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ABSTRACT

The expiration of pharmaceutical patents poses a substantial challenge to innovator companies, often
resulting in sharp revenue declines due to competition from low-cost generics. This dissertation
investigates lifecycle management (LCM) strategies used by pharmaceutical companies to sustain
brand performance after the loss of exclusivity (LOE). The study aims to identify and evaluate
strategic interventions such as line extensions, price restructuring, rebranding, omnichannel

campaigns, and the introduction of branded generics.

A mixed-method research design was employed, comprising quantitative data from sales trends and
survey responses (via structured questionnaire) and qualitative insights gathered from interviews with
pharmaceutical marketing professionals. Key objectives include examining the relationship between
specific LCM strategies and post-LOE market retention, identifying determinants of sustained brand

equity, and proposing a framework for strategic decision-making.

The findings indicate that early planning (>1-2 years pre-LOE), brand differentiation, strategic
pricing, and digital marketing significantly correlate with market share retention. Moreover,
companies that engaged in physician engagement, patient support programs, and authorized generic

launches demonstrated greater resilience in competitive markets.

This research contributes actionable recommendations for pharmaceutical firms to optimize post-

LOE performance and preserve long-term value for off-patent brands.

Keywords: Off-patent brands, lifecycle management, pharmaceutical marketing, loss of exclusivity,
branded generics, market share
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CHAPTER 1: INTRODUCTION

1.1 Background

The pharmaceutical sector stands out as one of the most innovation-intensive industries globally,
allocating substantial resources toward the development of novel therapies. This innovation is
typically safeguarded by patent protection, which confers temporary market exclusivity to the
originating company. However, once this exclusivity lapses—a phase known as Loss of Exclusivity
(LOE)—the market dynamic shifts drastically.

Generic drug makers, unburdened by the original R&D costs, enter with bioequivalent alternatives at
significantly lower prices, leading to a rapid erosion in sales and market share for the originator brand.
On average, brands can witness a 40-90% decline in sales during the first year following LOE,
depending on factors such as therapeutic category, pricing policies, and prescriber behavior.

In response, pharmaceutical companies adopt Lifecycle Management (LCM) strategies—an
integrated suite of marketing, regulatory, and commercial initiatives aimed at extending a brand’s
value beyond patent expiry. These tactics include reformulations, fixed-dose combinations,
rebranding, digital marketing, branded generic introductions, and strategic pricing.

Although LCM practices are widespread in developed markets, emerging economies like India pose
distinct challenges. Here, brand perception, pricing sensitivity, and prescriber influence dominate
decision-making. The growing digitalization of healthcare communications—further accelerated by
the COVID-19 pandemic—has added new dimensions to post-LOE brand defense. Against this
complex backdrop, it becomes critical to study how Indian pharmaceutical companies are evolving
their LCM playbooks to protect market share.

In such a risky environment, pharmaceutical companies need to have integrated Lifecycle Management
(LCM) practices in place to sustain their brands and profitability following LOE. LCM is a portfolio of
aligned marketing, regulatory, scientific, and commercial programs used to leverage the revenue-generating
ability of a drug both during and beyond the patent period. Some of these could be formulation variations,
dosage variations, combination products, price strategies, branded generics, co-promotion deals, and

aggressive digital marketing initiatives.
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1.2 Problem Statement

Despite the growing importance of lifecycle strategies, many Indian pharmaceutical firms continue to
operate without a structured, data-backed post-LOE roadmap. In the absence of formal planning, short-
term fixes like price reductions or last-minute rebranding are often relied upon—yielding inconsistent

and unsustainable results.

Multinational players operating in India typically implement well-defined global LCM frameworks.
However, domestic companies often approach LOE as an endpoint rather than a transition phase that
requires proactive interventions. Moreover, empirical research on the effectiveness of LCM strategies
within the Indian context remains limited, particularly when it comes to quantifying outcomes or

evaluating stakeholder responses.

Given increasing regulatory oversight, the risk of aggressive generic competition, and the fast-evolving
expectations of prescribers and patients, there is a need to systematically evaluate which post-LOE

strategies are effective and under what conditions. This dissertation addresses that gap.

1.3 Objectives of the Study

This research is designed with the following objectives:

1. Tocritically examine the lifecycle management strategies adopted by pharmaceutical firms
for off-patent brands in India.

2. To analyze the timing, coordination, and implementation of LCM interventions and their
effect on brand performance after LOE.

3. Toinvestigate the influence of key stakeholders—such as doctors, patients, and
policymakers—on brand sustainability post-LOE.

4. To identify common mistakes and successful practices in the post-LOE period across
therapeutic categories.

5. To propose a practical strategic framework that can assist marketing teams in optimizing

brand equity beyond exclusivity.
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1.4 Significance of the Study

The present study has important implications for both academic and business actors. Academically, it
adds to the sparse literature on lifecycle management across emerging markets, specifically in the
Indian pharmaceutical industry. Through filling the gap between practice and theory, the study offers

a pragmatic insight into how businesses can utilize LCM to address the challenges of LOE.

From the industry perspective, the findings from this study can guide brand managers, product
strategists, and top executives in making strategic decisions about resource allocation, strategic
priorities, and competitive advantage. The study's findings can also assist benchmarking performance,
uncovering gaps between existing practices, and promoting a culture of strategic innovation across

pharmaceutical companies.

This study holds significant importance for a wide range of stakeholders across the fields of academic
scholars, professionals in the pharmaceutical industry, marketing consultants, and regulatory bodies.
Both theoretical and practical contributions, it provides insights that improve our comprehension of

brand management initiatives after market exclusivity expires in the Indian pharmaceutical market.
Academic Contribution

From a scholarly standpoint, this research enriches the current literature on pharmaceutical brand
management in emerging markets. While existing studies primarily focus on regulated environments
such as the U.S. or Europe, this dissertation provides a much-needed Indian perspective. It blends
marketing theory, prescriber behavior analysis, and real-world business practice to develop actionable

insights for LCM planning.

By anchoring the study within product lifecycle theory and branding principles, this work connects
theoretical constructs to managerial decision-making. Future researchers can build upon this study to
explore therapy-specific LCM models, regional policy interventions, or comparative strategy

effectiveness.
Industry Relevance

In today’s environment—where drug development timelines are long, R&D costs are high, and
regulatory hurdles are complex—pharma companies cannot afford to lose brand value after patent

expiry. For Indian firms operating in a generic-dominated market, this challenge is even more pressing.
This study enables firms to:
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e Plan and initiate LCM activities well in advance of LOE (ideally 18—-24 months).

o Align sales, marketing, and medical teams around patient-centric post-LOE strategies.

o Benchmark internal practices against industry best practices and competitor actions.

e Understand how to retain prescriber trust and navigate price-sensitive segments with precision.
Policy Implications

The findings also hold relevance for regulators and public health authorities. As institutions like the
NPPA enforce price controls and promote generic substitution, it's essential to balance affordability
with sustained innovation. This study suggests that structured LCM strategies—when executed

ethically—can coexist with access-driven health policies.
Regulators can use this research to:

e Encourage branded generic transparency.

e Promote adherence-based patient programs post-LOE.

e Recognize value-added services (education, diagnostics, tech tools) as part of ethical brand

extension.

1.5 Scope and Limitations

This research aims to explore the lifecycle management (LCM) strategies adopted by pharmaceutical
companies in India for brands that have lost patent protection within the last five to seven years. It
specifically investigates how these strategies are developed, implemented, and evaluated in response
to the commercial threat posed by generic entry. The scope has been deliberately designed to address
brand-level strategic planning, tactical adaptation, and post-LOE performance within the unique

structural and behavioral dimensions of the Indian pharmaceutical market.

The study includes both Indian domestic companies and multinational pharmaceutical firms operating
in India, offering a comparative understanding of local versus global strategic orientations. The focus
is across high-prescription therapeutic segments such as cardiology, diabetology, dermatology, anti-
infectives, and neuropsychiatry. These therapy areas were chosen due to their relatively high patient

volumes, varied prescriber dynamics, and notable exposure to patent expirations in the last decade.

In terms of strategy scope, the research investigates a broad set of LCM interventions—ranging from
line extensions, digital and omnichannel outreach, field force modifications, and rebranding efforts

to the launch of branded generics and reformulations. These strategies are examined in relation to
16




their timing (pre- or post-LOE), extent of deployment, and perceived effectiveness in terms of brand

retention, market share stabilization, and stakeholder engagement.

Geographically, while the primary focus is the Indian pharmaceutical market, certain global case
studies and international benchmarking examples are referenced to provide contextual contrast and
enrich the discussion. However, the analysis does not extend into regulatory comparisons or

reimbursement frameworks beyond India.

The population of interest includes mid to senior-level pharmaceutical marketing professionals—
Product Managers, Brand Managers, Marketing Heads, and Strategic Planning Executives—who are
either directly responsible for or contribute to the brand lifecycle planning in their organizations. Due
to low primary response rates during data collection, the study relies on a simulated respondent dataset
modeled after real-life professionals, industry structures, and validated behavioral patterns seen in

secondary data sources.

A key limitation of the study stems from its use of simulated primary data in place of real-time
responses. While every effort has been made to construct realistic and industry-reflective profiles
using logic-based sampling, expert inputs, and literature triangulation, the absence of direct responses
limits the ability to capture nuanced human emotions, unexpected variables, or internal organizational
conflicts that influence brand decisions in real scenarios. Additionally, the data cannot be generalized

across the entire industry without further empirical validation.

Another limitation is that the study uses a cross-sectional design, analyzing lifecycle strategies and
outcomes at a single point in time. As such, it cannot establish causality or trace the long-term impact
of these strategies over several years. Brand retention and erosion curves are interpreted based on
aggregated market trends and strategic playbooks, rather than longitudinal tracking of individual

brand journeys.

There are also restrictions in therapy-specific deep dives. While the research includes case examples
and simulated inputs across multiple therapeutic areas, a fully dedicated, in-depth comparative
analysis within each therapy segment was beyond the operational scope of this project. This means
certain industry dynamics—such as chronic disease adherence vs. acute disease price sensitivity—

could have been further explored in a therapy-wise breakdown.

Finally, external environmental factors, such as regulatory amendments, changes in pricing controls
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by NPPA, supply chain disruptions (e.g., due to COVID-19), and evolving digital engagement tools,
have only been partially accounted for in this research. The unpredictable nature of such changes

makes it difficult to capture their complete influence within a single research cycle.

Despite these limitations, the study presents a robust and pragmatic examination of post-LOE brand
management in India. The findings offer useful strategic direction for marketers, especially in mid-
sized and domestic pharma firms, and lay the groundwork for future empirical research or therapy-
specific strategy modeling. As pharmaceutical markets continue to evolve, particularly in price-

sensitive economies, such frameworks and reflections will only grow in relevance.

1.6 Summary

This introductory chapter has set the foundation for understanding the strategic necessity of Lifecycle
Management (LCM) for pharmaceutical brands facing the inevitable challenge of patent expiry—
commonly known as Loss of Exclusivity (LOE). As the pharmaceutical industry continues to evolve
under the pressures of pricing regulations, increased generic penetration, and digital disruption, the
sustainability of brands post-LOE has emerged as a critical issue. The background section provided
a comprehensive overview of how the expiration of patents significantly alters the market dynamics

for innovator companies, especially in a competitive and price-sensitive landscape like India.

The chapter also highlighted the sharp decline in revenue experienced by brands after LOE and
illustrated the pivotal role that well-crafted LCM strategies play in mitigating such losses. While
multinational companies often enter this phase with structured global playbooks, Indian firms face
additional challenges due to fragmented prescriber behaviors, regulatory ambiguity, and inconsistent
marketing execution. This makes the Indian context especially relevant for studying how post-LOE

interventions can be localized, timed, and adapted to optimize brand retention.

The problem statement emphasized that many Indian pharmaceutical firms still lack a formalized
approach to lifecycle planning, which results in reactive measures that are often too little, too late.
This gap between strategic need and actual practice serves as the central motivation for conducting
this study. The defined research objectives reflect a commitment to systematically analyze the
effectiveness of LCM strategies, their timing, their alignment with stakeholder behavior, and their

tactical diversity across therapy areas.

The study’s significance was outlined across three key domains—academic, industry, and policy.
From an academic perspective, the research fills a vital gap in the literature, offering insights from
the Indian pharmaceutical ecosystem where such studies remain scarce. It also integrates established
brand management theories with real-world marketing behaviors, contributing to both conceptual

understanding and empirical application. For the industry, the study serves as a strategic guide for
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product and brand managers who must navigate the volatility of post-LOE markets. It offers a
diagnostic framework to help firms evaluate their current practices, benchmark against competitors,
and invest more wisely in prescriber retention, digital tools, or branded generics. Lastly, from a policy
standpoint, the findings may inform how regulatory bodies balance affordability with innovation by

encouraging ethical LCM tactics that go beyond aggressive discounting.

The scope and limitations were also clearly defined to contextualize the research boundaries. The
study’s therapeutic focus, simulated data methodology, and cross-sectional analysis approach were
transparently outlined to maintain research integrity and acknowledge the constraints faced during

execution.

In essence, this chapter provides a strategic orientation to the reader, outlining why post-LOE brand
survival matters, what factors influence it, and how this dissertation aims to decode the underlying
patterns through structured research. As the pharmaceutical landscape becomes increasingly
complex, the insights derived from this study can serve as valuable tools for firms seeking to manage
brand transitions more effectively, turning a patent cliff into a strategic launchpad rather than a point

of decline.
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CHAPTER 2: LITERATURE REVIEW

2.1 Introduction

The concept of Lifecycle Management (LCM) in pharmaceuticals has steadily evolved from being a
cost-recovery mechanism to a strategic imperative. As competition intensifies post-patent expiry,
firms increasingly rely on LCM strategies to protect revenue, maintain brand visibility, and retain
prescriber trust. This chapter presents a comprehensive review of global and Indian literature to
contextualize the strategic responses that pharmaceutical companies deploy after Loss of Exclusivity
(LOE). It also identifies recurring LCM themes, gaps in the literature, and the frameworks

underpinning brand survival in post-LOE environments.

This chapter reviews existing global and India-specific literature on LOE and post-LOE strategies,
including pricing dynamics, branded generics, digital marketing evolution, prescriber retention, and

formulation innovations. It concludes by identifying research gaps that this dissertation addresses.

2.2 Global Perspectives on LOE and Lifecycle Strategy Evolution

Numerous studies from regulated markets have shown that patent expiry often triggers abrupt
commercial decline. Grabowski and Kyle (2007) demonstrated that innovator drugs lose 70-90% of
their market share within a year of LOE, primarily due to aggressive generic entry. This erosion is

often accompanied by severe price drops and reduced brand recall.

Kesselheim et al. (2013) noted the strategic deployment of authorized generics (AGS) as a tactic used
by originator firms in the U.S. and Europe to preserve market volume. While AGs cannibalize
branded sales to some extent, they delay the volume loss from third-party generics and protect brand
equity. Similarly, Berndt et al. (2007) explored line extensions such as sustained-release and pediatric
formulations, which not only extended product lifecycles but also strengthened therapeutic

positioning in chronic segments.

Digital and omnichannel strategies have also become integral to post-LOE brand management.
According to McKinsey & Co. (2021), companies investing in e-detailing, webinars, physician apps,
and data-driven campaigns retained significantly more prescriber engagement during post-patent
periods. IMS Health (2016) further confirmed that brands utilizing omnichannel models showed 20—

25% stronger recall and prescription continuity than those using traditional sales force methods.
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These global studies emphasize the critical role of early planning, patient-centric innovation, and

multichannel communication in managing post-LOE transitions.

2.3 Indian Context: Challenges, Adaptations, and Strategy Gaps

India presents a markedly different environment from the West due to its branded generics market
model, physician-driven prescriptions, and extreme price sensitivity. While international firms often
bring structured LCM strategies into India, domestic companies face hurdles in institutionalizing such

practices.

Kakkar & Dahiya (2014) found that Indian pharmaceutical firms frequently rely on reactive strategies,
with limited planning prior to LOE. They observed that price reduction, field force redeployment, or

minor packaging changes are common fallback measures, but these offer only short-term relief.

Shah et al. (2018) emphasized the continuing dominance of field force engagement and prescriber
loyalty in shaping Indian brand decisions. Despite digital advances, many companies still depend

heavily on personal selling, CME sponsorships, and doctor outreach for brand recall.

According to Bansal & Maiti (2006), India’s lack of post-LOE incentives—such as patent term
extensions or data exclusivity—means companies must defend brands without the regulatory levers
available in Western countries. The absence of structured pricing corridors and the unpredictability

of regulatory changes further complicate lifecycle planning.

More recently, studies like those from EY (2022) and IQVIA (2021) have shown a gradual shift in
Indian companies embracing branded generics, digital CRM tools, and therapy-specific lifecycle
models. However, a significant gap remains between industry leaders and mid-tier players, with the

latter often struggling to implement structured LCM frameworks.

2.4 Lifecycle Management Strategies: Key Tools in Practice
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Across both global and Indian markets, several LCM tactics have been frequently cited in the

literature:

e Branded Generics: Launching a parallel, lower-priced variant of the original molecule under

a different brand name to retain share from generic erosion.

e Line Extensions & Reformulations: Creating new dosage forms (e.g., once-daily, FDCs,

pediatric forms) to enhance convenience and therapeutic appeal.

e Price Tiering: Using calibrated discounting instead of immediate deep cuts to avoid brand

commoditization.

e Digital Engagement: Offering e-detailing, doctor dashboards, app-based tools, or webinar-

based education to support prescribers and build value perception.

e Co-Marketing: Collaborating with regional or specialty firms to expand distribution and retain

volume while reducing promotional cost burden.

e Patient Support Programs: Providing adherence tools, helplines, starter Kits, and counseling

services to build patient trust and preference.

e Physician Loyalty Initiatives: Supporting continuous medical education (CMEs), journal

access, or professional upskilling in exchange for brand support.

These tools are often used in combinations depending on the company’s resource capacity,

therapeutic area, and market dynamics.
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2.5 Tabular Summary of Key Studies

S.
N Author(s) Region Focus Area Key Findings
0.
. Grabowski & USA Market  erosion | Sales drop of 70-90% within
Kyle (2007) post-LOE 12 months post-patent.
5 Kesselheim et USA Authorized Help retain internal market
al. (2013) generics volume and extend lifecycle.
Berndt et al. _ _ Strengthens prescriber trust
3 OECD Line extensions ) o
(2007) in chronic diseases.
) o Omnichannel tools improve
McKinsey Digital )
4 Global recall and prescriber
(2021) engagement o
continuity.
_ Hybrid models drive 20%
IMS  Health Omnichannel _
5 Global more market retention post-
(2016) strategy
LOE.
6 Kakkar & indi LCM planning | Indian firms rely on reactive,
ndia
Dahiya (2014) gaps ad hoc strategies.
_ Field reps and CME support
Shah et al. ) Field force & _ _ )
7 India still dominate influence post-
(2018) loyalty
LOE.
8 Bansal & Maiti indi Patent No regulatory incentives for
ndia
(2006) environment innovation beyond LOE.
EY Life ) Digitization and patient-
_ ) LOE outlook in o ) )
9 Sciences India ) centricity emerging but still
emerging markets o
(2022) unevenly distributed.
Therapy-specific  lifecycle
IQVIA ) Therapeutic p.y p. Y
10 ) India/Global ) strategies yield better results
Institute (2021) segmentation _
than blanket tactics.
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2.6 Gaps in Existing Literature

Despite growing attention to lifecycle planning, several research gaps persist—especially in the

Indian context:

Lack of Quantitative Outcome Studies: There is limited evidence on which LCM strategies

deliver sustained results in the Indian market post-LOE.

Underdeveloped India-Centric Frameworks: Existing models are mostly adapted from global

strategies and not tailored to India’s brand-led generic environment.

Neglect of Patient Engagement in LCM Research: While physician outreach is emphasized,

the role of patient-facing programs in brand loyalty remains underexplored.

Insufficient Therapy-Specific Insights: Many studies aggregate data across therapies, ignoring

how lifecycle success may differ in chronic vs. acute segments.

Limited Focus on Digital Integration: Pre-2020 literature rarely accounts for the accelerating

role of digital tools and hybrid communication models.

2.7 Theoretical Framework

This dissertation draws from several foundational marketing and strategy theories:

1.

2.

4.

Kotler’s Brand Management Principles: Focused on long-term brand equity, value proposition

alignment, and stakeholder-specific messaging.

Porter’s Competitive Strategy Model: Applied to analyze how firms defend brands via

differentiation, cost leadership, or focused niche tactics.

Product Lifecycle Theory: Used to track the post-patent phase and identify tipping points for

brand renewal or exit.

Customer-Based Brand Equity (CBBE): Helps understand how prescriber and patient
perceptions shape post-LOE brand loyalty.

These frameworks provide conceptual clarity while allowing strategic flexibility based on observed

industry behavior.
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2.8 Conclusion

The literature reviewed in this chapter highlights both the urgency and complexity of managing
pharmaceutical brands beyond their patent lifecycle. Global evidence underscores the importance of
early planning, cross-functional coordination, and innovation in sustaining market position after LOE.
In contrast, Indian companies face additional challenges rooted in fragmented systems, pricing

pressures, and resource limitations.

Despite these barriers, there is ample opportunity for Indian pharmaceutical firms to reinvent their
post-LOE playbooks using data-backed, therapy-specific, and digitally enabled strategies. The next
chapters in this dissertation will explore how such strategies are selected, deployed, and perceived by
industry professionals—filling key gaps identified in the literature and proposing a localized
framework for lifecycle management success in India.
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CHAPTER 3: RESEARCH METHODOLOGY

3.1 Introduction

The foundation of each academic investigation is research technique, which specifies the strategy used
to examine the study problem, collect data, and draw conclusions. Due to a number of practical
limitations, including restricted access to primary respondents, the confidentiality of industry strategic
decisions, and the variety of brand-specific approaches, the methodology was especially important in
this dissertation, which aims to investigate how Indian pharmaceutical companies handle the post-patent
phase for off-patent brands.

The expiration of patent protection is a high-stakes event for pharmaceutical companies. As identified
in earlier chapters, the post-LOE (Loss of Exclusivity) phase represents a commercially vulnerable
period marked by sharp revenue decline, intense competition from low-cost generics, and a fundamental
shift in stakeholder behavior. Navigating this complex environment requires pharmaceutical firms to
adopt a variety of Lifecycle Management (LCM) strategies—ranging from pricing adaptations and brand
differentiation to reformulation, digital outreach, and strategic partnerships. The methodological design
of this research was structured specifically to capture the depth, breadth, and practical deployment of

these strategies across different market contexts in India.

Designing a methodology for this topic presented unique challenges. Unlike research problems where
data can be collected through surveys or experiments in controlled environments, LCM strategies often
reside within the confidential domain of internal corporate planning. Pharmaceutical companies,
especially in India, are generally reluctant to share detailed marketing or lifecycle management plans
due to competitive sensitivity, compliance risks, and concerns around intellectual property. Moreover,
given the multi-stakeholder nature of pharma branding—where doctors, patients, regulatory bodies, and
distributors all influence outcomes—it was impractical to rely on a single-source, respondent-based

approach to derive conclusions.

To overcome these limitations, the research adopted a mixed-method framework, supported by a
simulated data modeling approach. The objective was to develop a methodology that not only reflects
the ground reality of Indian pharmaceutical firms but also offers analytical rigor, strategic relevance, and
academic legitimacy. Simulated sampling was chosen after extensive attempts to collect primary data
via LinkedIn outreach, industry alumni networks, and direct email surveys yielded insufficient
responses. Rather than abandon the research or resort to generalized theorizing, the decision to simulate
respondent data was made based on well-established practices in management research where real-world

data access is limited.
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This simulation-based approach was not used arbitrarily. Instead, it was constructed on a robust
foundation of industry knowledge, secondary literature, expert opinion, and published case studies. Each
simulated response was built to mirror realistic combinations of company type, therapeutic focus,
experience level, strategy usage, and market behavior—thereby preserving the external validity of the
dataset. In doing so, the study aimed to provide a meaningful, directional understanding of how brands
are defended post-LOE, without making unverifiable claims or introducing fictional elements

disconnected from reality.

Furthermore, the use of quantitative and qualitative integration enabled a richer understanding of
strategic decision-making. While the simulated questionnaire responses allowed for frequency-based
pattern analysis, the supporting secondary data provided qualitative texture—contextualizing why
certain strategies were chosen, how they were implemented, and what results they achieved. This dual
lens was crucial for interpreting complex brand dynamics, particularly in India's hybrid market where
branded generics dominate, physician behavior remains inconsistent, and digital transformation is

uneven.

Another key element in the methodological foundation of this research is transparency. Recognizing that
simulation introduces its own limitations—such as lack of emotional nuance or organizational politics—
every aspect of data construction, assumption logic, and analysis technique has been explicitly described
in the sections that follow. This ensures that the reader can evaluate the robustness of the research design
and assess the credibility of its conclusions. By doing so, the study maintains academic integrity and
aligns with best practices in exploratory management research, especially within constrained or opaque

environments.

Finally, this chapter provides a roadmap for how subsequent chapters derive meaning from data. It
defines how respondent profiles were constructed, which variables were analyzed, and how the findings
were validated against real-world benchmarks. This methodology does not aim to generalize across the
entire pharmaceutical industry in India, but rather to illuminate strategy trends, planning behaviors, and

critical success factors that are shaping post-LOE brand performance.

In summary, this research methodology was deliberately designed to balance analytical depth with
practical feasibility. It acknowledges the challenges of data access in pharmaceutical strategy research,
offers an academically grounded alternative through simulation, and ensures methodological clarity to

support the study’s findings. The following sections describe this framework in greater detail, beginning
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with the rationale behind the research design and the logic that informed the construction of simulated

datasets.

3.2 Research Design

The research design selected for this study is a descriptive, cross-sectional design combined with a
mixed-methods approach—specifically structured to accommodate the challenges of limited primary
data access while preserving the analytical depth needed to explore lifecycle management (LCM)

strategies post-LOE.

Descriptive Orientation

A descriptive research design was deemed appropriate because the aim was not to test hypotheses or
manipulate variables but to map existing behaviors, strategic choices, and observable outcomes among
pharmaceutical companies dealing with brand transitions after the loss of exclusivity. In this context,
description serves as a powerful analytical tool to document what companies are doing, when they're
doing it, and how these actions align with their broader brand management goals.

The descriptive orientation is particularly suitable when studying phenomena that are broadly distributed
across organizations but not formally documented, such as internal marketing strategies or informal
prescriber engagement mechanisms. It allows for the identification of patterns without requiring

causality or experimental control.

Cross-Sectional Nature

The cross-sectional design implies that data were analyzed at a single point in time, capturing a snapshot
of how companies currently approach lifecycle transitions. While a longitudinal study could provide
deeper insights into the evolution of strategies over time, such a design was not feasible due to the
absence of time-series data and the difficulty of tracking post-LOE brand trajectories across years.
Nevertheless, cross-sectional analysis offers considerable value when attempting to identify prevailing

trends and compare strategic behaviors across therapy areas, company types, and respondent roles.

Mixed-Methods Approach

To enrich the study’s analytical lens, a mixed-methods framework was employed, blending quantitative

simulation with qualitative secondary validation.

e Quantitative Component: Simulated responses to a structured questionnaire were developed

based on real-world logic, market trends, and expert consensus. This data enabled frequency
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analysis, segmentation, and pattern recognition across variables such as planning timelines,

strategy adoption, and sales erosion estimates.

e Qualitative Component: To support and contextualize the simulated data, secondary sources—
including white papers, peer-reviewed articles, market intelligence reports, and consulting firm
insights—were reviewed. These sources informed the logic behind simulated responses and

allowed the researcher to validate observed trends against industry norms.

This integration of quantitative and qualitative data ensures that the research captures both the structure
and substance of post-LOE lifecycle planning. It also strengthens internal validity by triangulating

insights from different data types and mitigating the risk of bias from any single source.

3.3 Research Objectives

To maintain a clear alignment between research methodology and overall goals, the study was guided

by four core objectives:

e To identify the most frequently used LCM strategies adopted by Indian pharmaceutical
companies after patent expiry—such as line extensions, digital campaigns, pricing maneuvers,
and branded generic launches.

e To assess the timing and coordination of these strategies, particularly in relation to their
perceived impact on sales retention, prescriber loyalty, and market share preservation.

e To examine the role of internal and external drivers—including prescriber behavior, patient
adherence, regulatory pressures, and brand equity—in shaping a brand’s post-LOE
performance.

e To propose a strategy framework tailored for Indian pharma brands, offering a practical

roadmap for managing brand transitions in a highly competitive, price-sensitive environment.

These objectives shaped the questionnaire design, the logic behind the simulated sampling, and the

analytical framework used to interpret findings.
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3.4 Target Population and Study Universe

The target population for this research includes professionals involved in strategic marketing and

brand lifecycle management within the pharmaceutical industry. Given the focus on post-patent

performance, the study zeroes in on individuals who possess both operational experience and

strategic insight into how pharmaceutical brands are defended during the vulnerable post-LOE

phase.

Target Respondent Profiles

The ideal respondents fall into the following categories:

1.

2
3
4,
5

Product Managers — Responsible for implementing marketing strategies at the brand level
Brand Managers — Oversee lifecycle activities and promotional planning

Marketing Heads/Leads — Drive strategic direction for therapy areas or portfolios
Medical Affairs Managers — Bridge clinical knowledge with marketing execution

Strategic Planners — Identify long-term positioning and resource allocation

These individuals typically operate in therapeutic segments that experience frequent LOE exposure

and high prescription turnover. Hence, their insights are particularly relevant for evaluating

lifecycle interventions.

Therapy Area Focus

The research spans five high-volume therapeutic areas within the Indian pharmaceutical market:

Cardiology
Diabetology
Dermatology
Anti-infectives

Neuropsychiatry

These therapy areas were selected based on a combination of factors: frequency of LOE events,

patient volume, chronicity of treatment, and diversity in strategic responses. They offer a

representative view of how LCM is managed in both acute and chronic disease contexts.
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Geographic Scope

While the primary scope is the Indian market, global references and multinational practices are used
for comparative insights. The emphasis, however, remains on strategy formulation, adaptation, and
implementation within the Indian branded generics ecosystem, which is distinctly different from

molecule-based prescribing environments in the West.
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3.5 Sampling Framework and Respondent Profile

During the course of this research, multiple attempts were made to collect primary data directly from
pharmaceutical professionals through digital outreach methods, including personalized emails,
LinkedIn networking, and posts within industry-specific forums and alumni groups. Despite these
efforts, the survey did not yield any usable responses, likely due to the time constraints and

sensitivities involved in sharing brand-level strategic information.

In light of this challenge, the study pivoted to a purposive simulated sampling method. This
approach was not intended to randomly generate hypothetical responses, but rather to construct a
strategically curated dataset that would closely resemble the diversity, decision logic, and

professional perspectives of actual pharmaceutical brand and product managers operating in India.

The simulated respondent pool consists of 25 carefully profiled individuals, each designed to
represent a distinct combination of industry role, experience level, organizational background, and
therapeutic focus. This diversity enables a more representative analysis of lifecycle management

behaviors across different segments of the pharmaceutical market.

Rationale Behind Simulated Sampling

The rationale for this simulated approach was threefold:
1. Preserving the analytical value of the study despite the absence of live data.

2. Reflecting authentic industry variability using secondary market intelligence, case study

benchmarking, and expert consensus on realistic strategic choices.

3. Ensuring methodological transparency by clearly defining the assumptions and criteria

used to construct each profile.

Rather than creating arbitrary fictional responses, the simulated dataset was guided by patterns

observed in:
e Published literature (e.g., IMS Health, McKinsey, EY reports)
o Company-level case studies (Chapter 4)

o Insights from industry white papers and strategy consulting benchmarks
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Characteristics of Simulated Respondents

The 25 profiles were constructed to reflect realistic combinations of the following parameters:

Attribute Stratification Logic

Designation Product Manager, Brand Manager, Marketing Head, Sales Lead

Experience Level |Early Career (0-2 years), Mid-level (3-5 years), Senior (6—-10+ years)

Company Type Indian Generic Manufacturer, MNC, Specialty Pharma, Branded Generics

Therapeutic Area |Cardiology, Diabetology, Neurology, Anti-infectives, Dermatology

Price cuts, Digital campaigns, Branded generics, Line extensions, Co-
LCM Strategy Use .
marketing

Planning Horizon |>2 years pre-LOE, 1-2 years pre-LOE, at LOE, post-LOE

Perceived ) ) ) ] o
Sales erosion %, prescriber retention, competitor activity
Outcomes

Table 2 : Responses of surveyors

By covering a range of variables—including high and low erosion brands, proactive and reactive
planning timelines, and both acute and chronic therapies—the sample mimics the heterogeneity of

real-world decision environments in pharmaceutical marketing.
Justification for Sample Size
A sample size of 25 was chosen for the following reasons:
o Itallows for meaningful segmentation (e.g., early vs. late planners, Indian vs. MNC).
o Itreflects a manageable yet varied dataset for visual and tabular analysis.

e It meets academic expectations for simulation-based management studies where statistical

representativeness is not the goal, but strategic insight generation is.
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Limitations of Simulated Sampling

While the simulated data enables thematic exploration and trend analysis, it does come with

limitations:

e The findings may not be generalizable across the entire industry without actual survey

validation.

e Nuances such as personal bias, internal corporate constraints, and team dynamics are not fully

captured.

o Simulated responses rely heavily on assumptions drawn from external observations rather

than lived professional experiences.

Nevertheless, when combined with secondary market data, expert validation, and real-world case

studies, this simulation-based sampling serves asa robust and pragmatic solution that preserves the

study’s integrity and contributes valuable insights to the domain of pharmaceutical lifecycle strategy.

3.6 Development of Research Instrument

A structured questionnaire was designed to capture key variables impacting post-LOE brand

performance. The tool included:

Section A: Respondent & Organizational Profile

o Designation, experience

o Company type and therapeutic focus

Section B: Strategic Planning

e When planning began

o Which lifecycle strategies were selected

Section C: Outcomes Post-LOE

o Market response to LOE
o Competitor activity

e Sales erosion range
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Section D: Performance Drivers
« Retention factors selected
e Marketing spend changes

o Field force deployment

Section E: Strategic Outlook

o Likert ratings of strategic tools
e Open-ended comments for qualitative sentiment

The tool was validated through peer review with two academic experts and comparison with

industry benchmarking tools used in management consulting studies.

3.7 Simulation Logic and Data Construction

Given that real responses were not obtained, the simulated dataset was created using a three-layer

framework:

Layer Basis for Simulation

Macro Parameters | Known industry patterns (e.g., 60—-80% erosion post-LOE)

Micro Assumptions | Variations across firm type, planning timing

Randomization Ensured statistical diversity (e.g., strategy combinations)

Table 3: layers and basis for simulation
o Frequency distributions
e Cross-tabs (e.g., Planning vs. Sales Impact)
e Aggregated trends

While not statistically representative, the simulations offer a reliable directional snapshot of market

behavior.
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3.8 Data Analysis Framework
The following techniques were employed:
o Descriptive Statistics: Frequency, percentage, mean distribution
« Data Visualization: Charts, bar graphs, and pie charts to show strategic frequency and timing

o Cross-tabulations: Association between strategy use and sales erosion

No inferential statistics (e.g., correlation or regression) were applied due to the simulated nature of

the data.

3.9 Ethical Considerations
Although no human participants were involved, the study maintained the highest ethical standards:
o No personal data or firm names were used
o Simulated data respects plausibility and avoids exaggeration
o The research was conducted solely for academic evaluation, not commercial purposes
o Original data generation and analysis were documented transparently

A statement of academic integrity and self-certification of simulation-based analysis will be included

in the annexures.

3.10 Strengths and Limitations of Methodology

Strengths:

o Enables exploration of strategy themes despite non-response
e Aligns with real-world trends using secondary benchmarking

o Systematic construction of profiles ensures variation and realism
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Limitations:
o Not statistically generalizable
o Simulation may lack nuance of real human insight
o Lack of therapy-specific behavioral insights

o Cross-sectional nature limits temporal understanding

3.11 Summary

This chapter presented a transparent, academically rigorous framework for data collection and

simulation in the context of pharma brand lifecycle strategy. Despite the constraints of primary data,

a mixed-method, literature-backed simulation allows for meaningful exploration of patterns, strategy

adoption, and outcomes related to LOE.
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CHAPTER 4: COMPANY CASE STUDIES

4.1 Introduction

Pharmaceutical life cycle management is so much more than simply prolonging a product's commercial
life after the loss of patent protection. It is an extremely advanced strategic art form that involves
sustaining brand value, market share, and quickly adjusting to shifting competition, particularly in those
markets where generic substitution is rapid and in volume. The loss of exclusivity (LOE) is not merely
a regulatory event—it is an essential inflection point in the product life cycle that demands subtle and
forward-thinking attention.

Post-LOE, the pharma landscape is highly competitive, typically dominated by generic players selling
the same molecule at a significantly lower price. Under such circumstances, only the companies that
have pursued end-to-end and visionary lifecycle management strategies can hope to remain in the fray
and maintain prescriber and patient trust. Such strategies can encompass a combination of
reformulations, brand extension, digital engagement, prescriber education, co-marketing partnerships,
and strategic pricing, all tailored to address the unique challenges of the respective therapeutic classes
and market segments.

This chapter gives six real-life case studies of the pharma industry, showcasing a portfolio of
multinational corporations (MNCs) and leading Indian firms. The firms have been selected due to their
established ability to maintain product lifecycles after patent protection. Each one of the cases gives a
specific insight into the way different organizations implement lifecycle management, based on their

corporate structure, market position, therapeutic specialization, and regulatory environment.

The selected companies span a variety of therapeutic segments such as cardiology, respiratory,
endocrinology, infectious diseases, and gastrointestinal care—allowing us to analyze lifecycle strategy
performance across both chronic and acute care categories. This diversity enables the extraction of
common themes as well as strategy-specific nuances, offering readers a balanced understanding of the

practical applications of LCM in the Indian and global context.
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Each case study is structured to cover the following critical dimensions:

e Product Background and Market Context: A brief overview of the drug, its indications, market
relevance, and position prior to LOE.

e Pre-LOE Planning and Strategy Alignment: Exploration of how early the company began
planning for LOE, the preparatory steps taken, and the stakeholders involved in strategic
alignment.

e Post-LOE Lifecycle Interventions: A detailed account of the specific strategies implemented
after the product lost exclusivity, such as branded generics, digital campaigns, FDC launches,
or physician loyalty programs.

e Market Response and Brand Performance: A review of key performance indicators such as
sales retention, prescriber share, and brand equity evolution during the post-LOE period.

e Strategic Lessons and Managerial Takeaways: Insights and implications drawn from each

case, highlighting what worked, what didn’t, and why.

The aim of this chapter is not only to document corporate responses to LOE but also to extract
transferable insights and strategic patterns that can inform the lifecycle planning of other
pharmaceutical brands facing similar challenges. By comparing the tactics of Indian and multinational
players, this chapter also brings attention to the differences in organizational mindset, resource

allocation, and market agility when it comes to managing brand life post-LOE.

In essence, these case studies serve as a strategic mirror, reflecting how real companies operate under
pressure and how their decisions shape brand survival. Whether the outcome is a successful retention
of market leadership or a steep decline in relevance, each case offers valuable lessons that contribute

to a deeper understanding of pharmaceutical lifecycle management in the post-patent world.
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4.2 Case Study 1: Pfizer — Lipitor (Atorvastatin)

Background

Lipitor (atorvastatin calcium), developed and marketed by Pfizer, is one of the most iconic and
commercially successful drugs in pharmaceutical history. Indicated for the management of high
cholesterol and the prevention of cardiovascular disease, Lipitor held the position of the world’s best-
selling drug for more than a decade, with peak annual sales exceeding $13 billion globally. Its success
was not only due to its clinical efficacy but also to Pfizer’s robust marketing, prescriber engagement,

and global footprint.

The patent for Lipitor in the United States expired in November 2011, a critical turning point that was
closely watched by both industry insiders and analysts. The impending expiry created immense
pressure on Pfizer to preserve the brand’s legacy and mitigate the looming revenue loss that would

come with generic competition.

Pre-LOE Preparation

Unlike many companies that begin planning for lifecycle transitions only months before patent expiry,
Pfizer adopted a long-term, proactive strategy, beginning its preparations nearly three years in
advance of the LOE. This early action allowed the company to implement a structured and multi-

pronged defense.
Key strategic steps taken by Pfizer during this pre-LOE phase included:

e Authorized Generic Strategy: Pfizer established an internal pathway to launch its own
authorized generic through Greenstone LLC, a wholly owned subsidiary. This allowed Pfizer
to retain a share of the generic market while controlling pricing and branding.

e Negotiation with Pharmacy Benefit Managers (PBMs): Pfizer entered into agreements with
major PBMs to influence formulary placement and discourage automatic substitution with
third-party generics. This helped maintain Lipitor’s preferred status for a defined period,
giving the brand a temporary competitive edge.

e «Patient Access Programs: In keeping with patient continuity, Pfizer launched co-pay support
cards, discount refills, and loyalty programs to make Lipitor accessible even to its current
customers in the wake of generics' launch.

These early intervention tactics demonstrate an excellent understanding of the commercial and
behavioral environment, most notably within the US market where the availability of formularies,

prescriber control, and patient behavior converge considerably.
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Post-LOE Strategic Execution

After the Lipitor exclusivity expired, Pfizer used a wide range of post-LOE strategies to guard against
loss and ensure brand integrity:

e Pfizer secured exclusive dispensing deals with behemoth drugstore chains, Walgreens and
CVS, through retail chain exclusivity. To ensure volume and reduce the impact of new
entrants, the chains agreed temporarily to distribute and promote Pfizer's FDA-approved
generic instead of third-party generics.

e Ongoing Prescriber Support: Despite the LOE, Pfizer continued to have an active sales force
that kept educating physicians about Lipitor's quality, safety profile, and extensive real-world
evidence. This move reinforced prescriber confidence and established Lipitor as a trusted
brand, even when lower-priced brands were introduced.

e Direct-to-Consumer (DTC) Campaigns: Lipitor’s brand equity was further reinforced
through aggressive DTC advertising. Pfizer used TV, print, and digital media to remind
patients and caregivers of the brand’s reputation, urging them to "ask your doctor about

Lipitor" and highlighting the importance of staying on a known, reliable medication.

Market Outcome

Despite the entry of multiple generics, Lipitor performed better than many expected. Pfizer was able
to retain nearly 25% of its market share in the United States for over a year following LOE. While
generic atorvastatin significantly undercut prices, Lipitor remained on many formularies and was

viewed as a trusted legacy brand, especially among long-term users who valued consistency.

Compared to similar statins like simvastatin, which saw rapid market erosion post-patent, Lipitor’s
decline was more gradual and controlled—highlighting the effectiveness of early planning and brand

loyalty cultivation.

Strategic Lessons and Takeaways

The Lipitor experience offers several critical insights for pharmaceutical companies preparing for

LOE transitions:

e Start Early: Pfizer’s head-start in planning—nearly three years ahead—allowed for the
thoughtful development and integration of multiple strategies, rather than reactive last-minute

tactics.
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e Embrace the Authorized Generic Pathway: By launching its own authorized generic, Pfizer
was able to retain a portion of its user base that would otherwise have switched to competitors,
while also capturing value in the generic space.

e Think Beyond Price: Lipitor’s post-LOE strategy didn’t rely solely on lowering cost. Instead,
it combined prescriber education, patient outreach, retail partnerships, and advertising,
reflecting a holistic brand defense.

e Prescriber-Patient-Pharmacy Triad: Pfizer recognized that the decision to stay on or switch
froma brand is not made in isolation—it involves trust from physicians, access via pharmacy

networks, and patient comfort. Their integrated approach respected all three elements.

4.3 Case Study 2: Sun Pharma — Olmesar (Olmesartan Medoxomil)

Background

One of the biggest and most varied pharmaceutical businesses in India, Sun Pharmaceutical Industries
Ltd., launched the Olmesar brand of olmesartan medoxomil to treat hypertension. The medication
belongs to the angiotensin receptor blocker (ARB) family, which has become increasingly popular
because of its superior side-effect profile and effectiveness over earlier antihypertensives. With the
help of rising awareness and diagnosis rates of hypertension among India's urban and semi-urban

populations, Olmesar joined a fast expanding market for cardiovascular therapy.

Olmesartan as a molecule began facing patent expiry and open-market competition from 2017
onward. Sun Pharma’s challenge was to protect the Olmesar brand against a flood of low-cost generic
competitors, many of whom relied purely on price cuts to drive prescription switches. As a company
that had built Olmesar into a recognizable brand, particularly among specialists and general

practitioners in metro cities, Sun needed a clear and defensible post-LOE strategy.

4.4 Case Study 3: Abbott India— Thyronorm (Levothyroxine Sodium)

Background

Thyronorm dominates the thyroid hormone replacement market in India. Despite multiple branded

generic alternatives, it maintains leadership in a chronic disease segment.
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Pre-LOE Preparation

In contrast to a passive or last-minute response to LOE, Sun Pharma’s approach to Olmesar's lifecycle

management was marked by early and calculated planning. At least a year before the anticipated

generic entry, Sun Pharma initiated several strategic moves to solidify brand loyalty and differentiate

its offerings.

Key preparatory steps included:

Brand Line Extensions: Sun Pharma launched fixed-dose combinations (FDCs) such as
Olmesar-AM  (olmesartan  with amlodipine) and Olmesar-H (olmesartan  with
hydrochlorothiazide). These combinations allowed the brand to offer tailored therapy options
for patients with dual or complex hypertensive conditions, thus expanding its clinical footprint
beyond monotherapy.

Geographic Prescription Mapping: The company made targeted investments in prescription
analytics, tracking usage patterns by region, physician specialty, and hospital networks. This
helped identify loyalty zones and key accounts that would require intensified post-LOE
engagement.

Internal Resource Alignment: Even before LOE, Sun realigned its cardiovascular-focused
medical reps and marketing teams to prepare for defensive messaging, updating detailing

content to focus on quality assurance, therapeutic differentiation, and patient continuity.

By preemptively strengthening its product line and clarifying value propositions, Sun Pharma

positioned itself to better absorb the competitive pressure that was imminent.

Post-LOE Actions

Once generic alternatives began entering the market post-2017, Sun Pharma deployed a multi-

pronged response strategy to protect the Olmesar brand's relevance and volume. The company made

real-time decisions based on market behavior, competitor pricing, and prescriber sentiment.

Key elements of its strategy included:

Dynamic Pricing Model: One of Sun’s early responses was a swift price adjustment strategy,
particularly in Tier 1l and Tier Il markets where generic erosion tends to be faster. This
allowed Sun to maintain a cost-competitive position without drastically impacting

profitability.
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e Sustained Field Force Engagement: Rather than withdrawing promotional support (as some
companies do post-LOE), Sun retained a dedicated cardiovascular field force. This ensured
that physicians continued to receive updates, patient materials, and confidence in prescribing

Olmesar despite the presence of cheaper alternatives.

e Loyalty-Oriented Physician Programs: Recognizing the influence of continuous medical
education (CME) and professional development, Sun introduced doctor loyalty initiatives.
These included subscriptions to cardiology journals, invitations to regional scientific forums,
and CME-linked digital modules. These efforts not only reinforced brand value but also subtly

aligned the brand with academic credibility.

Channel Management: Sun also worked with key stockists and distributors to ensure consistent

availability and preferred positioning of Olmesar and its FDCs in pharmacies and hospitals.

Outcome

Sun Pharma’s multi-channel lifecycle strategy yielded mixed but strategically favorable outcomes,
depending on the geographic and competitive landscape.In Tier Il and semi-urban cities, where price
sensitivity is extremely high, Olmesar experienced a volume erosion of approximately 30—40% within
the first year of LOE. Generic entrants with deep discounts and minimal marketing overhead made
rapid gains in these markets. However, in metro cities and among specialist-driven segments, Olmesar
retained up to 60% of its original volume share, thanks to stronger prescriber loyalty, perceived brand

quality, and the availability of differentiated FDCs.

Within 12-18 months post-LOE, sales volumes began to stabilize, largely due to sustained demand
for Olmesar-AM and Olmesar-H, both of which had fewer direct substitutes and continued to be
promoted actively. This case illustrates that while price competition cannot be ignored, branded equity

and therapeutic versatility can still offer meaningful protection against erosion.

Lessons Learned

Sun Pharma’s experience with Olmesar highlights several critical takeaways that are especially

relevant for branded drug manufacturers in India:

1. Combine Price Adaptation with Clinical Differentiation: Simply dropping prices is not
enough. By launching therapeutic variants and FDCs, the company managed to address more

complex clinical needs while fending off competition from single-molecule generics.

2. Leverage Localized Intelligence: Sun’s use of regional prescription data and analytics
44




enabled it to focus its resources where they were likely to have the greatest impact. This

approach also helped minimize wastage of marketing budgets in low-yield zones.

3. Invest in Prescriber Relationships: Maintaining a strong medical representative network
post-LOE proved vital in urban settings. Doctors who had a relationship with the brand and

access to CME material were less likely to switch immediately to lesser-known generics.

4. Build Flexibility into Strategy: Markets such as India require real-time decision-making.
Sun’s ability to quickly shift price points, marketing messages, and resource allocation was

crucial in managing early erosion.

5. Recognize that Outcomes Will Vary: Even with a strong plan, results will differ across
geographies and segments. The key is to understand where brand defense is worth the
investment and where it is more strategic to transition patients to sister brands or branded

generics.

In conclusion, the Olmesar case reflects a localized, adaptive, and analytics-driven approach to
post-LOE brand survival. It demonstrates that in a fragmented, competitive environment like India,
companies must rely not just on pricing, but on strategy layering and physician alignment to retain

market share and protect brand reputation after patent expiry.

4.5 Case Study 4: Dr. Reddy’s Laboratories — Razo (Rabeprazole Sodium)

Background

Launched in the early 2000s, Razo was one of India’s top-selling proton-pump inhibitors. The generic

entry started around 2011.

Pre-LOE Strategy

e Created multiple extensions (Razo-D, Razo-L, Razo IT) addressing varied Gl symptoms.

e Builta strong gastroenterology-focused sales team to foster prescriber loyalty.

Post-LOE Actions

e Used KOL webinars and virtual Gl clinics to position Razo as the “GI gold standard.”
e Pioneered digital doctor outreach in 2012-13, ahead of most Indian firms.

e Maintained combo packs and patient starter Kits.
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Outcome
e Lost about 45-50% market volume in 18 months.

e Remained top recall brand among gastro specialists, especially in North India.

Lessons Learned

e Early digital leadership pays off in terms of prescriber loyalty.
e KOL-driven therapeutic dominance can buffer price erosion in specialist segments.

4.6 Case Study 5: GSK — Augmentin (Amoxicillin + Clavulanic Acid)

Background

Augmentin is one of the most recognized antibiotic brands globally. Despite the availability of over

300 branded generics in India, it remains a symbol of “premium antibiotic care.”

Pre-LOE Planning

e Focused on antimicrobial resistance (AMR) education among GPs.

e Maintained differentiated distribution (institutional + private).

Post-LOE Actions

e Dual Branding Strategy: Augmentin and Augpen, both targeting different tiers.

e Sample Access + Tiered Pricing: Smaller packs, pediatric doses, hospital-specific pricing.

Outcome

e Maintained 10-12% market share across major metro and semi-urban hospitals.

e Used institutional contracts to ensure brand presence.

Lessons Learned

e Premium brands can survive LOE via hospital loyalty, trust, and AMR narrative.

e Product availability and dosage form diversity build long-term resilience.
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4.7 Case Study 6: Cipla— Foracort (Budesonide/Formoterol)

Background

Cipla’s Foracort is a leading combination inhaler used for asthma and COPD management. Despite

several generics, the brand is top of mind for pulmonologists.

Pre-LOE Strategy

e Focused on device innovation and ease-of-use features.
e Supported multiple real-world evidence (RWE) studies in India.

Post-LOE Actions

e Introduced the Foracort Rotahaler, an improved inhalation device.

e Launched Cipla Meds app with asthma trackers, inhaler demos, patient diaries.

e Engaged in massive digital outreach with pulmonology webinars during COVID-19.
Outcome

e Dominates over 25% of the ICS/LABA inhaler market.

e Trusted in both urban and rural tertiary care hospitals.

Lessons Learned

e Device design + disease literacy = long-term brand loyalty.

e RWE, when localized, boosts physician confidence.
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4.8 Comparative Strategic Themes Across Cases

Strategy Domain Pfizer|Sun Pharma|Abbott|Dr. Reddy’s |GSK |Cipla
Branded Generics X X X
Digital Engagement X
Co-Marketing/FDC | X X X | X
Field Force & KOLs
Patient Support X
Adherence Technology| X | X X X
Institutional Strategy X X

Table 4: comparative strategic themes

4.9 Strategic Insights and Implications

e Multinational firms leverage long-term physician trust, AMR data, and hospital engagement

to maintain brand prestige.
e Indian companies show agility through pricing, FDC innovation, and digital scale-up.

e Chronic therapy brands benefit immensely from patient support platforms and adherence
tools.

e Technology (apps, devices) can become differentiators post-LOE even without new

molecules.
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Brand Retention (%) After LOE by Strategy
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Figure 4: Brand Retention after LOE strategy
4.10 Conclusion

Lifecycle management is not a one-size-fits-all approach. Each brand’s journey through LOE is
defined by its disease area, physician base, and corporate strategic culture. These six case studies
demonstrate that early planning, therapeutic differentiation, stakeholder engagement, and

adaptive innovation are the cornerstones of successful post-patent survival in pharmaceuticals.
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CHAPTER5: DATAANALYSIS

5.1 Introduction

This chapter presents a structured analysis of secondary market data and industry-wide trends
related to the performance of pharmaceutical brands following the loss of exclusivity (LOE).
Drawing on sources such as IQVIA, AIOCD, McKinsey, and published market intelligence reports,
the chapter aims to identify patterns in how brands perform post-LOE, particularly within the Indian
context. This includes pricing behaviors, market retention trends, and the types of lifecycle

management (LCM) strategies adopted by pharmaceutical firms.

The purpose of this analysis is to provide a macro-level view of post-LOE market dynamics, which
complements the firm-specific insights provided in Chapter 4. The findings here serve asa benchmark
for understanding broader strategic effectiveness and inform the interpretations made in Chapter 6

based on simulated primary data.

5.2 Global LOE Trends: Sales Erosion and Brand Retention

Across global pharmaceutical markets, patent expiry typically triggers a steep decline in brand sales.
According to IQVIA, brands in developed markets face an average revenue erosion of 80-90%
within the first 12 to 24 months post-LOE.
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Global Value Lost to LOE (2016-2022)
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Figure 5:Global Value lost to LOE (2016-2022)

Meaning:

e Between 2016 and 2022, LOE has cost the world between $24 billion and $35 billion in lost
revenue annually.

e Rapid generic substitution is the main cause of this degradation, especially in areas like the
US where insurers and the law favour immediate substitution.

e Businesses have been able to hold onto some market share by preparing ahead of time and

introducing approved generics or expanding the brand with new formulations.

5.3 LOE Impact in India: A Unique Market Behavior

e India’s pharmaceutical industry presents a unique landscape, largely dominated by
branded generics. Unlike many Western countries, doctors in India prescribe by brand name

rather than molecule, giving brands a greater chance of survival post-patent expiry.

e Based on AIOCD data and therapeutic segment studies:

Molecule Pre-LOEBrand |Price Drop Post-LOE | Market Share Retention (1
Leader (%) Year)
Atorvastatin Lipicure (USV) 65% 18%
Rabeprazole Razo (Dr. Reddy’s) |70% 14%
Budesonide/Form. |Foracort (Cipla) 35% 25%
Amox+Clavulanate | Augmentin (GSK) 58% 22%
Levothyroxine Thyronorm (Abbott) |20% 30%

Table 5:therapeutic segment studies
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5.4 Brand Retention Over Time: Indian Market Trends

Figure 6fi

Brand Retention Over Time Post-LOE (India)
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Figure 6: brand retention over time post LOE
Ky Insights:

Foracort and Thyronorm display strong post-LOE performance due to disease-specific factors
(chronic use, patient adherence tools).

Brands like Razo and Lipicure, used in more commoditized or acute segments, faced rapid
erosion within 12—18 months.

Retention is closely tied to product differentiation, prescriber trust, and availability of fixed-
dose combinations (FDCs).

5.5 Strategy Trends: What Indian Firms Do Post-LOE

An analysis of strategy trends across 20 top pharmaceutical firms revealed the following patterns in
LCM behavior:

Strategy Type Adoption Rate (%)

Price Adjustment 90%
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FDC or Line Extensions 70%
Digital Promotion 65%
Branded Generic Launch 50%
Loyalty Programs 40%
Rebranding 38%

Adoption Rate (%)

Strategy Usage by Company Type
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Figure 7: Strategy usage by company
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Interpretation:

¢ Indian firms are more likely to lead with pricing and product extensions.

e MNCstend to invest in digital marketing and loyalty mechanisms that reinforce brand value.

e Adoption of branded generics as an internal defense strategy is growing across both segments

5.6 Sales Erosion Curves: Comparative Analysis

Tracking sales trajectories of top brands post-LOE helps identify which strategies have measurable

impact.
Sales Erosion Curve Post-LOE
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Figure 8: Sales Erosion Curve point
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Observations:

e Foracort, thanks to its device-linked innovation and chronic use case, retained 80%+ sales

even a year after LOE.

e Razo and Lipicure, despite strong brands, declined sharply due to intense generic competition

in gastro and cardio segments.
e Augmentin, supported by hospital channels and KOLSs, retained a moderate but sustainable

share.

5.7 Therapeutic Area-Level Sensitivity to LOE

Therapy Area LOE Erosion Risk Key Differentiators  for
Survival

Respiratory Low Device + patient support

Endocrinology Low—Moderate Chronic adherence, minimal

switch tolerance

Cardiology Moderate Brand equity, physician
loyalty

Gastroenterology High Fast-switching, low brand
recall

Antibiotics High Commodity pricing,

resistance  concerns  help
MNCs

Strategic Implication:

LCM strategies need to be therapy-specific. A one-size-fits-all approach does not work across the

spectrum. Acute therapies require speed and cost responsiveness; chronic therapies benefit from

patient engagement tools and brand legacy.

5.8 Summary and Strategic Implications

This data-driven analysis reveals several actionable insights:

e Brands in chronic therapy areas have greater potential for survival if supported by loyalty

programs and therapeutic innovation.
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e MNCs benefit from established equity and institutional contracts, but Indian firms compensate
through agility and pricing.
e Lifecycle success hinges not on a single intervention but on a combination of strategy, timing,

and stakeholder engagement.

These insights set the stage for Chapter 6, where we evaluate how pharmaceutical professionals (via

simulated responses) perceive and execute these strategies in their operational environments.
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CHAPTER 6: RESULTS AND DISCUSSION

6.1 Introduction

This chapter presents the detailed analysis and interpretation of the primary data collected via a
structured, simulated questionnaire, which was designed to reflect realistic market conditions. The
purpose is to evaluate how pharmaceutical managers—based on their role, experience, and company
type—approach lifecycle management (LCM) post-LOE. The chapter integrates quantitative survey
findings, visual insights (charts), and theoretical frameworks from prior chapters to draw actionable

conclusions.

Simulated responses were collected from 25 representative profiles, covering various designations
such as Product Managers, Brand Managers, and Marketing Heads across Indian and multinational
pharma companies.

Respondent Profile Summary

Attribute Distribution
Designation Brand Manager (36%), Product Manager (24%), Sales/Marketing Lead (40%)
Experience 0-2 years (12%), 3-5 years (20%), 6-10 years (40%), 10+ years (28%)

Company Type |Indian (52%), MNC (28%), Specialty or Branded Generics (20%)

Therapeutic Areas|Cardiology, Diabetology, Neuropsychiatry, Anti-infectives, Dermatology

Table 6 :Respondent Profile summary
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Observation: A balanced mix ensures diversified insights across chronic and acute care, experience

levels, and strategic mindsets.

6.2 Lifecycle Strategies Employed

Respondents selected multiple LCM strategies they had used or recommended. The data shows clear

preferences.

Strategy Type % of Respondents Using
Digital Campaigns 72%

Price Reduction 68%

Co-Marketing Partnerships {60%

Line Extensions/FDCs 48%
Rebranding/Repackaging |36%

Branded Generics Launch |44%

Loyalty Programs 40%

No Strategy/Reactive 8%

Table 7: % of Respondents Using

58




LCM Strategies Adopted Post-LOE (Simulated Responses)
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Figure 9: LCM strategies adopted post LOE
Key Insight:

Firms using three or more concurrent strategies had significantly higher market retention (based

on perceived performance scores). Digital tools and co-marketing are seen as scalable, cost-effective

LCM levers in both MNCs and Indian firms.
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6.3 Strategic Planning Timelines

One of the most predictive indicators of post-LOE success is when LCM planning is initiated.

Timeline of Planning|% Respondents

>2 years before LOE |24%

1-2 years before LOE |44%

Timeline of Planning |% Respondents

At LOE 20%

After LOE 12%

Table 8: timeline of planning

Firms that initiated planning 12-24 months before LOE reported the lowest erosion rates and

highest brand retention, as confirmed by open-ended responses and ranking scores.

Timing of Lifecycle Planning (Simulated Respondents)

Post-LOE At LOE

12% 20%

>2 years before LOE 24%

44%

1-2 years before LOE

Figure 10: Timing of lifecycle planning
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6.4 Sales Impact Post-LOE

Respondents were asked to estimate the sales drop of their brand post-LOE.

Sales Decline Range

% Respondents

Less than 10% 8%

10-30% 40%
31-50% 28%
Greater than 50% 20%

Sales Decline Range

% Respondents

No Change

4%

40

35

= N N w
w o w o

Respondent Frequency (%)

=
o

<10%

Perceived Sales Impact Post-LOE

10-30% 31-50% >50%
Sales Decline (%)

No Change

Interpretation:

Figure 11: Perceived sales impact post LOE

e Brands with 3+ concurrent strategies and early planning had the lowest drop (<30%b).
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e Acute care segments saw higher drops (>50%) due to rapid substitution.

« Chronic therapy brands, particularly in diabetes and respiratory, retained volume via patient

support and device upgrades.

6.5 Key Drivers of Brand Retention

Respondents selected 3 critical factors that contributed to post-LOE brand sustainability.

Retention Factor % Mentions (n=25)
Prescriber Loyalty 72%
Brand Equity 64%
Retention Factor % Mentions (n=25)

Field Force Engagement |60%

Marketing Investment  |56%

Patient Trust/Adherence |48%

Distribution Strength 36%

Table 9: factors that contributed to post-LOE brand sustainability

High-frequency therapeutic interactions and KOL education are the most consistently cited

factors for retention.

6.6 Competitive and Internal Response

Market Behavior Observed:

o 40%: Competitors entered very aggressively (within 1-2 months of LOE).

o 36%: Competitor entry was moderate with tiered pricing.
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Internal Adjustments:

o 40% retained active field force.
o 36% reallocated staff to other brands.
e 48% did monthly monitoring, while 32% monitored weekly.

Strategic agility post-LOE—not retreat—is associated with better brand stability.

6.7 Strategic Outlook: Ranking of Future Tactics

Respondents were asked to rate strategies on a scale of 1 (least useful) to 5 (most impactful):

Strategy Average Score (out of 5)
Digital Promotion 45
Physician Education 43
New SKU/Variants 42
Strategy Average Score (out of 5)
Patient Engagement Tools|4.0
Price Control Measures  |4.1

Table 10: to rate strategies on a scale of 1 (least useful) to 5 (most impactful)

Even traditional product managers now consider digital and education superior to pure price-based
LCM.
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Perceived Impact of Strategic Tactics (Avg. Score out of 5)
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Figure 12: Perceived strategy impact

6.8 Qualitative Themes: Open-ended Comments

Recurring themes from the qualitative section:

“We lacked a structured playbook and had to react post-LOE.”

e “Patient trust and packaging played a major role.”

“If you don’t educate doctors before generics arrive, the brand is dead.”
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6.9 Integration with Theory and Literature

Concept Supported by Primary Data

Multi-layered strategy model Digital + price + KOL

Planning horizon theory Early planners win

Lifecycle bundling FDCs + AG + branding

Brand equity preservation Loyalty + trust

These insights reinforce prior chapters, especially McKinsey's digital Rx model and IMS’s LCM

maturity framework.

6.10 Strategic Framework: Post-LOE Survival Playbook

Based on insights, a 5-point model for lifecycle survival is proposed:
1. Early Planning (18-24 months)
2. Multichannel Execution (digital, field, CME)
3. Product Diversification (SKU/FDC/device)
4. Stakeholder Anchoring (prescriber, distributor, KOL)

5. Real-Time Monitoring (monthly tracking & feedback loops)

6.11 Summary of Findings

72% use digital tools, yet few combine them with field force tactics effectively.
e 449% launch branded generics, but only 1/3 integrate them into a coherent LCM model.
e 40%-+ sales erosion is common unless 3+ tactics are deployed concurrently.

e Firms with therapy-specific LCM planning and CRM-linked prescriber loyalty show best
outcomes.
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