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Overview

The process of drug development is becoming more and more complex. At the same time, it is becoming more and more
expensive. Only 11% of drugs will make it through the drug development and registration processes to commercialization.
Those involved with the process of developing new therapeutics (drugs, devices, combination products and diagnostics) must
understand the process and be able to navigate it with great skill because failure is incredibly expensive. Those working in
drug development must “get it right first time”. Drug development skills are difficult to acquire.

The program will allow simulations of the drug development process so that hands-on experience can be gained. A mixture
of large pharma, small pharma and expert panel members will ensure panel discussions are relevant, responsive and
applicable to everyday situations that participants face. This program will consider the process from drug discovery
(designation of a lead) to registration. The major aspects of development will be considered in a unique, systematic and
coordinated way.

Who should attend?
« CEOs, CFOs, COOs of biotech companies
« Executives involved with the drug development process
+ Small and virtual company executives
« Large pharma professionals involved with drug development
« Regulatory affairs professionals, clinical research professionals, senior research scientists, toxicologists
« Clinical investigators who would like to gain an understanding of drug development, or improve their
understanding of the drug development process
« Senior scientists wishing to transition into drug development

Why should my company be represented at the Drug Development Boot Camp?
+ Do you have knowledge gaps in the drug development area?
0 What you don’t know is costing you
« Do you want to understand what you would need to do to get a drug registered or partnered?

What can | expect from this event?

« You will learn about drug development in a hands-on manner

« You will learn how to move hypothetical drugs through the process of drug development in a step-wise manner

« You will hear from large pharma and successful small and mid-size companies about the lessons that they have
learned in developing their drugs

« Many opportunities for networking and working through challenges with your peers will be given over the two days

« Lively panel discussions with industry experts will enable you to ask questions about drug development challenges
that you or your company are facing

What benefit can | expect from participating in this event?
« You will leave with knowledge and experience that you can apply to your company’s drug development challenges.
+ From interacting with large pharma experts, you will gain invaluable insights into what you need to do to make your
program attractive to them for exit purposes



Outline Agenda

candidate will be explored.

The inter-relationship of CMC to safety and
e cacy will be explored in detail.

The Target Product Pro le and
Development of the Regulatory
Strategy

The critical importance of the Target
Product Pro le and the process for
de ning it will be presented. The
interfaces of marketing, clinical and
reimbursement will be explored.

The importance of developing a global
regulatory strategy will be considered. A
method for developing the global
regulatory strategy will be presented.

The Clinical Phase

The four phases of clinical development, the
goals of each, and the potential issues to be
managed will be identi ed and explored.

Preclinical Development

Di erent methods for demonstrating
proof of concept during the preclinical
phase will be presented and considered.
Scale up of the data obtained to
preclinical toxicology studies will be
considered.

Clinical Development and the
inter-relationship with toxicological
evaluation up to registration

The interface of GLP toxicology studies,
CMC and clinical will be considered in
detail.

Moving into the Registration Phase
Participants will gain an understanding of
how to move a compound from drug
discovery towards the goal of registration in
the major countries as well as
internationally. Electronic submissions and
how to manage the process will be
presented.

Day 1 Day 2 Special Features
Drug Discovery to Product Candidate Chemistry Manufacturing and Controls This two day intensive Boot Camp will
The criteria for selecting the lead | (CMC) be interspersed with workshops,

breakout sessions, case study analyses
and puzzles. The hands-on approach
will enable those with experience in
drug development to gain an
understanding of areas that they are as
yet unfamiliar with. Those new to drug
development will leave with an
understanding of how to e ectively
move a compound through the drug
development process.

Reception and Networking

Panel Q&A and Discussion

Experts will take questions from the
participants. These questions may be
questions arising from the course or
questions  from their own drug
development situations.

Certi cates of attendance  for
continuing education purposes will be
presented to all who complete the
complete two day intensive course.

































