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PHARMACEUTICAL EXPERIENCE:

Centocor R&D, Inc. (J&J)

Clinical Pharmacology & Experimental Medicine
Radnor, Pa 19087

Director of Compliance (2004-2007)

. Managed the GLP Compliance and planning functions to support the Pharmacokineticists and Bioanalysts
who perform Pharmacokinetic, Immune response, Biomarker and Cell-based laboratory analyses for
both non-clinical and clinical studies.

. Focused particularly on the acceptable validation of ligand binding assays (e.g., ELISA, Bioveris, MSD,
Flow, cell-based assays).

. Led Departmental teams that focused on assay development and validation, SOP development, resource
planning, process improvement, Watson LIMS implementation, e-Archiving and GLP and Part 11
compliance issues.

. Participated on cross-department and cross-company teams as appropriate to address and improve
compliance processes.

Currently co-chair and member of steering committee for the AAPS Incurred Sample Re-analysis Meeting to be
held in Crystal City, Va, February 2008.

Currently co-editing and contributor to Wiley Publication: Validation of Cell-Based Assays in a GLP Setting, A
Practical Guide

J&J Pharm R&D
Raritan, NJ 08869
Associate Director (2001-2004)
Research Manager (1999-2001)

. Managed a staff of four research scientists, including training, development and performance reviews.
Supported clinical and preclinical bioanalysis full development programs (e.g., EPO, PDGF, Atosiban,
Azaline B and TPO mimetic [large molecules] in-house and a COX-2 inhibitor [small molecule] at a CRO
in support of pharmacokinetics).

Assigned and tracked multi-million dollar contracts to support bioanalysis for Immunoassays and LCMS.

Active member of global clinical project teams for drug development projects.

Supported Phase 1V pharmacovigilance for immunogenicity issues in US and Europe

Validated new assays for EPO and EPO antibodies for monkey, human and rat matrices (reduced

volume) and for PDGF, platelet factor 4 and PDGF antibodies.

Developed and validated a bioassay to determine neutralization of EPO activity by antibodies.

. Contributed to IND, NDA, and BLA submissions.

. Participate as active member of AAPS (Biotechnology section): Executive Committee member of AAPS
Focus Group responsible for developing guidelines for validation of immunoassays to support preclinical
pharmacokinetic studies and neutralization assays; planning committees for 2000 Crystal City Meeting
on Validation and for the Bioanalytical Meetings at the Land of Lakes Conference.

Group Leader (1994-1999

. Managed a staff of three to five research scientists, including training and performance reviews.

. Conducted the analysis of clinical and preclinical EPO, PDGF, Azaline B, and Atosiban (proteins and
peptides) samples.

. Interacted with colleagues across all divisions of Drug Discovery and Development.

. Interacted with CROs to establish new technologies for bioanalysis.

. Developed a program to expedite early Drug Metabolism with sample analysis to establish proof of
concept at CRO.

. Responsible for contracting bioanalysis for drug development.

. Prepared bioanalytical sections of NDA submissions

STERLING WINTHROP
Collegeville, PA 19426
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Principal Research Investigator (1993-1994)

. Managed a staff of three research scientists, including training and performance review.
. Interacted with colleagues in Immunopharmacology, Neurobiology, Cardiovascular Biology,
Inflammation and Molecular Biology to establish new approaches for drug discovery and development.

Selected Accomplishments:

. Identified a polyclonal antibody, which selectively recognizes precursor IL1 B and designed an ELISA to
support discovery-screening efforts, which reduced assay time from three days to five hours.

. Developed and characterized four monoclonal antibodies to the breast carcinoma antigen, CerbB-2,
which partially agonize the receptor.

. Prepared panels of antibodies based on peptide sequences. The antibodies recognize, blot, and/or
immunoprecipitate the native proteins.

Senior Research Investigator (1987-1993)

. Built the antibody/assay resource function within Eastman Pharmaceuticals (Sterling).
. Developed research collaborations with senior investigators in Drug Discovery.

Selected Accomplishments:

. Led independent research project to identify and compare best commercially available adjuvants for
antibody production.

. Investigated optimal condition to switch IgMs to 1gGs.
. Identified efficient isolation procedures for murine IgM.
. Implemented APRT-fusion system for hybridoma production.

PRIOR EXPERIENCE:

E. 1. DUPONT deNEMOURS & CO. (1981-1987)
Glenolden, PA

Selected Accomplishments:

Produced polyclonal antibodies to chlorsulfuron and established an ELISA quantitate residual herbicide in soil.
Produced polyclonal antibodies to human IL1B prior to it being purified to homogeneity and developed an efficient
Western Blot protocol and transferred technique to several labs.

UNIVERSITY OF PENNSYLVANIA
Department of Hematology/Oncology (1977-1981)
Department of Physiology (1976-1977)

TIERARZTLICHEN HOCHSCHULE (1975-1976)
Hannover, Germany

UNIVERSTIY OF PENNSYLVANIA (1970-1975)
School of Veterinarian Medicine

EDUCATION: West Chester State University
West Chester, Pa
M.A. Biology (1974)

Gwynedd Mercy College
North Wales, Pa
B.A. Biology (1970)

PROFESSIONAL ORGANIZATIONS:
American Association of Pharmaceutical Scientists
Drug Information Agency

PATENT
6,818,613 Aqueous Sustained-release formulations of proteins 2004-11-16
7,282,480 Aqueous Sustained-release formulations of proteins 2007-10-16
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