specification
· Maintain signature samples on all employees
· Scanning of QA, QC and Regulatory documents
1999
 Vertex Pharmaceuticals
 Cambridge, MA

Senior Clinical Data Administrator

· Manage data management tasks from protocol receipt through database lock
· Liaison with CRAs and CROs for assigned studies
· Develop department training manuals
· Write data entry, data review and case report form completion guidelines
· Case Report Form and database design
· Assist in conversion of Oracle based Clintrial software from VAX to UNIX platform


	
	1997-1998
Vertex Pharmaceutical
Cambridge, MA

Clinical Data Administrator

· Assist in the development of the ACCLAIM laboratory management system
· Perform database and program QA and QC
· Serious Adverse Event entry and tracking
· Run data validations and produce data correction forms
· Conduct database audits
· Generate data sets and data listings
· Create Case Report Forms, data entry instructions, database validation specifications


	
	1997
Vertex Pharmaceuticals
Cambridge, MA

Documentation Specialist Regulatory Affairs (consultant)

· Develop and maintain document management system for Regulatory/QA; including pre-clinical pharmacology and toxicology study reports, patient consent forms, IND applications, CRFs, technical reports on clinical trial and compliance directives.
· Assist in development of company-wide SOPs


	
	1993-1995
Biogen, Inc.
Cambridge, MA

Telecommunications Specialist

· Maintain a multi-campus environment utilizing Centrex service
· Evaluate, select and maintain all voice telecommunication systems
· Analyze monthly bills for accuracy, trending and abuse encompassing a budget in excess of $1M
· Due to increased company growth, implemented change of the company telephone number bank and 4-digit dialing
· Research,  purchase and implement voice mail system
· Prepare and evaluate RFP and subsequent purchase of ACD system
· Supervise telecommunications assistant and technician
· Work with appropriate personnel to resolve telecommunications problems and analysis of new and existing systems 



	
	1992-1993
Biogen, Inc.
Cambridge, MA

Systems Support Specialist

· Organize, prepare, design and conduct training and educational programs for users and management personnel in e’mail, Lotus 123, WordPerfect and Freelance Graphics
· Maintain company email, electronic bulletin boards, password, print queues and quota privileges on VAX mainframe  

· Assist in testing software prior to company-wide implementation

· Organize IS user support group
1991-1992
Biogen, Inc.
Cambridge, MA

Help Desk

· Implement help desk supporting VAX and PC applications (WordPerfect, VMS, Lotus 123, Excel, Paradox, Freelance Graphics, MS Project, ACT
· Provide trouble call resolution, training and education of user community, continuing analysis of user needs
1982-1991
Biogen, Inc.
Cambridge, MA

Executive Assistant

· Provide administrative support and organizational assistance for the Vice President.  Supervise two secretaries in supporting several scientists and technicians
1973-1982
Tufts University.
Medford, MA

Department Coordinator

· Accountable for the administrative coordination of the department.  Provide organizational and administrative support.  Responsible for smooth functioning of office, assigning priorities, supervising work of clerical staff and student employees.  Planning of chemistry course schedules, labs and classrooms

	
	Education

· Tufts University, 1976-1982 

· Northeastern University, working toward B.S. Information Technology 

· Northeastern University, Telecommunications certificate Program (1991-1993)

Workshops/Seminars Attended

· Managerial Leadership

· Technological Awareness

· How to Provide Effective User Support

· Effective Communicating

· Train the Trainer

· Managing Time Effectively

· Working with Others

· Selection and Interviewing Workshop

· PERI Clinical Data Management Course

· DECS [query management system] Training

· Clinical Database Development and Standards Training

· Adverse Events and Concomitant Medication Coding Training

· Integrated Review Training

· Role of a Supervisor

· Communication and Listening Skills

· Essentials of Employee Development

· Performance Management

· Resolving Workplace Issues

Hobbies

· Knitting, Quilting, Needlepoint, Sewing
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