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Eleven years managing and mentoring teams of Ph.Ds. and associates to deliver translational science. Industrial leadership at MedImmune (AstraZeneca) of matrixed oncology translational science development teams for large molecule immunomodulators and antibody-drug conjugates. Biomarker strategy and clinical implementation demonstrating proof of mechanism, proof of concept and enabling personalized medicine. Academic laboratory leadership developing novel assays and publishing translational cancer research in collaboration with clinicians and patients at the University of Kentucky Markey Cancer Center.
Key Accomplishments:
· Delivered the Pipeline:  Transitioned seven candidate drugs from research into development with supporting translational strategy:  three immunomodulators, two antibody drug conjugates, two classical signaling molecules.

· Added Value:  Led Translational Science team and filed IND for -HER3 monoclonal antibody program, subsequently out-licensed to Kolltan Pharmaceuticals as KTN3379.

· Business Development:  Provided Translational Medicine due diligence assessment for successful acquisition of Spirogen – $200M in upfront payments.

· Translational Research and Publishing:  Directed, mentored and graduated Ph.D. students with multiple first-author translational papers focused on genomic instability in adult and pediatric cancer patients:  lung, colorectal and leukemia.

Key Strengths:

· Translational Medicine:  Harmonization of pre-clinical research with early-phase clinical studies to achieve rapid proof-of-concept including strategy and development of biomarker-based patient selection.  Selecting the right indication and the right patient sub-population for the right targeted therapeutic with companion diagnostics where appropriate.
· Applied Personalized Medicine:  Prognostic/predictive/response oncology biomarker analysis.  Expertise in molecular pathology, signaling pathway interpretation, targeted therapeutics and combination therapies.
· Oncology Clinical Knowledgebase:  Proof of concept clinical trial design, options for achieving accelerated drug registration, radiology, pathology, surgical options, radiation medicine, medical oncology.
Professional Experience:

Senior Scientist:  MedImmune, Gaithersburg MD (2011 – present)
Translational Medicine – Oncology

· Translational Science team leader for oncology immunotherapy programs:  OX40 agonist and additional undisclosed targets.  Matrixed team members representing translational medicine, research, toxicology, pathology, pharmacokinetics, pharmacogenomics, bioanalytical sciences, project management.
· Translational Medicine representative for Tremelimumab (CTLA4 immunomodulator – Phase 2b) and multiple antibody/drug conjugate programs.  Ensure projects have suitable safety, PK/PD and efficacy data to maximize the likelihood of clinical success.  Establish translational strategy with suitable biomarkers for patient enrichment/stratification including companion diagnostic, clinical proof of mechanism and rapid registration options supporting IND filing and early phase clinical campaign.
· Enable and direct portfolio-level studies that impact multiple projects within oncology and across therapeutic areas.  Core member of tumor targeted therapeutics strategic group, antibody/drug conjugate toxicology-pathology working group.

· Align preclinical research, clinical development and bioanalytical sciences to convey derisked product development strategy to the highest level of MedImmune governance:  candidate drug approval, IND filing, clinical campaign investment decisions.
Biomarker Analyst:  N-of-One Therapeutics, Inc., Boston MA (2010 – 2011)

· Develop personalized health care (PHC) strategies for cancer patients through utilization of molecular biomarker testing and interpretation.
· Consult directly with clinical and translational experts to guide biomarker-based selection of clinical trials for personalized healthcare (PHC).
Assistant Professor:  University of Kentucky, Markey Cancer Center, Lexington KY (2003 – 2011)

Department of Microbiology, Immunology and Molecular Genetics; Graduate Center for Toxicology

· Set scientific direction, staffing and budgeting for a translational cancer cell biology laboratory involving multidisciplinary collaborative teams of clinicians and basic science researchers.

· Establish and maintain IRB and HIPAA documentation and regulatory compliance for studies of 200+ fully identified human subjects.  Author study protocols and informed consent forms.  Meet with and consent patients and families to translational studies.

· Senior author of six papers in peer-reviewed journals and two book chapters, with additional collaboratively authored papers.
Education and Training:

Senior Post-doctoral studies, Memorial Sloan-Kettering Cancer Center, NY (1997 – 2003)
Post-doctoral studies, Duke University, NC (1995 – 1997)

Ph.D., Molecular Genetics, University of North Carolina at Chapel Hill, NC (1990 – 1995)

B.Sc., (honors), Molecular and Cellular Biology, University of Toronto, Canada (1986 – 1990)

Technical Expertise:

· Expert knowledge of flow cytometry (FACS):  solid tumors, normal tissues, blood and cultured cells.

Professional Service:

Editorial Boards:

· BioMed Central (BMC) Molecular Biology.  (Associate Editor)

· American Journal of Translational Science.  (Associate Editor)

Advisory Boards:

· HUGO Gene Nomenclature Committee – specialist advisor
Journal Reviewer:
· Journal of Biological Chemistry, Human Molecular Genetics, Genome Research, Nucleic Acids Research, Molecular Carcinogenesis, Journal of Cell Science, Frontiers in Bioscience, etc.
Recent Invited Platform Presentations:

· T cell Function and Modulation Meeting (Maui - 2013).
· Biorepositories and Biospecimen Research Branch Science Day "Pre-analytical variables and biomarkers in cancer" (NIH - 2013)

Academic Mentoring & Teaching
· Ph.D. primary advisor for two graduate students.  Doctoral degrees awarded 2010, 2011.
· Doctoral dissertation committee member for six graduate students.

· Six year course director and instructor for graduate level “Illustrated Topics in Advanced Molecular Genetics” class.
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