Jennifer Sutkus
14760 W State Route 163; Elmore, OH  43416
(440) 785-4821
j_sutkus@yahoo.com

Highly organized and a proven track record for advancement within a company; I am currently telecommuting and am seeking a local position where I am able to utilize my skills to the fullest.
Education
Baldwin Wallace College, Berea, OH
Bachelor of Arts, 2002

Major: Business Administration with an emphasis in Management, Marketing and Human Resources
Experience
Athersys, Inc., Cleveland, OH – Jun 2008 to Present (Aerotek – temporary placement, Mar to Jun 2008)
*A biopharmaceutical company that engages in the discovery and development of therapeutic products in various disease areas. The company has an emerging portfolio of “best‐in‐class” product candidates and technologies. MultiStem®, a highly standardized “Off‐the‐shelf” stem cell therapy product, is currently being investigated in 4 Clinical stage programs.
· Regulatory Operations Manager (Aug 2013 to present): provides support to the Head of Regulatory including FDA submissions of INDs/amendments; documenting and filing FDA communications, gaining experience in formatting documents using eCTD, providing support to the Quality Assurance department and management of training records
· Quality Assurance Manager (Jan-Aug 2013)
· Quality Assurance Specialist (2011 to 2012): Issues and controls documents and labels for clinical sites, responsible for the implementation, training and managing of the electronic document control system ensur, writing, reviewing and approving CAPA documents (Change Control, Deviations/CAPA’s and Customer Complaints), completing document audits (including clinical and manufacturing batch records), management of clinical materials and provides support to the Head of Quality/Regulatory including submissions of INDs and IND amendments to the FDA, use of Oracle (receiving and purchasing),  management of training records and management of clinical materials 

· Central Records Administrator (Jun 2008 to 2010): Assisting in creating and managing the central records system (assigning document control numbers, management of training records, filing, organizing, retrieving and creating PDFs), SOP Control, completing document audits, managing offsite storage, use of Oracle (receiving and purchasing) and management of clinical materials 
ChanTest Corporation, Cleveland, OH – Aug 2002 to Mar 2008
*The Ion Channel Expert

· Sponsor Support Coordinator (Nov 2007 to Mar 2008): Preparing, sending and tracking quotations and Study Work Orders, providing sales support, drafting reports and gathering paperwork for safety testing studies, updating protocol and report templates, formatting electronic reports to follow FDA specifications

· Technical Writer (Dec 2006 to Nov 2007): Drafting reports and gathering paperwork for safety testing studies (reporting to 6-8 Study Directors), updating protocol and report templates, formatting electronic reports to follow FDA specifications, SOP Control, coordinating training sessions and creating and maintaining employee training files

· Study Support Coordinator (Apr 2005 to Nov 2006): Managing test and control article check-in and disposition while following GLP regulations, serving as the central point for database management of study scheduling, formatting electronic reports to follow FDA specifications, SOP Control, creating new study packages, setting up training sessions and creating and maintaining employee training files
· Archivist/Receptionist (Aug 2002 to Apr 2005): Archiving study files and other company records, preparing purchase orders, ordering office supplies, checking-in/tracking general chemical inventory, creating new study packages, sending correspondence, SOP Control, setting up training sessions, creating and maintaining employee training files, transferring incoming calls and opening and distributing mail/deliveries

Cleveland Cancer Institute, Middleburg Heights, OH - Jan to May 2002
· Secretarial Internship: filing, preparing patient files and paperwork, setting appointments, answering phones and other general office duties

Miscellaneous
Compliance: Good Laboratory Practices and Good Manufacturing Practices
Various courses through The Center for Professional Innovation & Education (CfPie) for Quality/Regulatory
Highly organized
Great attention to detail
Self-starter

Other
4 year Track and Field Letterman at Baldwin Wallace College (1999-2002)
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