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Dr. Bannister is a consulting chemist specializing in drug analysis. He is trained in the fundamentals of
science and passionate about their application. Steve has focused on chemical analysis throughout his
twenty-five year career in drug development and has been responsible for hundreds of analytical methods
for the identification and quantitation of drugs and other substances in samples including blood, urine,
tissue, excreta, powders, pills, lotions, potions, weeds, and seeds. He persistently challenges the
commonly held belief that expensive technology insures the validity of analytical data. In fact, applying
the challenge of the Scientific Method to every single step in an analysis — not just the instrument - is the
only way to assess and demonstrate data validity. “Theory guides, experiment decides” .M. Kolthoff,
1894-1993

Steve has more than twenty-five years of experience in the pharmaceutical industry, with broad
responsibility for drug development, always including analytical chemistry. Both as a scientist and as a
manager he has been accountable for the technical performance and regulatory compliance of drug-testing
laboratory operations. He has extensive experience reviewing the development, documentation, and
execution of methods of chemical analysis, and has audited service-providing laboratories.

Steve now has a consulting practice assisting scientists in drug development, executives in research and
development strategy, and lawyers in civil and criminal litigation. He previously worked for Big Pharma
(eg, Schering Plough), and for start-up (NaPro BioTherapeutics) and generic firms (Ilvax). He received
his BS in Pharmacy from the University of Georgia and his MS and PhD in Pharmaceutical Chemistry
from the University of Kansas. More details are available at
http://www.linkedin.com/in/stevejbannisterphd
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Experienced pharmaceutical-development scientist and leader; 26 years of experience applying the
fundamentals of physical chemistry to the development, characterization, and analysis of drug
formulations; proven ability to solve problems of solubility, stability and bioavailability; understanding of
biological phenomena in drug absorption, distribution and clearance facilitates design and interpretation
of pharmacokinetic studies and interpretation of drug-level patterns; highly analytical.

Ph.D., 1983 (M.S., 1977), Pharmaceutical Chemistry, University of Kansas. Rigorous fundamental
training emphasizing physical and analytical chemistry of drugs formulated into products and drugs
administered as therapeutic agents; dissertation research focused on analysis and pharmacokinetics of
metal coordination complexes with activity in cancer

B.S., 1975, Pharmacy, University of Georgia. Broad program covering the science and practice of
pharmacy; chose optional clinical term at the Medical College of Georgia

11/08 — Hightower Pharmaceutical Services, Tampa, Florida, Owner & Principal Consultant
Continuation of business-practice and product-development consulting practice.

e Assisting executives with planning and project valuation technical due diligence;

e Assisting scientists with experimental design, execution and interpretation; and

e Assisting attorneys as a subject-matter and testifying expert in civil and criminal litigation.

1/06 — 11/08 Xcelience, LLC, (was MDS until 05/06) Tampa, Florida, Scientific Director and Principal
Consultant
e Responsible for consulting business practice within product-development contract research
organization
o Direct service to small and virtual clients extends capabilities by assisting in product concepts,
development planning and project management
e Consulting for large clients extends capacity by providing project-specific technical support
including existing-technology review and project and document review
e Projects include: drug formulation development; analytical method design, development, and
validation; 510k diagnostic device development; CMC planning; and litigation support as a
consulting and testifying scientific expert
e Support of Xcelience Technical Operations includes new-technology scouting and evaluation,
participation in project teams and problem-solving consultation
e Business-development activities include joining territorial BD staff in meetings with potential
customers of laboratory services and development of work scopes for broad projects combining
multiple capabilities

4/04 — 1/06 MDS Pharma Services, Inc / Pharmaceutics, Tampa, Florida, Director of Analytical and
Preformulation Services
e Senior management staff member in contract service organization providing product development
services to pharmaceutical industry
e Accountable for scientific integrity, technical capability, regulatory compliance and productivity of
diversified analytical services group
e Directed team of 20 scientists including: 3 PhD; 7 MS; 12 BS; and 1 technician with 4 to 25 years of
experience in pharmaceutical analysis (mean 11 / median 9)




Responsible for all analytical services supporting formulation development, GMP manufacturing
and product stability studies, including:

Preformulation characterization of drug substances — structure elucidation, solubility, partition
coefficient, dissociation constant, polymorph screening, particle size, thermal behavior, stability
of solid and solution, hygroscopicity and bulk powder properties

Analytical method development for drug substance and drug product — assay, related substances,
degradation products, content uniformity, dissolution

Analytical methods included wet chemical, chromatographic and spectroscopic

Qualification and validation of analytical methods to rigorous scientific and compliance (FDA
and ICH) standards

Design and execution of substance and product stability studies (stressed by heat, light and
humidity) for submission to US and international regulatory authorities

Investigation of out-of-specification, out-of-trend, and unexpected results

4/03 — 7/04 Hightower Pharmaceutical Consulting, Inc, Superior, Colorado, Owner & Principal
Consultant

Design, development and validation of analyses of drugs, formulations and biological samples

New formulation development and reformulation to overcome stability problems

Elucidation of physical characteristics and control mechanisms of delivery systems

Coaching and mentoring of laboratory staff

Development and management of effective and compliant laboratories

Product and substance CMC

Technical due diligence for acquisitions and startups

9/98 — 3/03 NaPro BioTherapeutics, Inc, Boulder, Colorado Joined from lvax - NaPro’s former
development partner

9/00 — 3/03 Vice President, Drug Development and corporate executive officer

Accountable for drug R&D, process development and manufacturing technical services

Member of corporate technical due diligence team

In-house expert in the crafting and review of formulation patent defense strategies

Department accomplishments include:

Approval of paclitaxel ANDA;

Development of proprietary oral delivery systems for natural-product drugs;

Design and synthesis of small focused libraries of proprietary modified natural products with

specifically enhanced pharmacology;

Development and installation of semisynthetic paclitaxel manufacturing process meeting or

exceeding targets for cost, yield, purity, and impurity profile;

Development and installation of extraction, isolation and purification processes for natural products

from multiple biomass sources; and

Numerous analytical methods, especially chromatographic, capable of specific determination of

components in complex natural product mixtures

7/99-9/00 Senior Director, Product and Analytical Development. Formed new department combining
internal resources for the development of sterile and oral formulated products with those of central
analytical services.

9/98-7/99 Director New Product Development. Recruited from former development partner based on
leadership of corporate technical interactions




6/95 — 9/98 lvax Corporation, Miami, Florida

9/97-9/98 Director, Preformulation Development, 3/97-9/97 Associate Director, Analytical

Research and Development, 6/95-3/97 Section Head, Analytical Research and Development.

Reinforced technical performance of central R&D analytical department. Participated in the Research

& Development Committee (CSO’s executive control of drug development), and the corporate new

technology review committee, evaluating licensing opportunities and joint-venture proposals.

e Raised technical performance of Section and Department through the implementation of rational
tools and techniques in analytical method development and optimization.

e Increased the level of collaboration of Section and Department with other development and
regulatory units of Company.

e Assertively lead CMC collaboration between lvax and partners NaPro BioTherapeutics (API
supplier) and Faulding (product manufacturing).

e Increased effective utilization of department resources to complete a zero-deficiency Paxene NDA
CMC section within project plan despite significant department staff reductions.

e Team developed proprietary solutions for formulation stability problems, and deformulated and
characterized competitor products

4/94-5/95 LC Resources Inc, McMinnville, Oregon. General Manager Laboratory Services.
Responsible for P&L of laboratory consulting and services business unit. Implemented GMP/GLP
compliance programs for expansion of services beyond original method-development niche.

2/91-4/94 Sandoz Research Institute, East Hanover, New Jersey, Group Leader, Bioanalytics
Two laboratory units responsible for chromatographic methods applied to drug-safety and
pharmacokinetics studies. US and Global Drug Safety representative on US and international product-
management teams. Communicated effectively and persuasively with FDA on substantive technical
issues. Permanent member of the US Drug Safety Management Committee (VP’s senior staff), and
permanent DS liaison to Pharma Development VP’s staff. Project leader in international projects
leading to global data-manipulation and data-management tools, and to harmonized reports.

4/90-2/91 Eisons Pharmaceuticals, Rochester, NY Head, Development Analysis, Divisional R&D.
Recruited to develop US product-development analytical resources. Left in collapse triggered by UK
compliance failures.

2/87-3/90 Beecham Laboratories, Bristol, Tennessee, Manager, Analytical Chemistry.
Developed department from 7 to 22 professionals as part of expansion of US development resources.
e Analytical Services — Product and substance analytical methods and clinical supplies release;
e Bioanalysis- Methods for analysis of fluids and tissues for drugs and metabolites; and
e Pharmacokinetics - Bioavailability, bioequivalence, dose-proportionality, and drug-drug

interaction studies were designed, interpreted and reported.

Projects included Augmentin®, Paxil®, Bactroban®, and Relafen®. The department prepared portions
of PK and CMC sections of US and European investigational, new-drug, generic-drug and veterinary
product registrations. Guided integrated implementation of new analytical and data-management
technologies.




3/83-2/87 Key Pharmaceuticals, Miami, Florida, Manager, Analytical Research and Services.
Formed Key's first central analytical resource for drug-delivery product R&D. Products included
TheoDur and drug-in-adhesive NitroDur.
Analytical methods and services included: In-vitro transport experiments; Product stability assessment;
Drug release control characterization; Release of clinical-trial supplies; Determination of hazardous
waste profiles and Technical services to production.
Served as liaison between R&D and engineering during specification, design and renovation of 70,000
sq.ft. factory - on-time and within budget — into laboratories for R&D use and as facility manager after
construction.

7/82-3/83 Milton Roy Company, Manager, Product Development, Applied Science, State College PA,
Manager, Column Development, LDC, Riviera Beach FL.
Directed R&D activities leading to new products in gas and liquid chromatography.

3/79-6/81 Technicon Instruments Corporation, Tarrytown New York, Scientist, Clinical Chemistry.
Member of team assembled by Lloyd Snyder developing methods, instruments and materials for high-
throughput therapeutic drug monitoring by HPLC with automated sample pretreatment. Developed data
for FDA diagnostic submissions. Served as liaison to engineering and production. Provided technical
support to marketing including teaching, direct customer interactions, demonstrations, and
troubleshooting.

ACADEMIC APPOINTMENTS

The University of Colorado Health Sciences Center, Denver, Colorado

2003 — 2004 Advisor, Technology Transfer Office. Provides technical and industry product development
experience to multidisciplinary teams guiding commercialization of intellectual property developed by
UCHSC faculty.

2003- 2004 Collaborating Scientist, School of Medicine, Department of Clinical Pharmacology.
Supervised postdoctoral research associate in development and validation of chiral bioanalytical
methods for parent and metabolites in development of single-enantiomer new-drug analogs.

2000- Adjoint Faculty Member, School of Pharmacy, Department of Pharmaceutical Sciences. Lecturer
in special topic graduate courses and dissertation committee member.

MEMBERSHIPS

e American Chemical Society

e American Association of Pharmaceutical Scientists,

e Controlled Release Society,

e AOAC International

e American Society for Clinical Pharmacology and Therapeutics
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