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The planning and execution of a robust lifecycle 
management (LCM) plan to optimize high-value 
branded pharmaceuticals, biotechnology products 
and platform technology franchises—all the way 
from clinical development through approval, 
launch, market growth, patent expiry and beyond—
requires early planning, discipline, continuity and 
consistent resource allocation. However, too often, 
competing short-term business objectives divert 
time and attention from the development and 
implementation of an effective LCM strategy that 
supports the brand’s contribution beyond the 
patent cliff.

This report will cover the essentials of LCM planning, 
development and execution for pharmaceutical, life 
sciences and biotechnology companies.
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MAXIMIZING MARKET POTENTIAL

Chapter 1: Lifecycle Management  
in Biopharmaceuticals Is Too Often  
an Afterthought

The development and launch of any therapy requires enormous investments in both 

personnel and budgets—years ahead of any product approval and potential revenue 

stream—related to early-phase investigational work and clinical development, clinical 

trials, regulatory approval and market launch. It is natural for drug developers to 

focus their time, effort and limited resources on short-term launch activities. There is 

always pressure to get the drug into the marketplace and begin to recoup the early 

investments is intense from both private and public investors. Too often, longer-term 

strategic planning is either delayed or eliminated, as more pressing short-term work 

consumes the available resources. A robust lifecycle management (LCM) plan can help 

optimize the therapy’s full clinical reach and patient impact and maximize the lifetime 

revenue stream and sustained share of market in its therapeutic space, both during 

and beyond its limited window of market exclusivity.

This approach of favoring short-term tactical planning, based on monthly or annual 

business cycles, while foregoing the important longer-term strategic planning and 

development work creates a missed opportunity for organizations. A well-planned 

and executed LCM initiative envisions opportunities to extend the revenue-

generating potential of the brand franchise for extended periods of time—even after 

the initial patents expire and generic competitors begin to enter the therapeutic space. 

If done well, the LCM plan becomes the product’s overarching “business plan,” and 

then the annual business plan becomes the product “tactical plan.”
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However, the complex work that is required to consider potentially lucrative opportunities that may exist 
post-patent might only begin within a few years of the patent cliff arriving. This does not leave enough 
time to adequately investigate competing opportunities, institute the required development program(s), 
and gain approval for the most promising product enhancements (among competing options). By contrast, 
the development of an early and effective LCM plan will allow the organization to seek and receive 
additional windows of commercialization leverage—and possibly even additional periods of market 
exclusivity—while fulfilling unmet patient and provider needs in the therapeutic space.

Ideally, LCM development efforts should create a robust, living document/plan that benefits from 
sustained brand engagement and resource allocation as the pharmaceutical asset is developed and 
ultimately matures. It should include specific events, establish key timelines and project milestones, create 
corresponding budgets, forecast revenue impacts and serve as the core business plan for the asset. 

Importantly, such efforts should be carried out as early as possible in the overall developmental lifecycle 
of the therapy—beginning before the therapy has received regulatory approval and entered the market 
and continuing through patent expiry. A strong LCM plan can also be viewed as a business development 
component of the company, as a well-executed and appropriately funded LCM plan can serve as a funnel 
for additional opportunities and revenue streams for the organization—well into the future.

Product Commercialization Entails Multiple Phases for Both Growth and Established Assets

Product commercialization strategies vary as a product moves from growth to established asset

Product 
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Lifecycle 
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We advise our clients on their global and market-level launch strategy,  
commercialization planning and lifecycle management.

For a variety of reasons—which vary from small and mid-sized companies and startups to large, established 
biopharmaceutical companies—the development of an LCM is often ignored or deferred. To enable branded 
pharmaceutical products to enjoy the broadest possible clinical reach to meet patient needs and the broadest possible 
financial return for the drug manufacturer, brand teams should develop a comprehensive LCM strategy as early as 
possible in the prelaunch phase of the product and sustain the effort (with proper resource allocation) throughout the 
entire life of the project. Failure to do so signals a missed opportunity for the company.
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The LCM document should then serve as the brand franchise’s long-term strategy. All shorter-term 
quarterly and annual tactical planning should be developed using that underlying LCM strategic plan as 
the foundation. Too often, life sciences companies are focused on quarterly and annual revenue cycles, 
and any efforts to develop some form of LCM strategy are tacked on later—almost as an afterthought.

When the life sciences company is relatively small or narrowly focused on a single therapy or a single 
therapeutic space, it is typically understaffed in terms of broad internal expertise and under-resourced 
in terms of available funding. By contrast, when the company is larger and established in terms of having 
multiple products in the market generating revenue, it likely has adequate internal staffing but probably 
has a more highly matrixed corporate structure. All of these factors create structural barriers that keep 
the LCM development effort from gaining the type of broad support and resource commitment it needs 
to be successful. 

The ability to engage a third-party partner—one that can provide both the clinical and business development 
expertise that is needed to help shape the development and execution of the LCM plan and bring best 
practices and industry experience to bear—can help the company to augment its existing internal capabilities. 

What’s at stake here?
There is a limited window of market exclusivity for small and large 
molecule assets. In fact, according to a recent study1 of 265 small 
molecule drugs and four biologic therapies (all of which were facing 
generic or biosimilar competition), the period of market exclusivity in 
the U.S. from 13 to 17 years. Also, in recent years, generic companies 
have become extremely aggressive in challenging patents early and 
frequently in an effort to obtain first-mover status in the therapeutic 
space upon patent expiry.

Meanwhile, in the U.S. today, generics represent 90 percent of 
dispensed prescriptions.2 Further, there has been a sharp increase in 
the number of FDA approvals of new competitive generics, from 35 in 
FY 2020 to 53 in FY 2021.3

The combination of these two factors presents strong headwinds 
for biopharmaceutical innovators that routinely engender enormous 
sunk costs—an amount that averages $2.6 billion, to develop and 
launch new molecular entities, according to data from the Tufts Center 
for the Study of Drug Development and published in the Journal of 
Health Economics.4 Revenue from the sale of branded therapies must 
serve two important business imperatives. It must create a targeted 
return on investment (ROI) to recoup the early development costs, 
and it must create a viable ongoing revenue stream that the company 
can utilize to pursue additional therapies in its own developmental 
pipeline or in business development efforts. While it is not always 
clear to business-decision makers, the development and execution of 
a solid LCM strategy is critical in all of these endeavors.
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The hallmarks of a solid LCM plan
Within the biopharmaceutical sector, LCM can be best described as a comprehensive business and 
development plan for an asset or platform that envisions continuous innovation, enables access to new 
markets, and ensures brand longevity over time (particularly once the therapy loses market exclusivity 
and revenue due to the arrival of generic competitors). In this way, the LCM should function as the long-
term strategic plan for the brand, with quarterly and annual business plans created as the tactical piece 
to support the longer-term objectives.

Unfortunately, LCM development is rarely done appropriately. Too often, the brand’s nebulous LCM 
strategy begins to take shape only after ad hoc or piecemeal initiatives or opportunities are pursued to 
extend brand relevance and revenue—but without a coherent overarching strategy to optimize the effort, 
and without sustained internal support, resource allocation or strategic planning.

Lifecycle Management 

Tailoring the approach to brand optimization to the current commercial stage  
of your asset; LCM should be a consideration throughout the product lifecycle.

When a comprehensive LCM strategy is developed and sustained throughout the life of the branded pharmaceutical 
product, it will have an impact on all phases of the product journey, helping to inform regulatory approvals, support a 
successful launch, sustain optimal pricing and market access, inform the overall commercial strategy, and importantly, 
create sustained opportunities to hold on to market share after the initial product has lost its patent protection and 
market exclusivity.
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There are many potential options that can and should be evaluated as opportunities to expand the life of a 
branded therapy. For instance, a typical LCM will investigate all potential new dosing strategies, new forms 
of packaging, reformulations, alternative forms of drug administration or self-administration, pursuit of an 
over-the-counter (OTC) approval from regulators, pursuit of an authorized generic version of the therapy, 
different pricing strategies, pursuit of approvals in different therapeutic indications and more.

The goal is to think as broadly as possible about potential product innovations that could yield clinical 
benefits, reimbursement advantages, or adherence results for patients, payers and prescribers. Pursuit of 
these strategic opportunities, as early as possible—even concurrent with the initial clinical development 
and regulatory approval process—should be explored and deployed whenever possible. 

The ability to envision and pursue future opportunities to create new revenue streams once the therapy’s 
initial period of market exclusivity has ended can provide demonstrable payback for the company in three 
important ways. Specifically, successful efforts can help to:

• Lessen the impact of the revenue loss following patent expiry

• Provide patients, providers and payers with better therapies and technologies

• Create a more solid and vibrant valuation for company business development efforts (discussed below)

So why do so many brand teams fail to prioritize this effort and commit the resources needed to 
developing a proper LCM strategy as early as possible in the process, if at all? There are several reasons 
(discussed next), and they tend to vary depending on the size and maturity of the company.
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Capabilities and business objectives vary by size
As noted, the size of the company, the breadth of its existing drug portfolio and pipeline and its existing 
experience in launching winning therapies into different therapeutic spaces plays a big role in how savvy 
the company is about developing a LCM strategy as early as possible in the life of the brand franchise. 
Consider the following factors:

Small to mid-sized companies
Why they do not expend enough time and attention to LCM development—At start-up and small 
biopharmaceutical companies, just a few (and sometimes only one) investigational therapies are being 
pursued for commercial launch at any given time. The effort to shepherd this therapy through all of the 
phases of clinical development, regulatory approval and market launch tends to consume the focus and 
energy of the entire company. Such smaller players in the biopharmaceutical arena tend to be very flat 
organizations, with limited human capital and financial resources to pursue launch, commercialization 
and lifecycle management. 

Typically, the entire organization feels tremendous pressure to remain focused on the short-term tasks 
and immediate efforts that are needed to shepherd the promising therapy or therapies through the early 
development phases, so that it can begin to produce revenue and help the company recoup some of its 
up-front development costs. Once the therapy has launched, the company may not have the internal 
expertise needed (i.e., related to strategic business development) to develop an LCM plan that can yield 
the broadest possible set of future opportunities.

Why they should—The ability of smaller companies and start-ups—especially those that are not yet 
publicly traded and may have no revenue streams and are often financed by venture capital (VC) and angel 
investors—to commit to developing and implementing a long-term LCM as early as possible can provide 
payback in two important ways:

•  First, it provides the ability to envision and then pursue parallel product innovations that may engender 
additional regulatory approvals and extended periods of patent-protected revenue generation that 
helps to maximize the value of the limited number of therapies under the company’s umbrella

•  Second—and perhaps even more important—it provides a small company with the ability to 
maximize the potential value of its primary drug portfolio that can create important future business 
opportunities, whether the company is actively seeking to be acquired (offensive opportunities) or is 
approached by a potential suitor (defensive opportunities). For instance, by developing a robust LCM 
plan—one that envisions viable opportunities to expand market reach against generic encroachment, 
and clearly defines the potential revenue impact of promising add-on indications for the approved 
therapy—small- and mid-sized biopharmaceutical companies can present themselves as even more 
valuable targets for ongoing VC funding and/or for acquisition by a larger company. In this way, the 
resources expended to create the viable LCM strategy will pay for itself and create demonstrable 
payback by greatly improving the company’s overall valuation and competitive positioning

Meanwhile, small- to mid-sized biopharmaceuticalcompanies—which have limited commercial products 
(often just a single therapy) and a limited pipeline of future therapies—face proportionately greater risk 
in not developing a viable LCM strategy early on in the process, as it is incumbent upon them to seek all 
avenues to maximize revenue and the commercial potential associated with the limited number assets 
they have in their portfolio. 
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Large companies
Why they do not expend enough time and attention to LCM development—While larger, established 
biopharmaceutical companies may have more internal resources available (in terms of both staffing and 
funding), the corporate structure of larger companies tends to be more highly matrixed. This creates 
inevitable silos between the clinical development and commercialization sides of the business. These silos 
create communication gaps, blind spots and structural issues, as well as competition for internal resources 
and competing priorities across the different sides of the organization. Too often, the product portfolio of 
a given therapy is handed off from team to team throughout its developmental life, resulting in less “chain-
of-custody” consistency in terms of the longer-term initiatives that are needed to ensure broadest possible 
success of the product from market launch to beyond the patent sunset period.

Similarly, lack of continuity in terms of the executive leadership across different business units can lead to 
confusion, lack of vision or lack of commitment among senior executives about, not only the importance 
of LCM, but who should play a role and how such efforts should be financed internally. Such barriers often 
allow the process of developing a longer-term LCM plan to be overlooked or postponed in favor of the 
pressure to focus on shorter-term quarterly and annual business-development plans. 

Why they should—Even though large biopharmaceutical companies typically have multiple therapies on 
the market at any given time, each produces revenue that will be limited by the approval of one or more 
generic competitors. Yet the ability to maximize the revenue streams from all branded therapies in the 
company’s portfolio is essential to recovering sunk costs expended to bring each therapy to market, 
and to financing ongoing development work to move promising new investigational therapies through 
the process to market launch. In other words, failure to “turn over every stone” to keep existing brands 
vital—through a viable, long-term LCM strategy that considers all possible product variations that could 
extend market exclusivity—literally reduces or eliminates the longevity and patient, provider and company 
benefits from the asset.

Defense Strategy Risk Profiles 

Exclusivity extension strategies represent potentially lower-risk, higher-impact strategies.
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Biopharmaceutical companies that fail to prioritize the development of a robust LCM strategy early 
and efficiently to extend the viability of lucrative branded therapies are missing a huge opportunity 
and overlooking optimizing the brand’s value to the patient, provider and marketplace. While the 
composition of the team working on the LCM will vary depending on the size of the company, ideally, the 
effort should be driven by a true “top down” edict starting with the chief executive officer, and should 
involve collaboration between the commercial and clinical parts of the organization. To be successful, 
the development of the LCM strategy also needs strong communication plan and commitment from the 
C-Suite, with very tangible expectations on timing and execution.  



MAXIMIZING MARKET POTENTIAL 

Chapter 2: The Key Components  
to a Strong and Viable Lifecycle  
Management Plan 

Without an overarching LCM strategy, the development and execution of the annual 

business plan will be shortsighted and will not incorporate the yearly milestones that 

must be met if longer-term goals for the brand are to be pursued.

In recent years, the development of lifesaving therapies has experienced an enormous 

ongoing evolution, often involving significantly new and different approaches to drug 

development, utilization and delivery. For instance, the expansion of the traditional 

drug development paradigm, from small-molecule therapies to biologic therapies, 

has ushered in monumental changes for all stakeholders—the pharmaceutical 

manufacturer, prescriber, payer and patient. Today’s advanced therapies have not 

only continued to improve the clinical outcomes for patients, but have created new 

challenges and new opportunities with respect to the underlying technology platform 

and subsequent manufacturing, distribution and access requirements.

© 2022 Syneos Health®. All rights reserved.
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Many of these changes have also created fresh opportunities 
for innovative drug developers, or owners of the successful 
brand franchise, to think about extending the lifecycle 
of their pharmaceutical assets in a way that continues to 
maximize the clinical benefit for patients and extend the 
product’s ability to remain viable in the marketplace long 
after the therapy has lost its patent protection and market 
exclusivity. The ability to develop a thoughtful and creative 
LCM strategy early in the lifecycle of the asset, and to 
properly fund the opportunities that are mapped out in the 
LCM plan, has enormous financial implications, allowing the 
company to:

  Recoup the development costs associated with the 
novel therapy

  Increase asset longevity to help fund ongoing drug 
development efforts

  Provide patients and healthcare providers (HCP) with 
innovative advancements to current standard of care

  Provide for business development options, in that this 
puts another asset into the company’s portfolio

When it comes to biologic therapies in particular, which 
are often based on a patented technology platform and 
cell line, there may be additional opportunities to use the 
existing platform technology to develop other successful 
therapy options. Such follow-on therapy options may 
be pursued for the original therapeutic indication or for 
additional therapeutic areas of need. Additionally, the 
technology platforms that are developed to yield approved 
biologic therapies often have novel process technologies, 
manufacturing and monitoring techniques associated 
with them. These novel technology components should 
also be explored thoroughly during the development 
of a comprehensive LCM plan, to identify all possible 
opportunities to extend the product’s life. 

1

2

3

4
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FIGURE A 
Pharmaceutical companies should think broadly when assessing potential opportunities to extend the lifecycle of their 
valuable brands, considering all potential opportunities to extend the life of the product after its initial patents have expired
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During efforts to explore and carry out a comprehensive LCM plan, stakeholders should leave “no stone 
unturned” in the search for opportunities to fully leverage the underlying clinical breakthrough and all 
associated technologies. The goal is to extend the brand’s reach over time by using all relevant extension 
strategies that are available to the pharmaceutical company (Figure A). Successful LCM initiatives aim 
to deliver additional clinical options and opportunities (for both the patient and the prescriber) and 
improved clinical outcomes, while creating additional financial opportunities for the innovator company, 
in terms of extending the ability of the company’s proprietary assets to create ongoing cash flow and 
improved return on investment (ROI), even after the initial patents have expired.
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Develop the LCM plan first—then use it to inform annual  
and quarterly business planning
As we have noted, the traditional approach to pharmaceutical brand management for most companies has 
tended to focus on annual business plans, which create goals that must be met on a quarterly and annual 
basis. However, without an overarching LCM strategy, the development and execution of the annual plan 
will be shortsighted and will not incorporate the yearly milestones that must be met if longer-term goals for 
the brand are to be pursued.

A more winning strategy is to commit to developing a robust LCM plan—as early as possible in the  
product development lifecycle—and to have that comprehensive document create the backdrop  
against which all future yearly business plans are developed and funded. When this approach is used,  
the annual business development plans will be able to incorporate the steps needed to keep advancing  
the opportunities identified in the LCM plan, and importantly, will be able to allocate the appropriate 
resources to keep the plan momentum going over time.
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Getting started: Five key questions to explore during LCM  
plan development
To develop the most comprehensive and valuable LCM plan, the senior commercial team should explore 
five important questions. The findings from this strategic effort will help stakeholders to recognize all viable 
opportunities that may be able to help extend the brand franchise, and importantly, this exercise will then 
help the team to both weight and prioritize the most winning strategies (Figure B).

FIGURE B 
During the effort to develop a comprehensive LCM plan, the team should evaluate the implications of each proposed idea on 
different internal and external stakeholder groups, so that relevant tactics can be developed to ensure success

Brand optimization and lifecycle extension strategies need to be supported by targeted, 
relevant tactics that are customized to specific situations faced by the asset
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Question 1. What are all of the potential product opportunities associated with the brand?   
When considering this question, it is helpful to think about the impact and implications that any potential 
product extension may have on the four important stakeholder groups: patients, HCPs, payers and the 
innovator company. For instance:

• For patients—There may be significant clinical benefit (and business opportunity) for patients if the 
original approved therapy may yield additional approved indications within the same therapeutic  
space, or address an unmet clinical need in a different therapeutic space. Similarly, newer formulations 
(for example, liquid versus solid, or oral versus injectable) and improved dosing strategies (such as  
a once-daily dosing versus dosing that must be carried out several times each day) may be welcomed  
by both the regulatory and clinical communities as important advances to help improve patient 
adherence to therapy

• For HCPs—Physicians value product advances that are able to deliver improved clinical outcomes  
and specific alterations aimed at improving ease of use (by newer formulations, advantageous dosing 
strategies and less-burdensome self-administration options), as such attributes are often able  
to help remove some common barriers that undermine the patient’s adherence to therapy

• For the innovator company—The ability to extend the length of time of the branded therapy, and  
any spinoff products or product improvements, yields several tangible benefits. Such efforts can help  
to create a sustained revenue stream over time, even after the initial patents may have expired and 
generic options have entered the marketplace. Such efforts can help to build and maintain a favorable 
reputation among the public and investors, signaling that the company continues to harness innovation 
to meet an unmet clinical need for patients. It also favorably positions the company for additional 
business development opportunities

Question 2. How should the most viable opportunities be prioritized?  
Ideally, the stakeholder group should first identify and then closely examine all of the viable LCM 
opportunities associated with the branded therapy. These include future opportunities that are associated 
not only with the initial therapy itself, but with the underlying technology platform and any patented 
manufacturing processes or techniques, new indications, novel packaging or self-administration options 
associated with the therapy. 

Once all of these valuable attributes have been identified, the team should create a comprehensive matrix 
that aims to develop benefit/risk scenarios and cost/benefit analyses associated with each opportunity. 
Such a matrix should consider the future opportunities through several lenses that ask:

• What clinical benefit may it provide to patients and prescribers?

• What resources and timing would be involved—from a clinical development and commercial 
standpoint—to pursue the opportunity?

• What challenges and opportunities must be envisioned and managed in order to secure favorable 
market access and reimbursement for the patient?

• What novel regulatory and manufacturing challenges would need to be addressed in order to pursue 
the opportunity?

• What would be required to pursue regulatory approval?

• What patent opportunities are available and what resources would be needed to pursue them?
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Throughout this exercise, the biopharma stakeholder team must think about the internal and external 
resources that would be required in terms of head count, budget, capital investments, new process 
technologies and more. Once such details are captured in the LCM plan, it is much easier to create realistic 
yearly business plans, allowing for practical tactical planning that also keeps the momentum going on the 
longer-term opportunities identified in the brand’s comprehensive LCM plan.

A collaborative working session should aim to document on paper all of the potential opportunities to 
extend the brand’s clinical and financial reach. Once this is done, itemizing the required efforts to weight  
and prioritize the opportunities based on the resources required, and the likelihood of success, will present 
many challenges.  

Typically, this stage can become the most contentious part of the process. First, the team will need to reach 
consensus in terms of how to develop relevant ratings that can assess and prioritize the opportunities. 
Establishing the logic and ratings system to evaluate and prioritize the potential opportunities will require 
the buy-in from a broad coalition of internal and external constituents, each of whom brings a different 
perspective to the challenge at hand. By way of example, those that recognize the strong potential clinical 
benefit of the proposed brand extension may face some resistance from stakeholders in the manufacturing 
department if the production of the proposed new product will introduce costly technical challenges or 
capital investments.

Question 3. What data will be required by prioritized opportunity?  
The types of clinical, market research and payer data that will be required to pursue potential LCM 
opportunities will depend on the type of opportunity itself. For instance, does the opportunity for brand 
extension involve a full, new clinical-development Phase III program? Or is it a Phase IV opportunity that 
would require a post-approval Real World Evidence (RWE) publication strategy? Will the opportunity that 
is being considered require the development of new PK/PD data and data related to potential adverse 
events? On a scale of one to 10, does the potential commercial value of the opportunity outweigh the 
clinical development program and manufacturing resource that would be required to pursue it in order 
to justify giving it a high-ranked priority and ultimately pursuing it? These are the types of questions the 
team must consider. 

Question 4. What are the investment and resource requirements?  
The potential resource requirements must be examined across the entire development continuum.  
For instance, the team must consider new clinical studies that might be needed and how extensive  
and costly they will be, resources that will be required to seek regulatory approval and pursue and  
defend patents, and new investments in process technologies or personnel that may be needed to  
carry out the manufacturing.
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During the development of the LCM plan, the team should evaluate all potential resources that may be 
required—across each of the categories mentioned below—as the resulting insights will help to inform  
the prioritization of each opportunity for brand extension: 

• Clinical: What clinical resource will be required? Is it a full clinical program, or something else? 

• Legal: How secure are the underlying patents safeguarding the therapy? What are the competitive 
barriers? What is the potential exposure associated with generic entry into the market space?

• Regulatory: Is it a 505(b)(2) pathway product? Is it a new drug application (NDA)?

• Commercial: What dedicated staffing and other resource requirements will be needed, and how will  
these impact annual budgets?

• Manufacturing: Will the new opportunity engender additional capital or equipment requirements  
and validation? Will additional FDA approvals be required?

Question 5. How do the final prioritized opportunities fit into the macro company  
strategy/strategies?  
In some cases, a thorough LCM strategy review will uncover potential opportunities that would involve 
pursuing additional approved indications in a therapeutic state that is different from the original one.  
When this is the case, additional questions must be considered. For example, if an oncology brand may 
have an opportunity to pursue regulatory approval for use in the central nervous system (CNS) space,  
there will be an additional—but potentially overlooked—impact on the current funding/investor strategy 
and the internal and external communications plan. And the team will need to assess how this potential 
opportunity aligns with the overall macro corporate strategy.
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When reviewing potential product opportunities, think broadly
When brainstorming all of the options that may be considered as part of the LCM strategy, all potential 
opportunities should be explored.  This includes not only potential new therapeutic indications for the 
existing therapy, but novel packaging options, novel delivery or self-administration systems, improved 
dosing strategies, opportunities to address different customer segments and more.

During this exercise, all candidate opportunities should be organized in terms of these three  
categories—Grab, Grow, Protect—as each category will require different strategies:

Grab 
This category refers to opportunities that may exist to capture market share from one  
or more existing market leaders in the therapeutic space of interest 

Grow 
This category refers to opportunities that could help to expand the market

Protect  
This category refers to an opportunity that could provide a defensive mechanism or hedge  
to preserve market share in the event of future new entrants into the space (both branded 
and generic)

Prioritizing the full list of opportunities. As noted above, the work 
required to prioritize the most opportune options for extending and 
expanding the branded therapy’s clinical and financial reach is typically 
a contentious challenge. To help guide the effort, the team should 
consider each potential opportunity in terms of its ability to address 
three important objectives:

Addressing an unmet need

Serving a new or different customer segment 

Having the feasibility to implement opportunity

Addressing an unmet need. If a brand team is going to commit 
resources to a project, there needs to be an unmet clinical need in  
the marketplace. In today’s reimbursement/access environment, 
follow-on or “me-too” products no longer make good business or 
clinical sense. Unless your value proposition addresses an unmet 
clinical need the asset will not get reimbursement, so do not pursue. 
As such, evaluating each LCM opportunity through the lens of an 
unmet need provides a good way to winnow the list.

1

2

3
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Requirement Criteria  
Meets or Exceeds Established Internal Threshold

Clear Benefit

Actionable in Nature

Level of  Supporting Evidence

Name

Level of  
Confidence

(25%)

Description Scoring Range
Range Definition

Level and quality  
of evidence that the 

LCM opportunity  
is viable

5 (High)

3 (Medium)

1 (Low)

Positive evidence of viability with analogues of products 
in same class of asset

Evidence of viability with strong legal, regulatory or 
clinical references but not analogues

No evidence of viability based on analogues  
or references

Range Definition

Serving a new or different customer segment. For example, if the company has a field sales force of  
50 or fewer people calling on institutions of excellence for an orphan drug, but with the benefit of the 
comprehensive LCM plan is now able to pursue an approval to use the therapy in a broader primary care 
space, additional staffing and resources will be needed to support this rollout. In this instance, if there is a 
strong business case and appropriate ROI to support an outsourcing business strategy for this new 
opportunity, then it should be considered as well, in order to not deviate from the company’s core 
capabilities and mission.

Having the feasibility to implement the opportunity. Undoubtedly, the team will be able to identify many 
compelling ideas, but if the opportunity does not make sense from a clinical, regulatory and/or financial 
standpoint, it should not receive a high priority because the feasibility challenges (and poor ROI) will likely 
undermine the potential success of the opportunity (Figure C).

FIGURE C 
A consistent approach should be undertaken to evaluate the feasibility of each potential LCM initiative, and to prioritize these 
based on agreed-upon metrics that are most relevant to the therapy itself and the objectives of the brand team and company 
as a whole

LCM Opportunity Evaluation Criteria

Commercial Attractiveness Technical Feasibility

Strategic Fit Revenue 
Potential

Cost Basis Scientific 
Requirements

Probability  
of Success

Operational 
Integration
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Identify the data requirements by the prioritized opportunities
Once the team has established and prioritized a list of potential opportunities, it is time to identify all of  
the specific data requirements that will be needed to pursue the effort. Different types of brand extension 
opportunities will require different levels of clinical and other data:

Will currently available clinical data suffice, or will new data need to be generated? To come up with  
the answers, the team should consider the following questions: Were there signals observed during  
the phase III program that might indicate likely success in a full clinical program? Are there secondary 
endpoints in the earlier clinical programs that warrant further exploration for additional 
consideration? Are there published data in the public domain from independent research that  
indicate activity in a certain disease state or patient type that would warrant further exploration?

Are there opportunities to carry out studies involving real-world data to yield clinically relevant RWE? 
Many potential LCM opportunities can be supported by clinical and/or financial findings that can be 
demonstrated via carefully designed, statistically valid RWE studies.

Are there opportunities to carry out data-mining efforts to support the opportunity? Data mining has 
become even more important than ever, to help support new product opportunities and advance  
or defend the product’s position with payers (that is, to help inform favorable formulary placement, 
drug pricing and reimbursement).

Are published data or other forms of directional in-house data available to support the clinical 
program? The LCM team should identify opportunities to use existing stability data, additional data 
from the underlying registration studies and clinical trial, dose-ranging studies, studies of secondary 
endpoints, carcinogenicity analyses and more, when exploring all possible opportunities in the overall 
LCM strategy.

Evaluate the impact on reimbursement and access
Throughout the healthcare industry, value and access are key drivers for all stakeholders, so the 
reimbursement and access landscape is more important than ever as clinical development plans are being 
developed, prioritized and funded. Without full support from payers, pharmaceutical products will not be 
able to enjoy full commercialization opportunities and market success. As a result, robust consideration of 
all issues that could impact market access and reimbursement must be a guiding force throughout all LCM 
strategy development plans and should begin as early as possible in the process. In a very real sense, the 
clinical benefit of any branded pharmaceutical offering is only theoretical if patients are not actually able  
to access the product in the marketplace.

Evaluate all investment and resource requirements
As the team of stakeholders continues to work through the many thorny issues associated with  
LCM strategy development, the following questions should also be considered:

What is the impact on timing of opportunity?

What impact will each opportunity have on funding events for the company?

What infrastructure considerations must be considered and overcome?

1

2

3

4

1

2
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Commercial Attractiveness Technical Feasibility

Strategic Fit Revenue 
Potential

Cost Basis Scientific 
Requirements

Probability  
of Success

Operational 
Integration

A key strategy component: The internal and external communication plan 

The opportunities and challenges associated with creating a viable LCM strategy are considerable. 
As the stakeholder group moves through the process of identifying potential opportunities to help 
a successful product extend its clinical and financial reach as it is nearing the end of its period of 
patent-protected market exclusivity, the importance of compelling timely internal and external 
communications cannot be emphasized strongly enough.

Once the effort has yielded a short list of highly prioritized opportunities (Figure D), the 
communication strategy should evaluate the types of messaging and the critical timing that will be 
needed to engage both internal and external stakeholders. The goal is to maximize the buy-in and 
resource allocation from internal stakeholders, and to keep the clinical, investor and regulatory 
communities informed as other initiatives are being pursued by the company. At the end of the 
day, effective, timely communications will help to grease the wheels of progress as these promising 
LCM opportunities continue to move through the process toward execution.

FIGURE D 
When evaluating the feasibility of each initiative being considered, and aiming to prioritize the most promising ones, a variety 
of criteria must be employed, ranging from commercial attractiveness to technical feasibility

LCM Opportunity Evaluation Criteria: A Deeper Dive

Fit with  
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Organizational
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Clinical  
Success
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Commercialization  
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Impact IP Barriers Regulatory  

Success
Operational 
Complexity

Development  
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Breadth  
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Clinical  
Risk/Benefit

Potential for  
Target Pricing

Growth  
Potential
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Does the opportunity fit with the company’s overall macro strategies?
To enable the broadest possible support for any promising LCM initiatives, the stakeholder team should 
“kick the tires” on the opportunity, by considering it through each of these important lenses:

• Current and future business plans—The initiative must fit well into existing and planned business 
development plans that are being pursued by the company, the division and the actual product  
brand team

• Fit with organizational design, funding and long-term strategic planning—The opportunity ideally  
should fit well into the infrastructure and capabilities that the company currently has within the 
targeted disease state

• How will the opportunity be viewed by other stakeholders—The team should consider what the  
external investment community will say about the proposed initiative(s) and help key stakeholders  
to understand the strategic insights of the program and opportunity 

• Strong internal and external communication plan—The overall rationale, timing and resourcing 
requirements should be spelled out in a concise and routine manner   
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MAXIMIZING MARKET POTENTIAL

Chapter 3: Key Strategies  
for Pharmaceutical Lifecycle  
Management Planning  

When conducted properly, a thorough LCM evaluation will guide the early 

development of a promising investigational therapy. It also identifies both future 

opportunities and risks that could positively or negatively impact the clinical and 

financial success of the initial product and encourage or discourage the pursuit of 

related products in the larger branded franchise. As branded therapies (both small 

molecule and biologics) have a finite period of market exclusivity and will inevitably 

reach their patent cliff, losing market share and corresponding revenue once generic 

or biosimilar options enter the marketplace, it is in the company’s best interest to 

identify parallel pathways that may be available to invest in the existing asset versus 

the incredible time and expense associated with an NCE, by creating alternative 

opportunities to develop additional patient-centric options based on the initial 

branded therapy, as early as possible in the overall lifecycle of the initial product. 

Failure to commit to a robust LCM strategy creates a major missed opportunity for 

biopharmaceutical companies.

Parallel efforts to seek modified product forms, novel dosing or administration 

strategies, new approvals in additional therapeutic spaces and/or a switch to an  

over-the-counter (OTC) designation for the product, are all viable options to consider 

during a robust LCM strategy development, and each of these is discussed below. 

However, none of these options can be executed quickly—rather, long time horizons 

and sustained commitment in terms of funding, personnel and other internal and 

external resources, will all be required.
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When a detailed LCM plan is developed, it can and should be used to inform annual business planning 
cycles for the product. Without the benefit of a robust LCM plan — one that has identified opportunities 
and risks well into the future — efforts to manage growth of the product based solely on annual revenue 
cycles will be hampered by a lack of knowledge and vision.

Strategies for the four phases in any pharmaceutical product’s life
As shown in Figure E, the natural lifecycle of most biopharmaceutical products includes  
four main phases:

PHASE  Optimal clinical profile and label

PHASE  Commercialization and market expansion

PHASE  Harvest mode or ideally, LCM implementation

PHASE Continued brand value contribution well past patent expiry

FIGURE E 
Most branded biopharmaceutical products follow a familiar trajectory during their lifecycle, moving through the four phases 
shown here. A comprehensive LCM strategy will aim to identify opportunities and risks at the earliest possible time, and use 
those insights to inform and prioritize future decision making and business development efforts
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This chapter discusses specific strategies that can and should be considered during each of these four phases, 
to help expand and extend the viability of the brand throughout each of the four phases in its lifecycle. 

Phase 1: Optimal clinical profile and label. The old “if you build  
it, they will come” strategy in drug development is both risky and 
outdated and will create both reimbursement and access challenges. 
Recent history has shown that both the regulatory community and the 
payer community have little appetite for so-called “me too” products 
that add very little clinical innovation or additional benefit to patients 
compared to products that are already available in a given therapeutic 
space. The landscape is littered with products that were introduced 
with only minor modifications to their profile, and they rarely manage 
to take market share away from established therapy options.

Unless a new therapy introduces demonstrable benefits in terms  
of improved clinical outcomes, addressing an unmet clinical need,  
or providing direct patient benefit in another fashion (for instance, 
with an improved side effects or safety profile, greater ease of 
administration, tolerability and so on), payers are more likely to  
create prior authorizations, or provide less-favorable reimbursement 
or formulary positioning.

Thus, the overall access strategy for any pharmaceutical product and the ability to maximize 
reimbursement from payers is as important as the product’s clinical profile. If there are any issues  
that would prevent broad patient access and adequate reimbursement of the product, they must be 
identified as early in the development process as possible, so that an action plan can be instituted that  
enables the development team to pivot in order to ensure broader reimbursement and access once the 
therapy receives regulatory approval.

Similarly, efforts to develop the LCM plan for any investigational drug that is being pursued should also 
attempt to evaluate the future landscape, in terms of emerging technologies, diagnostic techniques, clinical 
laboratory-testing capabilities and other interventions that may need to be considered during the product-
development stage.

When companies are considering a potential portfolio of new opportunities to pursue, they should consider 
that most of the primary care diseases are well covered in terms of parallel therapy options. That being 
said, there is an appropriate trend toward pursuing high unmet-need areas such as oncology or orphan 
drugs for rare diseases, which will likely provide a stronger path forward—one that is less likely to be 
impacted by reimbursement and access issues, and more likely to enable first-in-class approvals or entry 
into therapeutic spaces where innovation is rewarded and recognized.

Smaller companies and startups in particular, which have inherently limited financial and human capital, 
will benefit from efforts to develop a detailed, thoughtful LCM strategy as early as possible. When a 
company only has the bandwidth to pursue a single investigational therapy at a time, pursuing one  
that is unlikely to be successful once it enters the market makes poor business sense. A pipeline  
drug should not be pursued unless an extremely strong value proposition can be articulated for it.
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Phase 2: Commercialization and market expansion. Ideally, during efforts to develop the LCM strategy, 
stakeholders should aim to identify multiple potential opportunities that could expand branded franchise 
over time. It is critical for the initial approved therapy to establish a beachhead from which future 
opportunities can be envisioned and pursued. This initial entry point for the brand in the commercial 
market is the pivot point for all future LCM strategies.

As we have discussed in previous chapters, smaller pharmaceutical companies and startups are typically 
very resource constrained, and thus will not be able to pursue multiple opportunities concurrently. 
Nonetheless, the ability to identify all relevant opportunities and related risks as early as possible will 
help the company to pursue the initial therapy option that has the best chance of commercial and 
clinical success.

By contrast, larger, established biopharmaceutical companies often have access to sufficient funding, but 
the size of the organization typically creates silos and bureaucracy, and a strong focus on immediate 
revenue goals related to the launch. The lack of vision and coordinated planning will undermine efforts to 
optimize any pharmaceutical launch. To be truly successful, all pharmaceutical brand teams must be 
envisioning parallel opportunities that can be pursued over time, to help to expand the overall clinical and 
financial footprint of the branded franchise throughout its life, and enable ongoing revenue generation 
even after the initial product has reached its patent cliff.
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Phase 3: Harvest mode or ideally, LCM implementation. This is the phase in any branded  
pharmaceutical product’s life where a variety of proven tactics can be explored to create real  
opportunities for ongoing revenue streams and broader clinical impact for patients. To guide this  
effort, stakeholders should carry out a Brand Diagnostics Exercise and Landscape Assessment, using  
the decision-tree logic shown in Figure F.

FIGURE F 
Use this decision-tree logic when scoping out the current and future opportunities and identifying risks associated with a 
promising branded therapy. Efforts to assess the impact in each of the six categories listed in this figure will yield important 
insights during the LCM strategy development

Brand Diagnostic Exercise — Internal Assessment
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Is our  
clinical profile 
appropriate?

Sales
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the right size and 
performing well?

Distribution

Is there a plan to 
leverage the 
distribution 

strategy?

Marketing

Is the marketing 
plan appropriate 
given the state of 

the business?

Operations

Cost of goods sold 
(COGS)?

Unit cost?
Number of  

stock-keeping  
units (SKUs) 

required?

Pricing & Access

Is the pricing 
strategy adequate?

Is the brand 
preferred?

Are there any  
access restrictions?

Lifecycle What current stage is the brand?

Brand Performance
How does the brand compare to other players?
What is the market position/share?
Is the brand performance in-line with the vision?

Gap Analysis
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As shown in the decision tree depicted in Figure B, 
the current and future strategic planning needed to 
optimize any brand franchise will have implications 
across six key areas:

• Pricing 

• Operations

• Marketing

• Distribution

• Sales

• Clinical profile

The questions shown in the figure will help to 
identify key drivers and barriers not only for the 
product at hand, but also for all competitive 
products that are already available and for future 
competitors that may be under development in the 
pharmaceutical pipeline. If possible, the competitive 
landscape should be assessed in terms of what is 
likely to happen over the next three to five years. 

Note that such an assessment should also evaluate 
the patent expiry dates for all products that are 
already currently available in the same therapeutic 
space, as well. The ultimate goal is to better 
understand the long-term size and viability of the 
overall market and use inputs to identify which are 
the most viable opportunities to pursue, among 
multiple possibilities that may have been identified 
in the LCM plan.

This landscape assessment exercise will then  
help the team to identify critical gaps (related to, 
say, safety, efficacy, cost effectiveness and more)  
in both the clinical and commercial aspects of the 
branded franchise, which can then be prioritized 
appropriately. In some cases, this exercise is also 
able to identify areas of unmet need, which can help 
to sharpen the focus on brand extensions that may 
be able to secure favorable reimbursement terms 
and formulary positioning.

Figure G provides additional information for how to 
formalize the gap analysis process. Such effort 
should categorize the identified gaps according to 

four key categories. The findings will help to inform 
ongoing activities, funding and personnel that would 
need to be deployed to rectify them:

• Payer considerations

• Regulatory strategy

• Market trends (especially as these relate  
to unmet clinical needs)

• Competitive landscape

A thorough assessment of all of the gaps related to 
these parallel categories will also help the drug 
manufacturer to prioritize which potential issues 
create insurmountable barriers that could hinder 
full brand success in the marketplace, and which 
ones could be managed with sufficient effort, 
including dedicated corporate support and 
appropriate funding.
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The important takeaway at this step of the LCM strategy development is to not only identify the gaps, but to 
develop an action plan that can begin to close the gaps. The ability to address recognizable gaps as early as 
possible in the process will help to strengthen the overall success profile of the branded franchise and can 
help stakeholders to avoid wasted time and effort when it becomes clear that the chance of success is 
significantly hampered by an issue that has been identified early on.

FIGURE G 
Once the landscape assessment and gap analysis have been carried out, the gaps and challenges impacting the brand’s future 
opportunities should be organized in terms of these four categories 
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Phase 4: Continued brand value contribution well past patent expiry. The arrival of the patent cliff  
can be avoided with strategic intervention, but can also be catastrophic. Figure H shows a variety of proven 
tactics that can be considered for any given branded therapy, with each of these options characterized in 
terms of relative risk and impact. 

FIGURE H 
Competing strategies that can be considered to help drug manufacturers extend the clinical and financial reach of their 
branded products each have varying degrees of relative risk, which must be assessed to help stakeholders prioritize the 
opportunities

Defense strategies for branded prescription products have varying relative risk.  
OTC conversion is generally riskier than strategies that extend exclusivity.
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Focus on one strategy option —  
Example: Converting an Rx therapy to  
an over-the-counter (OTC) product
The process of seeking regulatory approval to take a prescription 
medication to an over-the-counter (OTC) formulation has become  
a popular strategy in recent years, as one option to help drug 
manufacturers preserve market share after the therapy has lost its 
patent exclusivity and to provide the patient with continued access  
to an important therapy. 

Patients who are already loyal to a branded therapy tend to like this 
approach, as they are then free to purchase the medication directly 
from the pharmacy without the need to see a physician and get a 
prescription. And payers typically appreciate the switch, too, as it 
immediately takes that branded product off of the health plan in terms 
of coverage and formulary management. This helps to reduce the 
per-patient and overall health plan spend for high-cost medications 
that don’t yet have a generic alternative available.

However, pursuing an Rx-to-OTC strategy can be more  
complicated than it initially appears (Figure I). For instance:

• What are the time and budget requirements to manage the 
regulatory process for pursuing an Rx-to-OTC conversion?

• What is the overall value proposition of such a switch?

• What is the revenue forecast, understanding that the OTC price 
will be significantly reduced, so the strategy for revenue growth  
is based more on volume than price?

• What hidden costs will be required, for instance, to secure retail 
shelf space, and create incentives and direct-to-consumer (DTC) 
advertising to raise brand awareness and loyalty for the OTC 
product?

• How will the changing commercial infrastructure and capabilities 
impact patient access to the OTC brand, for instance, no need  
for a doctor’s prescription?

• What is the long-term revenue opportunity, given the  
compressed margins?
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Meanwhile, the switch to an OTC designation also creates new logistics and distribution challenges, as the 
product will now be flowing through the retail pharmacy sales channel, and not through the traditional 
wholesale route. Drug manufacturers must realize that there are many costs associated with maintaining a 
strong leadership position in any OTC product, and specialized expertise is needed. They should consider 
developing third-party partners to assist with this business-development strategy if they don’t have 
sufficient expertise or internal experience.  

FIGURE I 
Many complex issues must be investigated when considering efforts to transition a given branded therapy to an OTC 
product, as that move has implications in terms of regulatory approval, pricing, marketing, and logistics and distribution 
through retail channels
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Chapter 4: Case Studies in Optimal  
Lifecycle Management  

Due to limits on patented market exclusivity, branded biopharmaceutical companies 

have a maximum period of time in which to recapture their investment and 

recognize the revenue opportunity. However, when the manufacturer invests the 

time and resources needed to conceptualize and carry out detailed LCM planning, 

the opportunities for ongoing positive clinical and patient impacts and revenue 

generation can be extended.

This chapter provides an in-depth discussion of two LCM success stories, one related 

to the company-wide approach, and the other focuses on the successful extension of 

the lifecycle for one product.

The inevitable patent cliff represents a critical challenge for biopharmaceutical 

companies everywhere, whether they are safeguarding their traditional small-

molecule therapies or higher-value biologic therapies (Figures J1 and J2). 
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Most biopharmaceutical products follow 
a natural lifecycle from discovery through 
patent expiry. As noted throughout this 
book, with diligent LCM planning and 
execution, drug manufacturers can extend 
the period of post-patent profitability rather 
than have the branded product experience 
a precipitous drop in revenue the moment 
generic alternatives enter the market

FIGURE J1 
The potential impact of patent expiry on blockbuster brands impacts all small-molecule drug manufacturers, as significant 
revenue streams are at stake. However, when the brand franchise is able to seek and gain regulatory approval for the drug in 
other therapeutic indications, or carry out an Rx-to-OTC conversion (where appropriate), stakeholders have an opportunity to 
expand and extend the brand’s period of profitability

Billions of dollars in small molecules are generic or will be generic. Proper planning will  
help product innovators maximize pos-LOE revenues despite the influx of generics

Small Molecule Revenue  
Exposed to Year of Patent Expiry
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Source: Evaluate Pharma, May 2014

Note: Some assets have ongoing patent litigation/disputes. Revenues 
exposed to patent expiry are actual (when available) or forecasted 
revenues for the year prior to patent expiry.

Key Small Molecules with Patent Expiry

Drug Expiry US Sales ($B) 
(Year prior to LOE)

Baraclude Feb 2015 1.64 (f)

Abilify Apr 2015 4.09 (f)

Gleevec Jul 2015 2.00 (f)

Crestor Jul 2016 2.52 (f)

Seretide/Advair Aug 2016 3.74 (f)

Zetia Dec 2016 1.37 (f)

Zytiga Nov 2017 1.42 (f)

Viagra Dec 2017 1.26 (f)

Spiriva Jan 2018 2.72 (f)

Lyrica Dec 2018 2.82 (f)

Gilenya Feb 2019 1.67 (f)

Xyrem Jul 2020 1.49 (f)
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As emphasized throughout this series, once a detailed LCM has been developed, one that assesses all of 
the potential opportunities for lifecycle extension from both a commercial attractiveness and technical 
feasibility point of view (Figure K), it can and should be used to inform the annual tactical planning and 
budgeting cycles for the product, to ensure that appropriate attention and resources are available to 
carry out the various initiatives. None of the promising options that have been identified in a robust LCM 
plan will be carried out in short-term fashion. Rather, all are multi-year projects involving stakeholders in 
various parts of the organization, so creating an environment that can carry out a sustained, coordinated 
LCM effort is critical to the success of the brand.

FIGURE J2 
Unlike small-molecule branded therapies, which are highly exposed to rapid revenue reduction once generic alternatives 
become available, today’s high-value biologic therapies face less risk of immediate competition as many barriers to entry still 
remain for biosimilar products, from technology to regulatory challenges. Nonetheless, manufacturers of biosimilars should 
pursue a thoughtful LCM strategy to help safeguard the asset and allow it to maintain the largest possible clinical reach

Biosimilars Present an Interesting Opportunity or Challenge… 
An Increasing Number of Biologics Are Losing Exclusivity over the Next Six Years

Biologics Revenue Exposed  
to Year of Patent Expiry 

Note: Some assets have ongoing patent litigation/disputes. Revenues 
exposed to patent expiry are actual (when available) or forecasted 
revenues for the year prior to patent expiry.
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Key Biologics to Lose Exclusivity  
over the Next 6 Years

Drug Expiry US Sales ($B) 
(Year prior to LOE)

Lantus Feb 2015 5.94 (f)

Neulasta Oct 2015 3.53 (f)

Humira Dec 2016 6.50 (f)

Remicade Dec 2018 4.54 (f)

Rituxan Dec 2018 3.83 (f)

Xolair Dec 2018 1.00 (f)

Levemir Jun 2019 1.59 (f)

Herceptin Jun 2019 1.88 (f)

Avastin Jul 2019 3.02 (f)

Lucentis Jun 2020 1.87 (f)

Botox Jul 2020 2.16 (f)
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FIGURE K 
It is important to identify and prioritize all of the potential opportunities that could benefit the brand when developing  
the LCM plan. Each opportunity must be assessed in terms of important metrics associated with both commercial  
attractiveness and technical feasibility. This will help the team to both assess and prioritize the most promising  
options for brand lifecycle extension

Commercial Attractiveness Technical Feasibility

Strategic Fit Revenue 
Potential

Cost Basis Scientific 
Requirements

Probability  
of Success

Operational 
Integration

LCM Opportunity Prioritization Criteria

Fit with  
Long-Term Vision

Organizational
Capabilities

Addressable  
Patient Population

Level of Clinical 
Evidence

Clinical  
Success

Alignment with 
Existing Platform

Commercialization  
Costs

Market Share 
Impact IP Barriers Regulatory  

Success
Operational 
Complexity

Development  
Costs

Breadth  
of Access

Clinical  
Risk/Benefit

Potential for  
Target Pricing

Growth  
Potential

Prioritization of commercial optimization and lifecycle  
management options establishes the road map for the plan.
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Showcasing winning examples
This article presents two specific examples of exceptional LCM planning and execution:

CASE STUDY  Focus on one company: Company A for its work with the Product X brand 
franchise and its therapeutic product portfolio. This case example focuses on how  
a company sustains a thoughtful and dedicated corporate culture that places strong 
emphasis on LCM planning. This is evident with the success of the company’s Product X 
portfolio of indications and the strategic management and expansion of its therapeutic 
portfolio. Real-world examples discussed below demonstrate how the company’s 
dedication to LCM planning and execution has yielded demonstrable results in the 
marketplace as shown by the growing number of therapeutic indications, formulations, 
delivery systems and OTC franchise.

CASE STUDY  Focus on one product: Company B’s successful conversion of Product Y from a 
prescription therapy to an over-the-counter drug (Rx to OTC). This case example 
focuses on Company B’s pioneering effort to shepherd a successful conversion  
of Product Y to an OTC product. This has helped to greatly extend the clinical and  
financial life of Product Y and support the successful launch of parallel forms of  
the drug to further expand and extend the clinical reach and financial health of  
this blockbuster brand. 

1

2
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Attributes that winning LCM strategies  
have in common
There are several fundamental behaviors that a company should 
adopt to enable a solid LCM strategy to be imagined and executed 
over the entire lifecycle of the branded therapy. These include:

• Commitment to LCM planning as part of the corporate culture

• Appropriate resourcing in terms of both budget and personnel

• Long-term vision and commitment by senior management

• Willingness to explore “built-in” LCM opportunities and generic 
defenses that take advantage of the molecule’s unique 
characteristics and manufacturing requirements

• Superior execution at all levels of the organization

• Alignment between clinical and commercial efforts

• Utilizing multiple strategies to support both individual brands and 
broader product franchises 

Each of these important attributes will be discussed in detail below 
through the case study example involving Company A’s masterful 
management of its Product X franchise.

Case Study 1. Focus on Company A’s initiatives related to  
its Product X brands and its therapeutic product franchise  
commitment to LCM planning. 

As a company, Company A has a strong corporate culture that 
recognizes that the longevity of a valuable biopharmaceutical product 
should not be truncated abruptly once the underlying patent(s) have 
expired. Instead, the company has a strong track record of using 
diligent LCM planning to realize additional opportunities for valuable,  
mature therapies.

From a corporate perspective, the company’s mission appears to 
ensure that all brand teams are not only working to achieve their 
revenue targets and manage their promotional budgets on an annual 
basis, but are also working with a long-term view to explore parallel, 
longer-term opportunities that could help to expand the product’s 
overall clinical and financial footprint. The explicit corporate mantra 
seems to support the identification of innovative new indications, 
delivery systems, formulations, etc. and pursue detailed LCM 
opportunities to keep innovative assets viable long after they have lost 
their patent protection in their respective therapeutic categories.
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Consider as one example the success of the 
company’s Product X franchise. Here are some of 
the ways in which Company A’s commitment to LCM 
planning, per the recommended steps outlined 
above, have yielded demonstrable gains for the 
company, as well as for the patients, physicians and 
healthcare workers in need of these products.

Appropriate resourcing, in terms of both budget and 
personnel. Company A’s pioneering research-and-
development efforts, coupled with its aggressive 
and consistent dedication to LCM planning and 
commitment, has allowed the Product X franchise to 
grow considerably in the 30+ years since it was first 
approved. Today, Product X is now approved for use 
in 14 different therapeutic and aesthetic indications.

Long-term vision by senior management.  
While much of Company A’s focus has been on 
extending the clinical benefits of Product X, the 
company’s parallel success in the therapeutic  
space should be noted and utilized as another 
example of excellent lifecycle management and 
execution. Today, Company A offers more than  
two dozen prescription and OTC product offerings 
in this therapeutic category, including some that are 
practically household names. This provides another 
example of a strong, coordinated corporate LCM 
vision and leadership. 

Willingness to explore built-in LCM levers.  
In regards to Product X, the manufacturing and 
handling requirements and required regulatory 
approvals are significant. This creates a natural 
barrier to entry for generics and provides a built-in, 
albeit likely unplanned, competitive advantage for 
Company A.
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Superior efforts at all levels of the organization. Thoughtful, consistent messaging from the marketing and 
sales leadership at Company A has helped Product X to become a household name like Google or Coke 
whereby the name literally becomes synonymous with the class in which it competes. The ability to leverage 
broad awareness of the product by name and by reputation among both consumers and physicians is not 
happenstance; through consistent corporate focus, marketing and technical expertise and a strong 
communication platform, Company A has been able to achieve what perhaps one other brand, Viagra,  
was able to accomplish.

Alignment between clinical and commercial efforts. Company A’s ability to commercialize Product X in  
14 different indications suggests strong, coordinated collaboration at both a strategic and tactical level. 
Achieving such a broad clinical and commercial platform for any single product — spanning not only 
multiple disease states and cosmetic applications, but both adult and pediatric patient populations,  
as well — requires diligent alignment of resource allocation and long-term strategic planning. 

Meanwhile, as noted above, a strong and consistent publication strategy and advertising campaign to 
disseminate clinical findings and raise awareness has helped to solidify trust in the brand among 
prescribers, patients and consumers.

One can also assume that Company A has developed a strong working relationship with the U.S. Food and 
Drug Administration (FDA) in order to successfully navigate the complex processes required to secure so 
many different approvals for the same product, across multiple indications. This suggests that the company 
has established solid credibility with the Agency and has developed and nurtured world-class capabilities 
with regard to regulatory-submission processes.

Utilizing multiple strategies to support both individual brands and product franchises. Similar to its success  
in expanding the reach and viability of Product X, Company A has also demonstrated consistent leadership 
with regard to its commitment to its multi-product therapeutic product portfolio. Company A was able  
to blend products from an acquired company’s portfolio with its existing therapy offerings to address 
unmet clinical needs and further cement their leadership position in this therapeutic area. Even with the 
integration distractions, their therapeutic leadership continues to display an ability to act strategically and 
grow the franchise through innovation and tactical execution.

Company A had established a strong foothold in both the prescription and OTC markets, and continues  
to pursue a strong pipeline and multi-pronged commercialization strategy to address a diverse array of 
conditions. Demonstrating visionary leadership, consistent LCM planning and execution and commitment 
to appropriate resource allocation, the company continues to enjoy strong market leadership and 
consistent revenue streams for the many products in this therapeutic indication and has been able  
to successfully defend its patents.
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Case Study 2. Focus on the impact of Company B’s Rx-to-OTC conversion of Product Y
Product Y is a widely used over-the-counter medication, and for many patients, its name is nearly 
synonymous with its treatment. The decision to convert Product Y from a prescription therapy to an  
over-the-counter (OTC) product as the product was reaching the end of its period of patent exclusivity has 
proved to be a lucrative strategic move for the company. 

This pioneering move has extended the viable life of this product by decades and has created meaningful 
consumer benefit in terms of allowing patients to access the medication without the need for physician or 
payer involvement. This has greatly extended and enhanced the overall brand longevity and has generated 
significant ongoing revenue in all of the years since patent expiry. This case example demonstrates the 
viability of the Rx-to-OTC option as one of many options to consider when developing a comprehensive  
LCM strategy for any valuable branded pharmaceutical product. 

To further enhance the appeal and utility of Product Y, the company has also continued to develop 
alternative and beneficial product enhancements. Efforts by Company B to use direct-to-consumer (DTC) 
advertising that emphasizes the specific attributes of this medication have also proven to be an effective 
way to sustain brand awareness and trust in the OTC product. In fact, to date, Product Y remains a 
household name, decades after it first received FDA approval, thanks to a strong and sustained  
LCM strategy.

Assessing and then prioritizing the opportunities
One of the most important aspects of any LCM initiative is to identify and then prioritize the potential 
opportunities that are available given the particular strengths and weaknesses associated with the product  
itself and with the overall corporate structure and available resources. Figure L provides a flow chart  
that can help to organize the overall effort of identifying and prioritizing potential options during LCM 
strategy development. 
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FIGURE L
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FIGURE M 
After compiling all of the internal and external variables and conducting a qualitative and quantitative assessment of the 
various opportunities, each company and brand team will be able to identify those opportunities that have the best potential 
to extend the therapy’s financial and clinical impact, long after the initial patents have expired
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Conclusion
The importance of a thoughtful LCM plan for biopharmaceutical companies, as a strategic way to 
expand and extend both the clinical and financial impact of innovative branded therapies beyond their 
patent expiration, cannot be overstated. Here we discussed the need for proper budgeting and resource 
allocation and the importance of having consistent support from senior management to ensure that a 
thoughtful LCM plan would not only be developed in a comprehensive and strategic manner, but would 
also be executed throughout the long life of the therapy. Through planning and learning from successful 
examples, companies have the ability to stave off the sharp revenue decline that comes with patent 
expiry and create a strategy that takes a treatment from development through its entire lifecycle.  

Similarly, Figure M provides a detailed listing of the many proven strategies that biopharmaceutical 
companies can consider when developing an LCM plan for each branded therapy. At the end of the day, 
the goal is to both maximize the potential for return on investment (ROI) of the product and help  
it to extend its clinical and financial reach, long after the patent has expired.
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