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Use this report to...

Identify critical considerations for creating
the optimal lifecycle management plan

Providing you with:

» A review of key reasons why lifecycle

management is important now

* Analysis of key considerations Pharma
need to take care of when devising lifecycle

management strategies

» A discussion of most commonly used

lifecycle management strategies

» Case study analysis of successful and
unsuccessful lifecycle management

strategies employed by Pharma
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As competitive pressures from the entry of generics post-patent expiry and new
brands are growing, product lifecycles are evolving for the worst. Effective
lifecycle management is becoming a must for Pharma looking to maximize their
return on investment, regardless of which stage of the lifecycle a drugs is in.
However such strategies are becoming most prominent immediately before
patent expiry.

With growing cost-containment pressures and scrutiny of Pharma’s actions in reaction to patent
expiry, lifecycle management requires early consideration, thorough understanding of each
market and strategic planning involving many different functions within a company. Early
planning leaves a company with a range of strategies to choose from, however, this is rarely the
case in practice.

Key findings and highlights

+ One of the key challenges for Pharma is the loss of corporate memory regarding specific
brands as brand managers spend on average only 18 months on one product with mainly
short term goals in mind. Pharma need to take a structured approach to lifecycle
management with a regular review of their strategies in response to internal and external
events.

» Lifecycle management should not be left until only few years are left to patent expiry.
Revenues can be maximized during launch and peak phases by employing the right
approaches. If a company starts planning its lifecycle management strategy early, it has
more strategies available. However, many companies leave planning until late in the
lifecycle.

» Payers and physicians are becoming more sceptical of certain steps taken by Pharma as
they consider them to be pure lifecycle management. Follow-on products such as
reformulations and fixed dose combinations need to ensure they truly satisfy an unmet need
in order to achieve even moderate uptake.

Reasons to buy

 Identify critical considerations for creating the optimal lifecycle management plan
* Understand when the different lifecycle management strategies are most appropriate

» Gain insight into recent successful and unsuccessful lifecycle management strategies
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¢ Oxycontin legal strategy was a success
- The FDA rejected an abuse-proof tablet
formulation for Oxycontin
* Voltaren - success in uprotected markets is driving
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Early and mid-phase LCM strategies tend to
have a two-fold effect on ROI

Late-phase strategies target sales in the
mature and declining phases of a drug's

sales growth even after patent expiry lifecycle

* Strong differentiation of Aclasta from Zometa is Figure 13: Developmental, commercial and legal LCM
the basis for success of this indication expansion tactics
strategy Figure 14: Depending on the stage of the lifecycle many
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- Keppra - a case of good or bad lifecycle
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or only few LCM strategies may be available
Key questions that need to be answered at

management? each stage of the lifecycle
- Human growth hormones - a lifetime of lifecycle Figure 16: LCM strategy selection is a continuous process
management? Figure 17: A variety of functions need to be involved in the

- Osteoporosis market - a move to intermittent
dosage early in the product lifecycle
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Generic Series: Optimizing
Brand Lifecycle Management

Winning Strategies to Maximize Revenue in the
Face of Growing Generic Competition

As competitive pressure from the entry of generics post-patent expiry and new brands
mounts, product lifecycles are becoming shorter with lower peak sales. Effective lifecycle
management is becoming a must for pharma companies looking to maximize their return on
investment.

With increasing cost-containment pressures and scrutiny of the pharma industry’s response
to dealing with patent expiry, lifecycle management requires early consideration, a thorough
understanding of each market, and strategic planning involving many different functions
within a company.
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Figure 3: A range of factors are impacting drug lifecycles

Earlier entry of Faster brand erosion
generics after generics enfry

Ability and willingness
of generic companies to
challenge patents earlier

*Harsher competitive
environment among
generics players — faster

or launch at risk
*Bolar provision in
Europe allows earlier
generics entry

price erosion

«Payer focus on
containing costs by
greater use of generics

Growing competition and harder product differentiation

Lack of innovation in drug discovery has resulted in many me-too products with little
differentiation

*As soon as the patent of the first-in-class drug has expired other me-toos are also
affected by entry of generics

Source: Datamonitor DATAMONITOR

However, in some cases, product sales are still growing even as it nears patent
expiry—mainly as a result of slow product uptake after launch—and thus every day a
brand gains in terms of market protection translates directly into company’s profits,
making late-stage lifecycle management critical.

The following sections of this chapter discuss factors listed in Figure 3 in more detail
and also address other reasons why lifecycle management is so important for most
pharma and biotech companies.

Patent expiries and thinning pipelines are compounded by
tougher pricing and reimbursement conditions

In 2008 alone, $16.8 billion worth of revenues will be exposed to generic competition,
with products going off-patent between 2008 and 2012 responsible for an aggregate
of $102 billion (based on 2007 sales of the 50 top pharma companies in the US).

Optimizing brand lifecycle management DMHC2401
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Strategies implemented early or mid-lifecycle can impact sales and return on
investment (ROI) in two ways (Figure 11):

¢ they can maximize sales during the maturity phase (e.g. new indication);

¢ they can extend the maturity phase by delaying generic entry.

Figure 11: Early and mid-phase LCM strategies tend to have a two-fold

effect on ROI

Development

Launch/Growth
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Decline
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.
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Source: Datamonitor

Costs (R&D and promotional}

ROI - return on investment

ROI

Increases costs (R&D
and/or promotional)

DATAMONITOR

On the other hand, strategies employed in the later phases of the lifecycle tend to
focus on reduction of the severity of generic erosion post-patent expiry or delaying
patent expiry (Figure 12).
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Figure 16: LCM strategy selection is a continuous process

Build Identify specific
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a"a“a's :e“sessrsi ;:‘d and assess/create ‘funnel filling’
capabilities Generate full list of
Calculate ROl of . o tential
doing nothing Identify mission and potentia
establish team strategies

Implementation
and
capitalization

Review and
create action
plan
Generate action

plan based on ROI
of new strategies

Sanity checking and
‘funnel
management’
Generate list of

strategies to test and
propose methodology

Management decision
+Take into account
internal company factors

ROl-return on investment

Identify real opportunity:
*External factors
«Company’s capabilities
*Time available before patent
expiry

Source: Datamonitor DATAMONITOR

Capturing internal knowledge

Capturing internal company and brand team knowledge is critical to optimizing
product lifecycle management (LCM) but presents a challenge to most companies,
especially those without formalized LCM processes and dedicated LCM teams.

With an average time a brand manager spends working on a particular product only
18 months, it is clear why capturing their brand knowledge is difficult. In order to
overcome this difficulty, both brand teams and dedicated LCM teams need to invest
effort into recording any ongoing discussions, ideas or thoughts regarding the brand
and possible LCM strategies and thus enhance corporate memory. Brand managers’
insights into stakeholder opinions and needs, as well as the competition, are
invaluable for selection of the optimum LCM plan.

Documenting the LCM process for different brands can also aid best practice sharing
across the organization. Typically, one company is very successful in lifecycle
Optimizing brand lifecycle management DMHC2401
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Datamonitor’s 21st Century Insight portfolio provides access to detailed research
and analysis on a comprehensive range of strategic issues within the global
pharmaceutical industry, with actionable recommendations to support your
strategic decision-making.

—  Sales and Marketing
— R&D and Licensing
—  Pricing and Pharmacoeconomics

—  Business Development
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