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“The books by Bert
Spilker are the 
standard references
of the pharmaceuti-
cal industry.”

— Tachi Yamada, M.D.
Chairman, Research & Development
GlaxoSmithKline
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Bethesda, Maryland 20814-1145

USA

301.718.5150 Tel

301.657.1403 Fax

BSpilker@comcast.net
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D R U G  M A N A G E M E N T -
B U S I N E S S  E X P E R I E N C E
❖ Burroughs Wellcome
❖ Orphan Medical (Co-Founder and President)
❖ Board of Directors (6 companies)
❖ Advisory Boards (7 companies)

D R U G  D I S C O V E R Y  R E S E A R C H
❖ Pfizer
❖ Philips-Duphar
❖ Sterling Winthrop

T R A D E  A S S O C I AT I O N
❖ PhRMA—Senior Vice President

R E G U L AT O R Y  A F F A I R S
❖ International Conference on Harmonization (ICH) —

Steering Committee & Co-Chair, Global
Cooperation Group

❖ Broad Experience with Many Regulatory Agencies

A U T H O R S H I P
❖ 15 Reference textbooks, including 

“Guide to Clinical Trials”
❖ 140+ Articles; 14 Book chapters

T E A C H I N G  
❖ Over 40 one- to three-day courses in 

11 countries

A C A D E M I C  A P P O I N T M E N T S
❖ Clinical or Adjunct Professor:

University of North Carolina
Duke University
University of Minnesota

C L I N I C A L  P R A C T I C E  
❖ Internal Medicine
❖ Cardiology Clinic

Experience

(Curriculum Vitae available at www.bertspilker.com)
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Bert Spilker & Associates
offers services with experts
from a worldwide network
of associates and 
independent consultants.

Providing Expert
Guidance to:
❖ Pharmaceutical Companies
❖ Biotechnology Companies
❖ Contract Research Groups
❖ Trade Associations
❖ Consulting Organizations
❖ Regulatory Firms
❖ Investment Banks & Firms
❖ Think Tanks
❖ Law Firms

R E G U L AT O R Y  &  
P O L I T I C A L  A F F A I R S
❖ Advise companies on clinical or 

regulatory strategies

❖ Evaluate regulatory submissions

❖ Guide foreign companies entering 

the US market

❖ Advise companies on political affairs 

and health policies

DRUG DEVELOPMENT/CLINICAL
T R I A L S / L I C E N S I N G
❖ Strategize on drug development approaches 

to achieve early approval

❖ Create or evaluate strategies for optimizing 

clinical protocol contents and design

❖ Prepare or evaluate reports or other materials

❖ Conduct licensing due diligence

S C I E N T I F I C  M A N A G E M E N T
F O R  E A R LY  S TA G E
C O R P O R AT I O N S
❖ Counsel on scientific management issues

❖ Assess organizational structure and strategies

❖ Review business plans

❖ Conduct legislative analyses

“A Virtual R
Consulting
Company”

B E R T  S P I L K E R  &
A S S O C I AT E S ,  L L C Services

Bert Spilker, PhD, MD

KEY

“HELPING YOU
EXPEDITE DRUG
DEVELOPMENT”

TRAINING IN CLINICAL,
REGULATORY AND PROJECT
MANAGEMENT
❖ Conduct in-house courses

❖ Mentor senior R&D staff

P R A C T I C A L  S E R V I C E S
❖ Facilitate, moderate or attend meetings 

at your organization

❖ Attend external meetings on your behalf

❖ Speak on behalf of your organization

❖ Write or edit white papers

L E G A L  S U P P O RT  S E R V I C E S
❖ Develop strategies and analyze medical 

documents

❖ Serve as an expert witness
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