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Lifecycle Management in Biopharmaceuticals 
Is Too Often an Afterthought
By Tim Arendt, Managing Director, Syneos Health®

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, competing short-term business objectives 
can divert time and attention from the development and 
implementation of an effective LCM strategy that supports 
the brand’s contribution beyond the patent cliff. The stakes 
are higher than ever for small/mid-sized drug developers and 
pharmaceutical market leaders alike, yet the challenges each 
type of company faces can differ significantly.

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 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.”

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

This article 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.

Part 2 will explore 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 will discuss 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 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.
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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
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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.

References: 1. Rome, et al. Market Exclusivity Length for Drugs with New Generic or Biosimilar Competition, 2012–
2018; Clinical Pharmacology & Therapeutics, 12 July 2020; https://ascpt.onlinelibrary.wiley.com/doi/10.1002/cpt.1983  
2. https://www.statnews.com/2021/09/10/outdated-rule-increases-medicare-costs-generic-drugs-26-billion-per-year/  
3. https://www.raps.org/news-and-articles/news-articles/2021/10/fda-shows-jump-in-competitive-generic-approvals  
4. DeMasi, Joseph, et al. Innovation in the Pharmaceutical Industry: New Estimates of R&D Costs, Journal of Health 
Economics; May 2016; https://www.sciencedirect.com/science/article/abs/pii/S0167629616000291?via%3Dihub
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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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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.

Final thoughts
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.  

http://www.syneoshealth.com

