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12/13 – Present

Bose Corporation – Framingham/Stow, MA




Configuration Analyst 

·       Participate on Product Development teams to facilitate the creation of new data.
·       Guide and support Product Development teams on the creation, release to Manufacturing and

      Change Management of product data.

·       Analyze requested product design changes for accuracy and completeness. 

·       Determine the effect on end product design data and prepare Engineering Change Notice 

      process documentation while ensuring adherence to (CM) Configuration Management Policies 

      and Procedures.

·       Own and Manage the ECN process phase of change documentation, approvals, documentation incorporation, 

      manufacturing implementation, auditing and completion.  
· 
Prepare and present reports for status of open ECN’s, ECN cycle time and quality of ECN’s.  Presented in 

       weekly material meetings.
·        Prepare reports for ECN validation – Where Used, CASS (SAP plant, costing and purchasing information) and 

       Material Impact (BOM changes).   
· 
Work with Engineers to release BOM’s / Parts to manufacturing for planning, prototyping, production and sales.

·        Manage data extension priorities per program build schedules (NPIP). 

·        Communicate with all individuals to quickly resolve issues, keeping all involved groups up to date at all times.

·        Provide WindChill training and SAP reporting capabilities.  

·        Work with Data Process Managers on continuous process improvements.

6/13 – 10/13

BiOM – Bedford, MA 




Quality Specialist




· Determine if complaints are reportable to FDA and other governing bodies.  If reportable filling out the correct paper work to file.   Log complaints and fill out CRF’s.
· Responsible for all in-coming, in-process and final inspections.  Sub assembly acceptance for new build inspections.  
· Work with Engineering and Manufacturing to complete investigations for complaints.  
· Write and update processes.  Write ECN’s to release and update processes as needed.
· Assist in preparing for internal audit and for ISO stage 1 and 2 audits.  Preparing for FDA audit.
· Assist in Board of Directors metrics reporting and with monthly metrics for complaints.
· Assist in closing out RMA’s and making sure all paper work and testing is complete.  Determine if product can be put back in inventory or needs to be scrapped.

· Close out internal audit findings; assist with solution to findings and effective checks.   

· Responsible for all data being entered correctly into databases and paperwork is filed properly.    
· Work and monitor customer service to make sure all RMA’s and Complaints are filed with Quality.  

· Hold weekly Material Review Board meetings and open Complaint meetings.  
10/12 – 3/13

Aerist Therapeutics, LLC – Woburn, MA 




Quality Specialist /Sr. Document Control Specialist

· Managing BOM’s, creating/revising SOP’s / Work Instructions / Inspection Instructions and all company procedures adhering to ISO 13485, Clinical Trial (ISO 14155), and MDD and Regulatory requirements.  
· Perform Line Clearance for MFG, Lead Document Control Specialist, and Qualify/Disqualify Vendors, distribute and maintain logs for Training of employees as well as keeping HR documentation in employee files.

· Lead on project to have employees able to pull up documents electronically and obsolete use of Binder Sites. 

· Lead on project to bring Clinical SOP’s into the quality system as well as Clinical Protocols.  
· Lead on project to get all off-site Clinical Research Associates equivalent training throughout sites and maintain training records/Matrix within Document Control.   

· Assist VP of Quality and Operations with daily tasks to obtain ISO re-certification.  Successful with zero findings.  Undergoing Clinical Trial to obtain FDA clearance.
· Write and Implement all DCR’s (Change Orders) for entire company.  

· Order supplies for Quality department.  Assist with shipping and labeling (MFG and QC) as needed.
5/12 –10/12

Davis IT/Engineering at Dental Photonics – Walpole, MA (Temp position)



Quality/RA Specialist

· Responsible for implementation of the quality management system and the company compliance with ISO 13485 and the Quality Management System Manual.
· Implement most aspects of the Quality System including Document and Data Control, Training, Vendor Approval/Monitoring, Complaint Handling, CAPA and Internal Audits, Non-conforming Material and Incoming and Final Inspection.

· Reporting performance to Quality Senior Management

· Revising all procedures (related) to be compliant with Part 820 CRF 21 Part 11.

· Managing BOM’s for Engineering Dept.  Managing Contract MFG as needed – ftp new or revised drawings, BOMs and other documentation as needed.  Manage DHF and DHR’s.
· Assisted VP of Regulatory to Submit application for ISO certification
11/09 – 05/12

Keystone Dental – Burlington, MA  



QA/ Document Control Specialist 
(   
Review, coordinate, initiate, track and implement Engineering, Quality and Marketing controlled changes.   
                                                  (               Notify and distribute Documents/Specs and Drawings to suppliers via (ftp site), also to specified departments



(
Maintain revision history of documents, part number log, DCO Log and product Bill of Material (BOM’s)
(
Review proof against approved text from vendors (labels & marketing).  Review labeling to current regulatory standards (symbols, CE mark and content).   



(
Log and issue controlled copies of production records to manufacturing and other areas as needed



(             
Assist in compiling documents in support of Regulatory activities.  Special projects as assigned
                                                  (             
Participate in projects assigned by manager.  Batch Records, revising entire ECO Process & associated processes
(
Working knowledge of 21 CFR Parts 820 (QSR), ISO 13485, ISO 14971, Standards and FDA audits



(             
Ensure compliance - DMR (Device Master Record), DCO’s, CAPA’s, DHF’s, Deviations and IQSA’s
(             
Participate in continuous improvement activities, Identify and report any compliance issues/questions
                                                  (             
Maintain BOM’s, Routings, Item Master Data, Sales Part Activation and RA Country codes in ERP system.
2/01- 4/08

Philips Medical Systems - Andover, MA 
Engineering Change Order Coordinator



Material Master Specialist – Product Configuration Management (PCM)



Engineering Change Analyst – Andover Program Management (promotion) CMII Certified



(   
On Project Management team to build a Support Part plan.  Working with logistics, Integrated Client,

                                                                 
Engineering and Technical Marketing, we built a new process which greatly improved turn around time and 




              
failure rates.  Shipments being promised are on time and accurate, customers are satisfied. 




(               On Project Management Teams to roll out documentation and validation verification (IQ/OQ/PQ)
                                                 (             
Rolled out training for Support Part Process and Workflow Process to US and Germany 

                                                 (             
Set up Product Structure (support and sales information, routings and work scheduling) on SAP system.  




(
Ensure integrity and completeness of Worldwide Product Data – in compliance of GMP, ISO, and Q&R, FDA



(
Work with Engineering and Project Management Core teams to set up and release new products (NPI).

(
Support Manufacturing line down issues and software spins. (On Call) 




(
Create/maintain Device Master Records.  Assist with product improvements.  



(
Coordinate release of all product and process data with product change team as well as Obsolescence




(
On Quality Green Belt team cutting cycle time and cost within our department.  Analyzing data, 





System’s and Reports.  Support Quality Engineering Changes within the systems.




(
Troubleshoot part and system issues ALE, IDOC, BOM, costing, DMR, routing, sales views, inventory, etc.  

· Work with Engineers to create Bill of Material (BOM’s), set up material types and structures.  Work closely with

Planners to understand this role and react to customer demands.
(
Write monthly report for manager – keep team informed of changes or of issues that arise 

(           
Proactively solicit feedback from inside customers on satisfaction of processes relating to their entity of business
(            
Attend Project Management meetings, Sustaining and NPI meetings weekly and report on activities
    

(            
Writing Processes and Procedures, as changes are needed to support the businesses or comply with FDA and Quality Systems/Regulatory.  Consult with customers the best way to use these processes and regulations.



(
Manage Workflow through SAP, eDMR (Device Master Records) systems and eMatrix 

09/00 to 2/01

TAD – Agilent Technologies (now Philips Medical Systems) - Andover, MA




PCA Data Transfer Coordinator




(
Handle all Vendor and Engineering requests (AVL and BOM)

· Liaison between Engineers and Vendors – trouble shoot issues/concerns

· Transfer released products from Design Gateway to SAP-GUI
· Transfer prototype, planning BOMs and related data to Contract Manufacturer, Vendor
· Ensure that production, test and MR systems/clients have the same data
· Design and transfer (registered) packages to Contract Manufacturers and Vendors
· Extract board design data using Nova, aperture cards (microfilm) and paper vaults
· Retrieve placement data and bill of material from SAP-GUI
· Make vendor, part, structure, routing and other information changes to systems
· Action owner on Change Order for released parts – PCA.  Process in timely manner to support business.
07/99 to 07/00

Parexel International - Lowell, MA




Data Support Specialist (DSS)

Responsibilities:

(
Quickly and accurately perform first and second entry from case report forms



(
Test data entry screens; provide feedback to database manage



(
Compile data entry guidelines for new studies and existing



(
Track/audit and Quality Control (QC) Case Report Forms (CRFs)




(
Pre-enter preparation of all case report forms, ECGs, Labs, CT scans and other vital information
(
Query clinical data management when information on CRF is inaccurate, make changes after approval
(
Follow strict FDA guidelines and SOP’s provided by Parexel and clients



(
Client interactions – setting deliverables, special project coordination and new studies.

· In house training for customer service, data collection and entry, drug development, clinical practice, and SOP's
· Strong medical terminology and Document Control
· Team lead of 50 permanent and temporary workers for a Data Entry project.  A year of data to be entered into the correct system in less than 3 months.  Project was successful and account was renewed.
03/94 to 10/98

Comfort Community Care Staffing Agency - Lowell, MA




Staffing Manager 

Responsibilities:

(
Provided administrative support to RN, BSN Administrator, (on call to fill shifts 24-7)




(
Patient intakes for home health care
(
Interact with staff and clients in Human Service facilities in person and telephonically to determine availability of staff/facility needs.  Obtaining contracts and/or proposals from facilities and home health care patients.



(
Book keeping, billing, audit and payroll




(
Hiring/Dismissal of employees, conduct meetings to improve facility/employee issues




(
Evaluations to determine licensing needs of home health and hospice care



(
Created and maintained database for employees, forms, shifts, licensure and health records



(
Conducted Orientations complying with OSHA standards, distribute benefit information




(
Update procedures, designed filing system, coordinate meetings/special events 




(
Accounts Payable & Accounts Receivable, Maintained/ordered office supplies




(
Managed office and 130 employees, Obtained Certificate for Nurses Aid and CHHA (on-call for fill in)



(
Booked all business meetings, travel arrangements and managed Administrators calendar

Computer/Machine experience:
MS Office Suite 2007
Oracle                                      
Plotter





SAP GUI

File Manager/Explorer            
Aperture Copier





eMatrix


Design Gateway


NT





eDMR (Philips Tool)
Outlook , Lotus Notes                        Office equipment (Fax, Scan, etc.)




Adobe Illustrator                 FULL ME 10 (Co-create)       
Windows XP Professional





NovaWeb

Quickbooks


TSS/RSS  





IFS (ERP)

ESC



Internet




MS Dynamics

Adobe Acrobat Pro

Syteline




Windchill 10
Certifications:  Arizona State University – Configuration Management II (CMII) Cert.  Currently attending Becker College, BS degree
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