GLENN  HUGHES
P.O. Box 492  ~  Wayne, Pennsylvania  19087

610-316-6705	hughesitconsulting@gmail.com

SUMMARY

Dedicated and detail-oriented Certified Business Analysis Professional (CBAP) with proven experience in deploying and supporting Electronic Content Management Systems for the Life Sciences Industry. Background includes implementing an EDMS at Teva Pharmaceuticals for submitting drug applications electronically to the FDA and a Medical Imaging Archival system for Merck Inc. Core competencies include Requirements Elicitation, Requirements Analysis, Requirements Management & Communication and Solution Evaluation. Experience delivering Process Models, Use Cases, Functional Requirements Specifications, Test Plans, Test Cases, User Guides, and SOPs for validated systems. Effective problem solving, communication and interaction skills.

PROFESSIONAL EXPERTISE

· Certifications: IIBA Certified Business Analysis Professional, ITIL Foundation (version 2)
· Document/Content Management Systems: Documentum , SharePoint, WordPress and iPACs
· Electronic Authoring Tools: Microsoft Office and PTC Arbortext Editor
· Electronic Publishing Systems: CoreDossier and Insight Publisher
· EDMS Taxonomy/Metadata standards: eCTD and eTMF
· Medical Imaging Technologies/Formats: PACS and DICOM

PROFESSIONAL  EXPERIENCE

INDEPENDENT CONSULTANT, Wayne, Pennsylvania	2007 – Present

Primary Clients/Projects:

NextDocs: 				 	        Jan 2014-Present
Senior Business Analyst focused on eliciting, analyzing, documenting, and communicating requirements in order to facilitate the implementation of NextDocs eTMF and Regulatory Solutions for major Pharmaceutical Clients:  
· Elicited requirements during onsite requirements workshops
· Developed Process Flows and SIPOC diagrams
· Documented Functional Requirements, Configuration Specifications and Test Scenarios
· Developed Training Materials

Independence Blue Cross: 			 	          June 2013-Dec 2013
Senior Business Systems Analyst focused on assessing the readiness of AmeriHealth New Jersey’s business as a whole for Health Care Reform:  
· Worked with several business units across the enterprise to identify gaps in existing processes that needed to be addressed to support new Health Care Reform products
· Captured business requirements relevant to essential health benefits for new products.
· Captured business requirements for solving challenges with generating Small Employer Health contracts which needed to be published, printed and distributed to thousands of AmeriHealth New Jersey customers

Merck & Company: 			     	          Nov 2011-May 2013
Senior Business Analyst responsible for facilitating the implementation of a GLP (Good Laboratory Practice) compliant image management and archive/retrieval solution that meets the business needs of users in the Safety Assessment imaging research groups:
· Conducted Requirements Elicitation and Communication activities
· Presented storyboards to core team and key stakeholders
· Developed Process Models, Use Cases, Test Cases and a formal Requirements Specification
· Developed and maintained the Requirements Traceability Matrix
· Facilitated acceptance testing by creating test plans and working with the users during test execution

Pfizer:	 					    Oct 2010 – Oct 2011
Business/Migration Analyst on a substantial effort that involved migrating legacy Wyeth Consumer Healthcare documents into Pfizer's Global Document Management Repository:
· Performed migration requirements elicitation with the business through a series of on-site and virtual workshops/meetings
· Provided guidance to the business with making document migration decisions
· Organized and documented migration requirements by using a set of views in MS Excel that allowed the business to understand the mapping of document types and metadata to be migrated
· Developed mapping specifications used by the technical team as a direct input for the tools used to migrate documents between Docbases

Merck & Company: 			           	     Oct 2009-Sept 2010
Business Analyst Responsible for capturing specifications for a Global Electronic Regulatory Affairs Submission Planning and Tracking system:
· Elicited requirements from subject matter experts across Worldwide Regulatory Affairs
· Analyzed, documented, and communicated requirements to translate the business vision for creating and maintaining Global submissions into functional requirements that met Merck SLC standards.  
· Developed Test Specifications for User Acceptance Testing
· Developed Test Cases for System Load Testing
· Worked with the business team on coordinating and executing informal testing
· Reviewed Test Specifications and Test Cases developed by the QC team
· Worked with Merck’s internal IT team and key stakeholders to develop business requirements for the Support Plan

ExecuPharm:				           July 2009-Sept 2009
· Developed and executed Test Cases for a web application used by a recruiting firm that specializes in the Pharmaceutical, Biotech and CRO sectors

Centocor: 	 				    Nov 2007-June 2009
· Developed business Use Cases, system Test Cases, and Test Scripts for a complex Arbortext Editor XML authoring and Documentum WebPublishing application that provided content to a medical information platform
· Documented updates to User and Functional Requirements

TEVA PHARMACEUTICALS, North Wales, Pennsylvania	2002 – 2007
Senior Business Analyst, Teva North America IT 
Served as lead application analyst implementing and maintaining a Global Electronic Document Management Information System for creating and submitting electronic Abbreviated New Drug Applications (eANDAs) to FDA:
· Evaluated different solution vendors and software products
· Reviewed system vendor design and customizations
· Performed solution scope definition and implementation approach for document management and submission publishing to comply with generic submission requirements including  21 CFR Part 11 (Electronic Records; Electronic Signatures Final Rule)
· Reduced risk of regulatory non-compliance by implementing tools to manage and control the life cycle of critical documents; tools provided ability to review, comment, edit, approve, assemble, retrieve, distribute, use and print in a secure environment complying with FDA regulations
· Managed IT communications between Regulatory Affairs project manager, IT infrastructure department, and software vendor and coordinated IT resources
· Performed Installation Qualification (IQ) and Operational Qualification (OQ) testing
· Developed technical Standard Operating Procedures, coordinated releases, implemented post go-live support processes, and provided ongoing production application support
· Implemented two Regulatory Affairs electronic publishing systems including one for producing electronic Abbreviated New Drug Applications to FDA and a second for producing Electronic Common Technical Documents (eCTDs) to FDA
· Worked on a team implementing an EDMS and Publishing solution that enabled the Regulatory Affairs department to prepare company’s first electronic submission to FDA
· Performed a multitude of system life cycle activities - including user and functional requirements gathering, hardware and software design specifications, working with vendor during system IQ, OQ test script development and execution, and PQ test coordination with the end users

FIRST CONSULTING GROUP, Wayne, Pennsylvania	1996 – 2002
Senior Technical Consultant 
· Senior Technical Consultant responsible for application development, requirements gathering, technical support, and on-site client interaction for several Life Science organizations
· Worked with FCG support manager to develop internal support organization. Designed processes for simultaneously supporting multiple custom production applications. Developed service level agreements for supporting clients

EDUCATION

WEST CHESTER UNIVERSITY, West Chester, Pennsylvania
Master of Business Administration, General Business Management, 1997

TEMPLE UNIVERSITY, Philadelphia, Pennsylvania
[bookmark: _GoBack]Bachelor of Business Administration, Computer Science, 1989

PROFESSIONAL MEMBERSHIPS

· International Institute of Business Analysis, Greater Philadelphia Chapter
· The Content Strategy Alliance

VOLUNTEER SERVICE

· Provided pro bono Business Analysis services for the Radnor Boys and Girls Crew Clubs (both are 501(c)(3) Nonprofit Corporations) to migrate their website from Adobe Contribute to WordPress.
· Contributed subject matter to the Content Strategy Alliance’s handbook of tools, templates and best practices for content strategy practitioners.
