GAIL E. RADCLIFFE, Ph.D.

Gail can be reached through

cdginc@clinicaldevice.com

SKILLS/ - Technical Assessment - Contract Negotiations
EXPERIENCE - Project Plan Development - International Clinical Studies
- Marketing Surveys - Strategic Planning
- Business Development - Regulatory Strategy
1997- present Radcliffe Consulting, Inc.
President

Management consulting- technical, market research, clinical & regulatory

2005-2006 Attogen, Inc.
Founder, VP Business Development
Monoclonal antibodies to protein isoforms for diagnostic and therapeutic
applications

2002-2003 Dendriport Corp.
Founder
Drug delivery of antifungal drugs for toenail fungus using dendrimers

1995-1997 CYTYC Corporation, Boxborough, Massachusetts
Scientific Projects Manager
* Supervised lab research group
* Coordinated external studies for new product development
* Internal development efforts led to patent application
* Aided in the development of protocols for NCI ALTS study

1989-1995 GENE-TRAK Systems, Framingham, Massachusetts
Manager, Clinical Affairs
* Project manager, cross sectional clinical team
Negotiated clinical trial contracts
Directed in-house studies to support PMA submission
Designed clinical studies for European registration

O

Senior Scientist, Sample Processing Group

* Developed methods for releasing nucleic acids from infectious disease
organisms

* Worked with engineering on chemical compatibility studies and
development of a sample processing instrument

Staff Scientist, Sample Processing Group
* Conducted research investigating detection of Mycobacterium
tuberculosis, Chlamydia trachomatis, Human cytomegalovirus

Staff Scientist, Virology
* Modified isotopic assay for the detection of HIV
* Developed amplified nucleic acid detection assays for HIV, HSV, HCMV
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University of Massachusetts Medical Center

Postdoctoral research/Dr. Janet Stavnezer

* Studied the structure and function of immunoglobulin germline
transcripts and their role in heavy-chain class switching

Thesis: Instability of retroviral proviruses in a quail cell line and novel
transduction of a cellular src gene.

1986 Ph.D. Molecular Biology, Brown University, Providence, RI
1980 Immunology, Washington University, St. Louis, MO
1978 B.A. Biology, College of the Holy Cross, Worcester, MA

Patent # 5,942,700: Systems and methods for collecting fluid samples
having select concentration of particles (1999)

European Patent # 99962837.3-2116: Selection of DNA targets from stool
for colon cancer detection (2001)

Patent # 6,268,136: Methods for stool sample preparation (2001)

Patent # 6,281,004 Synthetic controls for Immunohistochemistry ( 2001)

Massachusetts Biomedical Initiatives (Board of Trustees, Clerk,)
Worcester Polytechnic Institute Venture Forum Executive Board
Crescent Innovations, Inc. (Board of Directors)

Optimum Technologies, Inc. (Board of Advisors)

Regulatory Affairs Professionals Society

Northeast Regional Chapter Society of Quality Affairs
Sigma Xi Scientific Research Society

American Society of Microbiology
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