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Companies are facing increasing costs, more complex 
regulatory pathways, a need for a broader evidentiary base to 
substantiate asset value, higher failure rates and pressure to 
speed new therapies to market. Asset value is under constant 
threat at a time when it takes an average of 10 or more years 
to develop a drug, nearly 80 percent of clinical studies fail to 
finish on time, and of those, 20 percent are delayed for six 
months or more. This creates significant risk for investors 
looking to generate an ROI and, more importantly, creates 
delay and uncertainty in bringing new treatments to patients.

The traditional “silo’d” approach to product development—
with clinical teams on one side of a regulatory goalpost and 
commercial teams on the other—was built for a different era 
of blockbusters and more straightforward runways to market. 
In today’s world this model is no longer sustainable. In fact, it’s 
not even a bit realistic, because the goalposts have changed. 
Success today requires development programs that can satisfy 
regulators while also addressing the needs and expectations 
of an expanding list of stakeholders involved in treatment 
selection and use, from patients to payers. Otherwise, an 
innovator’s options shrink and value gets left on the table. 

To avoid that, companies should be taking a more fully 
integrated, end-to-end approach focused on reducing risk, 
speeding time to market and increasing operational 
efficiencies—the three levers of net present value (NPV). 

In practice, this means that companies need the capabilities 
and resources to translate real-world, data-driven insights into 
clinical strategy for the design of high-performing studies and 
stronger evidence packages. It also requires integration of 
clinical learnings into the commercial model, strengthening the 
case for adoption earlier in the process and more precisely 
targeting launch strategies that speed peak brand performance.  

An immediate advantage is the operational efficiencies gained 
in strategic partnership, allowing an immediate acceleration of 
the asset development program.
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Introduction 
Old product development models are being redefined by new market 
realities, transforming the way biopharmaceutical companies need to  
do business. 

Success today requires development 
programs that can satisfy regulators 
while also addressing the needs  
and expectations of an expanding 
list of stakeholders involved in 
treatment selection and use,  
from patients to payers.

Executive Summary
Outsourcing models today extract minimum value 
(discounts rather than asset value enhancement) from 
vendors and emerging product development models. 
Today, the majority of outsourced solutions are procured  
in relative isolation without a view of the integrated product 
development pathway required to maximize asset value. 
Consequently, risk share in the delivery of the solutions  
can be inequitable and skewed toward the provider of  

the solution who will typically be paid cost plus a margin 
percentage irrespective of outcomes. Asset value (NPV) is 
heavily impacted by speed to market, cost efficiency and 
risk. Therefore, any provider of clinical/commercial services 
should have levers to impact these considerations worked 
into their solution model and a commercial agreement to 
incentivize achieving NPV enhancement benefits. 
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What It Takes
All this is easier said than done, especially for emerging, 
innovative biotech companies that may not have the 
strategic or operational resources to implement a 
comprehensive end-to-end product development 
methodology from the beginning.
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Partnership with large pharma can fill some of the  
capability gaps but not necessarily provide the agile 
integrated approach and may result in a disproportionate 
transfer of future value and control away from the innovator 
and to the pharma partner. Furthermore, traditional 
approaches to outsourcing don’t necessarily meet the  
needs of emerging biopharma either. According to an analysis 
recently completed by the Tufts Center for the Study of  
Drug Development, while drug development outsourcing  
is growing to the extent that it now outpaces internal 
spending, outsourcing practices remain inconsistent, 
fragmented and highly tactical, inviting inefficiencies and 
unsystematic management practices. What’s needed is a 
more fully-integrated, insights-driven product development 
outsourcing solution that moves beyond the transactional  
to provide companies of all sizes a powerful combination  
of asset strategy and execution to maximize NPV, from  
early concept through to commercialization. 

For innovative biotech companies seeking alternatives to 
traditional commercial pathways (i.e., build and maintain  
it alone, or co-promote/sell out to a big player), this new 
approach can provide optionality—the capabilities they 
don’t have and the control they seek over their innovation 
and their destinies. Should a company require a full 
commercial infrastructure, it can provide an organic 
extension of their business with access to unparalleled 
commercial resources, knowledge and experience.  

For larger biopharmaceutical companies, this approach 
offers a unique alternative for optimizing portfolio 
management with a single-source, efficient outsourcing 
provider, capable of partnering as one synergistic team.  
It can be particularly useful for larger companies looking  
to maximize the value of nonstrategic asset portfolios,  
while retaining internal resources and focus on their  
higher priority development programs.

What’s needed is a more fully-integrated,  
insights-driven product development  
outsourcing solution that moves beyond the 
transactional to provide companies of all sizes  
a powerful combination of asset strategy and 
execution to maximize NPV, from early concept 
through to commercialization.  



At the center of this model are asset strategists who lead the 
way from strategy to development and execution, and from 
clinical to full commercialization, who are responsible for 
ensuring that data, knowledge and insights move seamlessly 
and silo-free back and forth along the continuum to enhance 
speed, efficiency and risk mitigation.

Use of this integrated management methodology in the rare 
and orphan disease space (Fig. 1), for example, can accelerate 
clinical development and create value by facilitating more 
focused trial design (e.g., no Phase III, small number of trials, 
real world evidence (RWE) generation using historical arms); 

use of accelerated regulatory pathways; development of 
effective evidence generation plans (pre- and post-launch)  
to address uncertainties; and novel economic models to 
capture value. Efficiencies are achieved by the strategic 
implementation of innovative statistical models and all 
available rare and orphan disease incentives, and market-
specific commercial model designs to maximize pull through 
and ROI. Risk is mitigated by the early integration of RWE, 
market access and commercial insights into the clinical 
strategy, and by the earlier integration for all stakeholder 
views (e.g., patients, physicians, regulatory and payers) into 
the TPP, EVP, integrated evidence generation and narratives.

Proof of  
Concept
As a leader in both clinical development and commercial performance, 
Syneos Health has responded to the need by creating Syneos One™, a 
fully-integrated, insights-driven product development solution
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FIGURE 1 

VALUE CREATION  
AND CAPTURE
Using an integrated management methodology
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INTEGRATION OF  
REAL WORLD EVIDENCE 

THE OVERALL VALUE OF  
THIS MODEL, WHATEVER THE 
THERAPEUTIC AREA, IS THAT IT:

• Immediately delivers global operational scale and track 

record to de-risk use of investment funds across the 

clinical-commercial spectrum

• Focuses on transitioning assets from one value inflection 

point to the next as quickly and efficiently as possible, 

de-risking asset value and thus delivering on shareholder 

expectations

• Supplements in-house expertise with broad clinical, 

market access, regulatory and commercial capabilities, 

enabling multi-stakeholder asset development—in other 

words, integrated thinking with “no stone left unturned”

• Delivers optionality to allow for a more balanced 

approach to investment in overheads when the time is 

right for your profit and loss (P&L)

• Facilitates an integrated approach accessed through a 

dedicated single point of contact, ensuring global 

capabilities are delivered in a way that supports easy-to-

work-with partnership and collaboration

In another case, by integrating real-world 
and market insights from across our 
business earlier in our clients’ clinical 
strategies, our new development model 
has delivered a reduced enrollment period 
for hard-to-recruit patient populations  
(e.g., 17 percent in an early Alzheimer’s 
program), reduced nonsafety-related 
protocol amendments by >30 percent, 
and accelerated NDA filing by up to  
two quarters.

This approach evolved the  
clinical strategy and recruitment 
approach, greatly increasing the 
asset’s probability of success.

—Jim Featherstone

Executive Vice President, Syneos One™

For instance, Syneos One recently applied agile innovation to re-think a data-driven 
feasibility approach for a sponsor, leveraging vital real-world commercial insights 
including payers, pharmacists and local medical subject matter experts. This approach 
evolved the clinical strategy and recruitment approach, greatly increasing the asset’s 
probability of success. It has now been deployed more broadly across the partnership  
as a best practice. 

An ideal partner in this endeavor works with agility and  
“as one” across the clinical-commercial continuum while 
offering deep strategic insights and broad, integrated 
expertise, with the aim to deliver purpose-built solutions 
that outperform in the value equation while improving 
patient outcomes.

A New Way  
of Working
Given today’s market realities, 
biopharmaceutical companies  
are being challenged to redesign 
themselves, to find new cross-
functional ways of working across 
numerous clinical development 
and commercial disciplines to 
maximize asset value by 
implementing insights-driven 
product development 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.
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