
MAXIMIZING MARKET POTENTIAL 

Key Strategies for Pharmaceutical Lifecycle 
Management Planning  

This article is the third 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.

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.

This article (part 3) will 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.

By Tim Arendt, Managing Director, Syneos Health®

The first two parts of this 4-part series discussed 
the importance of developing a strong, thorough, 
adequately resourced Lifecycle Management (LCM) 
strategy and plan to help guide the development of 
branded biopharmaceutical products, from early 
in their development until well past patent expiry. 
The goal of the LCM plan is to ensure that branded 
therapies have an opportunity to maximize their 
full clinical potential for patients and are able 
to realize their full financial value proposition 
throughout their patented life.

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 
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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.

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 A, 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

1

FIGURE A 
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 article, the third in this series, 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.



 MAXIMIZING MARKET POTENTIAL: KEY STRATEGIES FOR PHARMACEUTICAL LIFECYCLE MANAGEMENT PLANNING 4

© 2021 Syneos Health®. All rights reserved.

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 noted in the earlier parts of this series, 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 B.

FIGURE B 
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
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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 C 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 C 
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 D 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 D 
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.  
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IMPACT

R
IS

K

Manage Product Lifecycle

Extend Exclusivity 

Discontinuation 
of product

New delivery 
system (MDPF)

Clinical data mining

OTC switch

Regulatory/clinical 
hurdle requirements

Authorized generic

Extended indication(s)

Pricing 
optimization

Patent  
litigation

Generic 
quality testing/

monitoring Rebuttal of 
draft FDA 
guidance



 MAXIMIZING MARKET POTENTIAL: KEY STRATEGIES FOR PHARMACEUTICAL LIFECYCLE MANAGEMENT PLANNING 9

© 2021 Syneos Health®. All rights reserved.

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 E). 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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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 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.

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 E 
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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