
MAXIMIZING MARKET POTENTIAL  

The Key Components to a Strong and 
Viable Lifecycle Management Plan 

This article is the second in a four-part 
series that will cover the essentials 
of LCM planning, development and 
execution for pharmaceutical, life 
sciences and biotechnology companies.

Part 1 discusses why LCM is a key strategy 
for maximizing the market potential 
and clinical reach of high-value branded 
pharmaceutical products, and why the 
LCM strategy must be pursued as early 
as possible, sustained throughout the 
entire life of the brand and used to inform 
business development tactics.

This article (Part 2) explores potential 
LCM strategies and tactics that must be 
considered during the pre-commercial 
stage, to lay the foundation for commercial 
success for the brand. This article discusses 
the optimal timing for execution based on 
each phase of the product or platform.

Part 3 will present two case studies where 
effective LCM planning and implementation 
continues to yield strong results. It will also 
discuss various strategies that should be 
considered during the commercialization 
phase and provide guidance on how to 
prioritize which are the best options to 
consider for the given brand.

Part 4 will focus on how a successful LCM 
strategy can help to optimize brand value 
and retain market share as the product
approaches and moves through the patent 
expiry phase.

By Tim Arendt, Managing Director, Syneos Health®

As discussed in Part One of this series, the lifecycle management 
(LCM) plan associated with branded pharmaceutical therapies 
aims to spell out and prioritize the full range of potential goals 
and opportunities for the product over its entire lifecycle. The 
ultimate LCM goal is to optimize the brand’s clinical and financial 
contributions for the agent, as well as the underlying technology 
platform and all associated proprietary processing and 
manufacturing technologies associated with the brand franchise. 
Ideally, the comprehensive LCM strategy should then provide the 
vision and strategic insights needed to inform the annual business 
plan and the development, prioritization and resourcing of all 
related tactical strategies.

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.

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 
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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. 

During efforts to explore and carry out a comprehensive LCM plan 
(FIGURES A and B), 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 B). 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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FIGURE A 
Efforts to create a comprehensive LCM plan should start at the earliest phases of development and continue to be refined 
throughout the life of the brand in order to identify promising opportunities with enough time to pursue them before the 
arrival of the product’s patent cliff

FIGURE B 
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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Develop the LCM plan first—then use it to inform annual  
and quarterly business planning
As noted in Part One of this series, 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.



MAXIMIZING MARKET POTENTIAL THE KEY COMPONENTS TO A STRONG AND VIABLE LIFECYCLE MANAGEMENT PLAN5

© 2021 Syneos Health®. All rights reserved.

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 (see pages 6-8). 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 C).

FIGURE C 
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

Lever Examples

Product
• Different delivery system
• Authorized generic, biosimilar

• Discontinuation
• Delivery device innovation

Regulatory/Legal

• Patent litigation defense
• Rebuttal of FDA draft guidance
• Citizen’s petition
• FDA lawsuit

• Third-party lab analysis of generic 
products to inform stakeholders

• OTC switch

Medical/Clinical

• Leverage prescribers’ reluctance to 
use generics 

• Extended indications
• Clinical study data mining and 

secondary endpoints

• Combination product
• Treatment algorithms and 

protocols

Trade (Pharmacy)
Distribution (Wholesalers)

• Major retailer AG 
• Copay offset strategy
• Promotional partnerships with 

wholesaler sales force

• Long-term refill mail orders
• Major retailer OTC

Managed Care  
and Pricing

• Identification of regional influencers  
and rebates strategy to maintain 
preferential tier placement

• Aggressive contracting (“now or 
never’’ multi-year discounts)

• Offer temporary reimbursement 
at full WAC price

• Revise pricing
• Copay assistance
• Comprehensive contracts

Marketing Sales

• Patient loyalty campaigns
• Brand DTC
• Narrow PK windows and profiles

• Sampling
• Provider value story
• National pharmacy-directed 

contracting

Patient Advocacy
• Patient assistance programs
• Patient communication programs 

(to build brand loyalty)

• Education and awareness 
programs
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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.
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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 D).

FIGURE D 
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?
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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 E), 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 E 
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  
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
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ABOUT THE SYNEOS HEALTH INSIGHTS HUB
The Syneos Health Insights Hub generates future-focused, actionable insights to help biopharmaceutical companies better execute 
and succeed in a constantly evolving environment. Driven by dynamic research, our perspectives are informed by our insights-driven 
product development model and focused on real answers to customer challenges to help guide decision making and investment.

ABOUT SYNEOS HEALTH

Syneos Health® (Nasdaq:SYNH) is the only fully integrated biopharmaceutical solutions organization. The Company, including a Contract 
Research Organization (CRO) and Contract Commercial Organization (CCO), is purpose-built to accelerate customer performance to 
address modern market realities. Learn more about how we are Shortening the distance from lab to life® at syneoshealth.com.

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 

Exceptional LCM strategy: Two case examples  
Part 3 in this series will provide detailed discussion on two recent case examples:

• Merck (legacy Schering) with Claritin

• AbbVie (legacy Allergan) with Restasis and Botox Therapeutic

In both cases—thanks to comprehensive LCM planning—the innovator company was able to demonstrate 
excellence by identifying and bringing to life several viable opportunities to extend the clinical and financial 
reach of these two winning branded products.


