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Introduction

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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EXECUTIVE SUMMARY

• Scope of the report

• Key findings

INTRODUCTION TO LIFECYCLE MANAGEMENT

• What is lifecycle management

• Why is lifecycle management so important now

- Patent expiries and thinning pipelines are

compounded by tougher pricing and

reimbursement conditions

- Payers are stimulating generics use to cut costs

- Faster brand erosion post generics entry

- Growing competition and harder molecule

differentiation

- Other stakeholders are increasingly important

CRITICAL CONSIDERATIONS FOR PRODUCT

LIFECYCLE MANAGEMENT

• What is the purpose?

- Be realistic about your expectations

- Counter-generic strategies are under growing

public scrutiny

• Timing of execution is critical but few companies

consider LCM early enough

- Think ahead

- Lifecycle management is a continuous process

- Capturing internal knowledge

• What is the best method?

- Formal or informal approach to lifecycle

management?

- Marketing- or development-driven LCM?

• Internal company issues impact the choice of LCM

strategy

- Portfolio-led lifecycle management

- What resources are required and what is

available?

• Understanding each market is crucial

- Strong market intelligence is important

- Focus on fulfilling the unmet need

- Make sure you have a clear message and keep

things simple

• Product characteristics determine the choice of

LCM strategy

• Local versus global LCM drive and execution

• Flexibility and creativity

• LCM tactics can act synergistically

SELECTING THE RIGHT LIFECYCLE MANAGEMENT

STRATEGY

• Commercial lifecycle management strategies

- Authorized/own generics

- Strategic pricing

- Brand loyalty programs and increasing share of

voice

- Rx-to-OTC switching

- Divestiture or market exit

- Geographical expansion

- Brand protection in non-exclusive markets

• Developmental lifecycle management strategies

- Reformulations and second generation products

- Fixed dose combinations

- New delivery devices

- Indication expansion

- Manufacturing process-based LCM

• Legal and regulatory strategies

- Patent litigation

- Regulatory exclusivity

CASE STUDIES OF RECENT LIFECYCLE

MANAGEMENT STRATEGIES USED BY BIOPHARMA

• Fosamax Plus D's success was determined by

market characteristics and timing of launch

- Fosamax Plus D's late launch proved fatal for

Merck & Co's alendronate franchise in Germany

and the UK...

- ...while early launch resulted in a more successful

brand protection in France and Italy

- US - launching too early?

- Will the second strategy to minimize losses work?

• Novartis's inability to defend its patent for

combination drug Lotrel resulted in tremendous

loss of sales after Teva's challenge

• Biaxin XL - a reformulation offering true benefits

• Ambien CR - a moderately successful

reformulation strategy

• Actiq and Fentora - a mix of strategies gives mixed

success to Cephalon

• Authorized and own generics

- Merck & Co's Zocor - authorized generic launched

during 180-days exclusivity

- Pfizer's Zoloft - own generic launched during 180-

day exclusivity

- Pfizer Zithromax - successful own generic

- Own generics in Europe
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“...Both early- and late-stage LCM strategies can reduce the impact of patent expiry,
but they cannot erase it completely and it is important to keep this in mind especially

when evaluating success levels of particular tactics...”

• Oxycontin legal strategy was a success

- The FDA rejected an abuse-proof tablet

formulation for Oxycontin

• Voltaren - success in uprotected markets is driving

sales growth even after patent expiry

• Strong differentiation of Aclasta from Zometa is

the basis for success of this indication expansion

strategy

• Not only generic defense

- Keppra - a case of good or bad lifecycle

management?

- Human growth hormones - a lifetime of lifecycle

management?

- Osteoporosis market - a move to intermittent

dosage early in the product lifecycle
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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 
 
 

Source: Datamonitor D A T A M O N I T O R

 

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). 
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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 

 

Source: Datamonitor D A T A M O N I T O R

 

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 
 

Source: Datamonitor D A T A M O N I T O R

 

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 
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“...89% of our clients use Datamonitor research
to develop competitive intelligence...”

Datamonitor: Your total information solution

Datamonitor is a premium business information company helping 5,000 of the world's leading

companies across the Automotive, Consumer Markets, Energy, Financial Services, Healthcare

and Technology sectors.

Our products and services are specifically designed to support our clients’ key business

processes – from corporate strategy to competitive intelligence. We provide an independent and

trustworthy source of data, analysis and forecasts to improve these processes and ultimately, to

help grow your business.

Corporate Strategy

and Business Planning

Product Development

and Commercialization

Targeting and 

Influencing the Market

Market and 

Competitive Intelligence

Quality

Data

Expert

Analysis

Future

Forecasts

HELPING

TO GROW

YOUR

BUSINESS

Make more effective strategic
and business decisions

Accelerate delivery 
of commercial success

Assess and influence your
commercial and market

environment

Maintain or obtain critical
competitive advantage

Nothing speaks louder than our clients
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Interested in this topic?

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

Other reports available in this series

Rx-to-OTC Strategies: Maximizing the Commercial Potential of an Rx-to-OTC Switch

Case study-based analysis of Rx-to-OTC strategies within the pharmaceutical industry,

examining the varying success of such lifecycle management strategies recently employed in

the US and EU markets, providing best practice recommendations.

Published: Jun-08                Product Code: DMHC2399

Drug Repositioning Strategies – Serendipity by Design

This report provides an overview of drug repositioning and the motivations driving it, in addition

to the methods used by the key players. Several examples of drugs which have either been or

are being repositioned are described.

Published: May-08                Product Code: DMHC2400

The Pharmaceutical Industry 2008: Current and Future Trends and Strategic Issues

Shaping Pharma

A review of the key events and trends shaping the pharmaceutical industry during 2007, with

analysis of the future impact on the global pharmaceutical market in 2008 and beyond.

Published: Mar-08                Product Code: DMHC2375
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