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The Goal

Selecting product candidates with the highest probability of success and applying rigorous
risk-based management in development maximises the value of biopharmaceutical

products and increases speed to the clinic and registration.

The Challenges

» Biotech companies often develop their lead assets to a stage where partnering

becomes feasible

A critical goal is to add as much value as possible during early development to maximize

the likelihood of successful deal with corporate partner and/or achieving alternative exit

opportunities for the company

The corporate partner/investor is interested to enrich their

The Biotech company will focus on speed and quality into the clinic

portfolio, but also to achieve

commercial success (requiring registration of the product in key markets)

Critical activities, milestones and decision points as well as risk management tools that

support the efficient advancement of a product towards regulatory approval and
commercialization need to be mapped out at a very early stage - often starting prior to

identification of a lead candidate
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 Defining the path towards critical milestones, timely execution and balancing risks and
resources is a key strategic focus for small to medium enterprises

Strategic roadmap integrates project specific development strategies and milestone

deliverables in overall corporate objectives and allows acceleration of high value projects

avoids backward steps and aligns with regulatory priorities

Question-based definition of stage-gate criteria optimizes efficiency of product development,

Differentiated products that satisfy the requirements of the major regulatory authorities in all
relevant regions will be more attractive. And such products will also maximise the opportunity

for gaining additional funding and provide attractive exit opportunities for SMEs

Implementing a global and value-driven perspective in early-stage development is a key driver
in positioning the product towards successful global approval and commercialization

Value-driven strategic roadmap

When to Start

» Defining a Target Product Profile for the potential drug candidate is a great starting point to
delineate an early development strategy

« Go/No-Go criteria as well as milestones and deliverables can be mapped out as part of
a stage-gate approach

The Stage-Gate Approach for Early Development

Commercial viability of
proposed target & indication?

Opportunity Analysis

Which molecular format
is optimal?

Adequate quality and
productivity achieved?

Dose- and concentration-response

Translational Strategy relationships?

All pertinent risks evaluated

IND-enabling Safety Studies in relevant models?

Positive benefit-to-risk for

First-Time-in-Human administration to humans?

Evidence of therapeutic effect
in target population?

Clinical Proof-of-Concept

Focuses on defining input data to inform decision-making at critical stages:

Prioritises resource allocation on activities most likely to add commercial value
while minimising regulatory risk

Stratifies incremental investment in an adaptable pathway for achieving the
overall objective

Defines multi-disciplinary inter-dependencies for coordinated project management
and informed decision making

Mapping the risks and value inflection points

Starting from the available data (in-house and external), a stage-gate approach can be applied
using critical input and assessment of alternative routes for product development

A clear and acceptable product profile with a roadmap to value inflection point(s) allows
proactive mitigation of challenges and gaps

Early assessment of benefit/risk can be conducted which is further developed through the
development life cycle

Consistent, clear product messages, identification of supporting data and the identification of
common (core) requirements will result in a core dossier for the EU and US

This will in turn achieve acceleration of development timelines, focussing of resources
and increasing the value of the product

Conclusion

Defining an early development strategy and implementing it into an
overall strategic roadmap is a very valuable component of overall
product development

MARKETING

The roadmap provides the scientific and commercial pull and regulatory
push to successfully navigate towards product approval

The endpoint is the maximised commercial value for a potential drug
product to a partner, licensor or acquirer. This in turn maximises the
corporate value through the achievements of value inflection milestones and
provides potential for corporate financing and exit strategies
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