Johanne Couet
1 Stoneywyke Road
Windham, NH  03087
(978) 987-0800 (Cell)
jocouet@gmail.com
_____________________________________________________________________________________________

Experience
Hired as a contract 
Contract, Pfizer MSP
May 2014-December 2014

Technical Writer

Contract position for Research and Development project; preparation for FDA review. Translate highly technical master batch records and other controlled documents to identify the sources used in testing and development. Verify and capture data and sources for specific product line into excel spreadsheet. Complete workflow data approval within GDMS.

College Student
August 2011 – December 2013
Associates Degree in Liberal Arts, Communication

GPA 3.9
Lantheus Medical Imaging, Inc. (Billerica, MA)
December 2008 – July 2011
Company name change – Lantheus Medical Imaging, Inc. acquired Bristol Myers Squibb
Administrator
March 2010 – July 2011

Responsible for administrative support to the Vice President of Quality Operations and Professional Relations, Sr. Director and staff.  Provided support to the GXP training program by coordinating training sessions, maintaining attendance rosters, and inputting the data into the ISO Train system.  Responsible for incorporating data into the documentation system to track permanent records including scanning, filing, and shipping outdated procedures to offsite storage.
Technical Writer/Sr. Administrative Assistant
December 2008 – March 2010

· Provided administrative support to the Quality Department, and also assisted the Documentation Department with formatting and editing of procedures within DocCompliance.
· Maintained and monitored various electronic and paper systems used for the retention of vital information supporting GMP activities related to Change Control and Validation.  Perform quarterly change control audits. Replaced and updated procedures as necessary.
· Worked with QC labs to ensure accurate updated procedures were in place, and outdated copies of procedures were disposed of.

· Tracking of employee vacation time.

· Provided support to the GXP training program by scheduling training sessions, maintained the paper attendance rosters and input information into the electronic tracking system.

· Compiled protocols using Records Management electronic system.
· Supplied procedures during FDA audits and maintained the history of files submitted to the FDA.
· Compiled, audited and maintained electronic and paper Change Control documentation records.
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Bristol Myers Squibb (Billerica, MA)
March 2003 – December 2008
Company name change - Bristol Myers Squibb acquired DuPont Pharmaceuticals
Quality Assurance Lead Technical Writer
· Assisted customers in creating and updating clear documentation required for Regulatory Compliance and GMP’s, in a manner that was efficient and consistent with the changing business priorities.

· Represented the Billerica site on a corporate team that designed, validated, and implemented a fully electronic multi-site documentation system (COSMOS) for managing the review and approval process of thousands of documents related to the manufacture and testing of pharmaceuticals.  Created metrics reports within COSMOS and actively participated in all phases of process from gathering initial requirements through post implementation user support.  Compiled metrics from COSMOS system for various monthly meetings.

· Edited and formatted and followed the life-cycle of Standard Operating Procedures, specifications and batch records through completion. Prioritized and expedited changes to support schedules.
· Coordinated and scheduled workload for Documentation team and worked across the organization to pro-actively create a project list to assist the department in prioritizing workload.
DuPont Pharmaceutical (Billerica and Boston, MA)
September 1993 – March 2003
Quality Assurance Technical Writer/Billerica
October 1998 – March 2003
· Responsible for interacting with all departments to create and update procedures.  Followed life-cycle of Standard Operating Procedures, specifications and batch records through completion.  Ensure completeness and accuracy through review and approval process.  Maintained master documents, printed updated procedures, and submitted to various departments.
· Trained employees on electronic documentation system process.
Customer Service/Boston
April 1996 – October 1998

· Received customer orders, determined product availability, shipping points, pricing, terms and special programs.
· Maintained customer profiles for assigned customers.

· Entered and closely managed the orders, and negotiated delivery dates in the system to ensure all customer requirements were met.
Technical Writer/Boston
September 1993 – April 1996

· Responsible for control of operations documents and product literature for 2,000 products in excess of 3,000 documents in compliance with GMP and ISO9001.
· Extensive interaction with Quality Control, Production, Technical Support, Research and Development, and Product Management.
· Followed the life-cycle of Standard Operating Procedures, specifications and batch records through completion.
· Maintained master documents and control distribution for Boston area site.

· Filed original procedures and submitted copies to required departments. Scanned outdated documents and shipped offsite for storage.
SKILLS and other TRAINING
Microsoft Office Suite
Continuous Innovation Certificate
GMP Training
Quality Event Tracking System Training

Business Writing (Skill Path)
Conference on Leadership Development

PowerPoint
Microsoft excel

Doc Compliance

REFERENCES
Will be furnished upon request

