Anita G. Chan, PMP, SCPM


Professional Profile:

· Over 20 years experience in the life science industry 

· Strong project management skills with 14 years direct experience in the discipline

· Certified in Project Management and Clinical Trials Design & Management

· Experience in managing all phases of a Drug Development program (Pre-Clinical, Clinical [Phase I, II and III], and Post-NDA)

· Experience managing Medical Device and Diagnostic projects to market clearance and/or approval

· Experience managing Information Technology projects in both validated and non-validated environments.

· Knowledgeable in Good Laboratory Practices (GLP), Good Clinical Practices (GCP), and Good Manufacturing Practices (GMP)

· Experience in the areas of Oxygen Therapeutics, Immunology, Respiratory Disorders, Cardiovascular Imaging, Oncology, Hormone-related Disorders, Pharmacogenetics, Genomics, Histocompatibility and Immunogenetics

· Excellent planning and facilitation skills; well organized, detail-oriented, and able to generate results to achieve organizational objectives within time, quality, and budgetary expectations

· Dedicated team player; ability to communicate effectively with all organizational levels and functions as well as external contractors and partners

Experience:

Chan Consulting Services, LLC – San Diego, California  (10/06 – Present)


Chan Consulting Services – San Diego, California  (07/05 – 10/06)

Founder and Principal 

Provide a wide range of project management services including:
· Management of tasks to completion in preparation of FDA and State Audits
· Development of project plan and coordination and management of cross functional efforts for new diagnostics and pharmaceutical projects
· Development and management of a project plan from feasibility phase to 510K clearance for a medical device

· Development and management of Design Transfer Plan for an FDA approved medical device
· Management of various Information Technology projects including the relocation of validated systems (hardware and data), and system implementation and upgrades.
· Coordination and support of efforts on several Clinical Trial Study Teams and Clinical Programs
· Development and/or management of CMC project plans for various activities including Technology Transfer, Supply Chain Management, Facility and Equipment Validation and CMC activities for cross functional plans

· Development of Budget Management Tools and Templates 

· Development of Tools to Track and Manage Corporate Plans and Milestones

· Provide training and mentoring in Drug Development and Pharmaceutical Project Management

Alliance Pharmaceutical Corp. – San Diego, California  (08/00 – 07/05)

Director, Project Management (01/05 to 07/05) – Corporate

Responsible for overall direction and management of Company’s lead product; Joint Development Committee member with a development partner and participant in all aspects of the formation of strategic alliances

Associate Director, Project Management (07/04 to 12/04) – Corporate

Additional responsibilities included oversight of all Information Technology functions, management and/or performance of direct line activities in the Quality Assurance area, and management of submissions and correspondence to Regulatory Agencies (both US and EU) 

Alliance Pharmaceutical Corp. – San Diego, California  (08/00 – 07/05)  CONTINUED

Manager, Project Planning (11/02 to 06/04) – Corporate

Additional responsibilities included participation in corporate financing and partnership diligence activities, management of patent annuities, management of contracts, agreements, and litigation activities, drafting of business plan and various technical and corporate documents for new program, interaction with academic investigators, vendors, consultants, contractors, etc. and management of space allocation and planning
Manager, Project Planning (02/02 to 10/02) – Project Management

Responsible for all project management activities, created and streamlined systems (time recording, quarterly project status, etc) for all projects, reconciled project budgets, and participated in monthly sales and operations meetings for an approved product

Project Planning Manager (08/00 to 02/02) – Project Management/Market Planning

Provided project management and planning support across all functional areas for several programs (Discovery Phase to Post NDA Submission); Coordinated information flow, both internally and externally, with corporate partners, consultants and collaborators; Identified and prioritized critical tasks, tracked progress toward goals, prepared project budgets, formalized project goals, and facilitated strategic meetings

Ligand Pharmaceuticals – La Jolla, California  (08/98 – 07/00)





Research Planning Analyst – Research Planning & Administration Department

Provided support for Drug Discovery Research Teams in terms of management of project personnel and activities, coordination and documentation of strategic meetings, maintenance of several internal databases and preparation of various tracking tools, timelines, reports and graphics for executive management review

Axys Pharmaceuticals (Formerly Sequana Therapeutics) – La Jolla, California  (09/96 – 08/98)

Scientist II (09/97 to 08/98) – Pharmacogenetics/Diagnostics Department


Laboratory Manager (09/97 to 08/98) – Pharmacogenetics GLP Laboratory

Managed and supervised laboratory production staff, coordinated the transfer of projects between research/development teams and production staff, project management and database management;

GLP responsibilities included functioning as a contact person between Axys and clinical sample collection sites and management of a GLP laboratory which included the generation and implementation of GLP procedures, supervision of GLP staff members, generation of patient reports and validation of assays

Assay Development Scientist I (09/96 to 09/97) – Pharmacogenetics/Diagnostics Department

Developed high-throughput genetic assays and performed data management, sample management, and production activities;

Employed various laboratory techniques including DNA extraction, DNA quantitation, Taqman assay design, sequencing primer design, automated DNA sequencing, RFLPs and OLAs;

Knowledgeable in the use of robotics and specialized software packages such as ISQL, 4th Dimension (4D database), Oligo 5.0, and ABI Sequencing Software

Vista Community Clinic – Vista, California (05/96 – 08/96)



Student Summer Intern – Assisted in the Clinic’s re-engineering efforts

Activities included direct observation of clinic activities, collection and analysis of data, implementation of new procedures, and post-implementation monitoring of clinic areas including Nurse’s Clinic, Women’s Center and Clinic Providers 

Immunogenetics and Transplantation Laboratory, UCSD Medical Center – San Diego, California (08/92 – 04/96)


Hospital Laboratory Technician – Molecular Diagnostics

Developed and validated molecular-based clinical procedures and set-up and maintained a molecular clinical laboratory;


Employed various molecular biology techniques including DNA cycle sequencing, polymerase chain reaction (PCR), southern blotting, DNA fingerprinting using short tandem repeats (STR) and DNA isolation from sources including blood, bone marrow, fresh and frozen tissue and paraffin blocks;

Knowledgeable in the handling of radioisotopes and potentially infectious human specimens
Medical Biology Institute – La Jolla, California  (07/91 – 07/92)
Research Technician – Molecular Biology Laboratory

Performed plasmid preparation, DNA cloning, DNA isolation, DNA sequencing, mutagenesis, polymerase chain reaction (PCR), tissue culture, gel electrophoresis, and preparation/sterilization of solutions, media and buffers

Education:

Master of Public Health (MPH) – San Diego State University, San Diego, California (1997)



Emphasis in Health Service Administration

Thesis Research:  “The Clinical Effectiveness and Cost Benefit of Respiratory Syncytial Virus Immunoglobulin (RSVIG):  A Study of the 1996-1997 RSV Season through Children’s Hospital, San Diego”


Member of the Honor Society of Phi Kappa Phi

Bachelor of Science (BS) – University of California, San Diego, La Jolla, California (1992)


Major:  Biochemistry and Cellular Biology         

Minors:  Economics and Political Science

Specialized Training & Certifications:

· Project Management Professional [PMP] – Project Management Institute (2005)

· Stanford Certified Project Manager [SCPM] – Stanford University, Stanford Center for Professional Development (2003)

· Clinical Trials Design & Management Professional Certificate – University of California, San Diego, Extended Studies and Public Programs (2002)
· Certified Laboratory Specialist in Molecular Biology [CLSp(MB)] – National Certification Agency for Medical Laboratory Personnel, Inc (1997)

· Certified Histocompatibility Technologist [CHT] – American Board of Histocompatibility and Immunogenetics (1995)

Professional Organizations:

Leadership Roles:

Project Management Institute, Pharmaceutical Southern California, Local Interest Group, Volunteer (7/06 to 02/09)

Project Management Institute, Pharmaceutical Specific Group, Vice Chair –Newsletter and Board Member  (Term: 01/03 to 12/04) 

Project Management Institute, Pharmaceutical Specific Group, Appointed Officer  (01/05 to 02/09)

Memberships:

Project Management Institute (12/01 to Present) 

Project Management Institute, Pharmaceutical Specific Group (12/01 to Present)

Project Management Institute, San Diego Chapter (12/01 to Present)

