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The road ahead
« A story spanning five years

— the entire audited-pharmaceutical world

— Six core methodologies

— primary research and multiple secondary sources
« five informant super-sets with multiple sub-sets

— ground-breaking fusion-data modelling

BUT

* Not simply a story of a long-term, big-
ticket engagement

— also an example of how consultants and researchers might
strive to maximise data, its value AND their client relationships

— and of how clients might consider maximising the value of
supplier relationships



Client background

Top-20 pharmaceutical and biotechnology company
Research—based

— robust pipeline with rich research stream
— and strong acquisition approach

Global

— but with considerable US focus

Human, animal and consumer health
Present in all major therapy classes

Acquired rights to a novel product - aspiration to
similar revenues



Target Market

Global

High-volume-low-value
— but highly specialised manufacturing, marketing and distribution
— significant investment requirement with considerable risk

Highly saturated

— and already contended by client with an undifferentiated product

Market emerging from a period of stagnation in terms of
Innovation

|dentified as potential growth opportunity by multiple
players

Challenges
— select, develop and market a viable innovation
— stimulate and expand total market by generating new patient segments
— target specific segments and command premium price

Imperative to be first to market



Therapeutic concept

Licensed-in product

Novel administration
—simpler and less invasive
—alftractive to patients

Production benefits facilitating rapid
response to market demand

Few perceived clinical risks



Client challenges

High cost of development and marketing
—funding of significant licencing-in costs
—creation of new patient segments

Achievement of critical mass In
manufacturing volume

Relatively limited experience in ex-US
markets

Satisfy (high) senior management
expectations



Our challenge - the road trodden

e navigating business intelligence through 5 years

of development until launch
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Situation analysis - reimbursement

 Up-to-date information gathered and analysed on key issues across 19

markets:

e.g. CANADA: Reimbursement and funding issues

Health
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Competitor analysis (1)

e Continuous programme with quarterly Cl update

Cl objectives

edevelopment history, current status,
rate of progress through, development
stages, likelihood of maintaining
commercialisation and launch
schedule

ecvaluation of current clinical trial
programme, patient entry criteria,
centres involved in trials, outcomes,
iInvestigators involved, factors which
might give insight into positioning
strategy

ecvaluation of competitor’s product
commercialisation history, handling of
regulatory, average time elapsed
between submissions and approvals.

likely positioning strategy for
competitor offering

Primary research in CI
Depth interviews with:

(a) opinion leaders involved in
competitor-product trials

(b) regulatory/policy makers
product’s characteristics
clinical performance and progress
marketing strategy
positioning
outcomes




Competitor analysis (2)

e Continuous programme with quarterly Cl update

Secondary research in Cli

eclinical publications, analyst reports,
information from conferences and
symposia, published clinical trial data,
company reports.

eIMS company profiles (review
company’s structure, direction, corporate
strategy, product portfolio, product
pipeline, R&D, financial status and
marketing strengths)

e|MS promotional spend audits
eIMS’ IDRAC regulatory affairs database

Cl SWOT analysis

Competitor vs. New Concept using
matched CI criteria
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Why the task expanded

Discontinuous marketing team

Hence stable business intelligence team indispensable

— Incoming client marketeers inexperienced and with over-
ambitious expectationss

— Euphoria tempered by real-world data from assignment
— Ongoing need for fresh evidence and validation

— Scope and objectives subject to continuous modification
» Reprioritisation of activities
» Addition of new data requirements
 [teration of ‘completed’ tasks
— Forecasts
— Landscape
— Competitor intelligence
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Consequences

Need to consolidate disparate pieces into a usable
tool

Reduce learning curve for incoming Clients
Create accessible business intelligence repository

Establish business tools for product life-cycle
— Maximise data

— Minimise complication

“This tool has reduced my workload by one-third.”
Incoming Product Manager

12



Forecast - stretching data points

Commentary from
Robert Gandolfinl

Engagement Manager
Forecasting
IMS Health
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DCM founded on research & CI

Commentary from

Linda Hilson

Consulting Principal

Vaccination Therapy Area
Specialist

IMS Health
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The Modelling Process (1)

 The product choice process

— Who influences or makes the choice of product to use?
— Which are the target population groups?

— What product attributes are assessed in the product choice decision?

e Spectrum (2 levels)

* Onset of effect (2 levels)

* Class (3 levels - physicians only)
* Dosage & interval (3 levels)

* Mode of administration (2 levels)

* Side effects & adverse reactions (2 levels)

 Course (3 levels)

» Cost of vaccine (4 levels)
 Reimbursement (3 levels)

— How are these attributes and their levels evaluated?

— Definition of existing, new and potential competitor products
in terms of the attribute selected
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Markets

Reimbursement

First level

Second level

Third level

Free to recommended
population groups: No

No reimbursement -

Can ad a reimbursement for other | full cost paid by all N/A
groups
Free to recommended
population groups: 0 )
France 30% co-payment for 3|(|) % co-paymentby | \ . cimbursement
non-recommended 2
groups
Free to recommended
population groups; full .
Ger man y Free to all cost paid by all other FLL et el loy ll
groups
|ta|y Free to
recommended 40% co-pavment b
.(FOI‘ e population groups; all pay Y| Full cost paid by all
identification of | 40% co-payment by
surrogate) all other groups
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The Modelling Process (2)

« Marketing factors

— Time frame over which prediction is required

—What are the likely take-up profiles for this type of
product

— Launch date for the new product and potential
competitor products
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The Modelling Process (3)

Population

— Estimates of the population for the country in total and for sub-
groups over the prediction time frame

— Estimates of the likely incidence of the condition for which the
product is designed for each sub-group

— Events which may influence the potential market for the product

Revenue estimation

— What is the level of distribution costs?
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Functional prerequisites of the modelling

. Extended lifetime tool

« Variable modelling features
— new product attributes
— competitor attributes
— number of competitors
— launch dates for each new market entrant (including NO launch)
— take up profile for new products
— stakeholder weight
* Price elasticities

* Product share by country and segment
« THREE measures of market share - $ value, units sold, patients treated

« Historical and future trends/events
e Unlimited what-if scenarios
— Varying any or all of the variables for except for exisitng products, probability,
timing and impact of future events, launch dates, approval in different population
groups etc

A single GLOBAL model 10



Nearing the end of the road

the Global model
9 markets (plus 3 using surrogates)
12 studies (at least, covering 16 countries)

the SINGLE world view
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Validation

e Peer review
—method
—data
—results

e A clean bill of health!
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Impact

 Tangible evidence revised management
expectations

o Strategy entirely reworked across
Corporation
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The Product Manager’s view

| joined the product marketing team at a late stage in the product’s

development:
- after the pricing study had been completed and the forecasting model developed

— My primary responsibilities at that time were to:
* Become familiar with this market
» Understand and establish the framework that would maximise the product’s potential
» Initiate the preparation of the marketing teams in each country for the product launch
* Manage the relationship with our marketing partner and licensor
* Meet senior management requests for forecasts and information on multiple scenarios

— Once familiar with the forecasting model, the ability to model different scenarios and meet
management requests for information considerably facilitated my workload

| regarded the model as a very useful tool

— Able to model 12 markets individually and roll these into a global forecast
* agood number of lesser markets was not modelled individually
» while each was less important individually, in aggregate, they made a significant contribution to global revenue
and production volume planning
— The model was also flexible enough so that at a later stage, working with Robert, we were
able to incorporate a separate worksheet in the Global Model that included the product’s
potential in each of these additional markets (as provided by the country managers)
» All countries were divided by geography so that any changes to the models for the region, would impact on the
figures for all the countries in the region

This feature made a pretty useful tool even more so. Indeed it did cut my workload by
as much as 40% at times!
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Lessons & conclusions

Maximising data is greatly amplified by the
long haul

Need for stable project teams throughout
Assumptions must always be challenged

Stretch people, resources and methods
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