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Commercially integrated drug development is critical to achieving 
successful global launches of practice-changing, reimbursable, 
effectively-priced pharmaceuticals that deliver significant benefit 
to patients. 

Acute stresses on the global healthcare delivery 
system, recently exacerbated by a faltering  
European economy, has made it critical to devote  
as much work and energy as possible toward 
identifying, substantiating and communicating  
value for new products. 

Today, dramatic increases in the cost of developing  
and commercializing products are a profound  
bottom-line challenge for developers and are placing 
huge pressure on their product launch strategies.

Contributing to this pressure is the acceleration in 
the pace of scientific innovation, with competition 
for market access coming not just from megalithic 
pharma but also from start-ups, academic groups, 
and spin-outs all over the world. Oncology and 
the traditional big therapy areas are increasingly 
hyper-competitive, but now even orphan diseases 
are starting to confront crowded pipelines, forcing 
companies to make decisions more quickly and  
compress development. Even products that benefit 
from expedited regulatory mechanisms and reach 
market early may encounter stiff competition and 

picky payers, thereby degrading expected return  
on investment (ROI).

Gaining sufficient patient access to secure a ROI  
that will sustain operations and future R&D is  
the key challenge of drug development today.  
Companies must improve their drug development 
decision-making through an enterprise-wide,  
holistic and coordinated integration of market  
access data and expertise. 

• A clear corporate strategy

• Asset valuation which places market access  
at the center

• Clinical development informed by access 
considerations at key milestones 

• Enterprise-wide alignment 

An enterprise-wide, holistic and coordinated 
integration of market access data and  
expertise requires: 



MARKET ACCESS DATA: FUEL FOR SUCCESSFUL PRODUCT LAUNCHES

COMMERCIALLY INTEGRATED DRUG 
DEVELOPMENT STARTS WITH  
CORPORATE STRATEGY 

The integration of market access considerations  
into drug development should not be conducted on  
a project-by-project basis but must reside at the  
core of a company’s strategy. While companies 
reasonably focus on clinical value and unmet needs, 
many fail to make the critical decisions that will 
support their efforts.

R&D and commercial teams should work synergis-
tically to develop products that address an existing 
medical need or gap for both patients and for  
Health Technology Assessment (HTA) agencies  
and payers, not scramble to find those gaps after 
they’ve already developed a product.

Within the matrix of a well-defined corporate strat-
egy, market access thinking should begin before ini-
tiating proof-of-concept (PoC) studies. A company’s 
entire portfolio and pipeline of products should  
point toward demonstrating tangible value to payers.

Assets must be pursued and prioritized for invest-
ment in terms of how they track to the developer’s 
overall strategy, basing drug-development decisions 
on a deep understanding of the commercial environ-
ment and where opportunities exist, informed by a 
rigorous technical analysis. 

In the third category is PAREXEL client Alnylam 
Pharmaceuticals. The Boston-based company,  
with about 165 employees, arranges for its Chief 
Medical Officer to sit down regularly with its Chief 
Commercial Officer to make product development 
decisions. The close proximity between them,  
and the absence of cultural or hierarchical barriers 
to their collaboration makes it easier for Alnylam 
to ensure its pipeline is calibrated for both clinical 
value and market access.

DEVELOPMENT BEGINS WITH  
ASSET VALUATION, WITH  
MARKET ACCESS PARAMOUNT

The ability to value internal assets accurately, as 
well as valuing potential acquisition targets, 
is foundational for drug companies, especially in  
today’s competitive, value-based marketplace. 

Pharmaceutical assets fluctuate in value as  
scientific and clinical developments unfold (some  
unpredictably), competitor products succeed (or  
fail), and governmental and regulatory policies 
change, to name just a few factors. As a result,  
asset valuation requires continuous engagement 
with an evolving marketplace.

The typical approach of multiplying projected market 
share times price is no longer an adequate tactic  
for fully capturing value in a dynamic environment. 

Asset valuation models now need to encompass 
a 10-15 year time horizon, be evidence-based and 
combine multiple factors such as epidemiology, 
biomarkers, potential range of targets (franchise, 
niche-buster), competitor pipeline analysis,  
adjustable pricing estimates and the waterfall effect  
on list prices as they travel downstream through 
multiple government- and provider-mandated  
discount mechanisms. 

For example, many orphan products being developed 
today possess pricing projections that will soon be 
obsolete as downward pressures on prices intensify. 
Choosing an orphan indication for initial market 
entry—at one time a sound and profitable strategy— 

In its consulting work, PAREXEL has found that 
there are three classes of companies taking  
the most aggressive steps to place market 
access at the heart of product development: 

1. Large but progressive companies 

2. Those that have experienced recent stinging 
and costly failures

3. Organizationally nimble, smaller firms  
acutely aware of the impact each decision 
has on the company



may now be risky as the potential market value of  
orphan assets can be halved with the introduction of 
just one competitor.

Conducting early due diligence on assets is one part  
of the equation, but with the longevity of product 
development cycles, updating projections and strategies 
as the market changes is just as important. 

MARKET ACCESS SHOULD 
INFORM CLINICAL DEVELOPMENT  
AT KEY MILESTONES 

The commercial consequences of development  
decisions must be understood and openly debated 
across disciplines. This is possible only if clinical teams  
work with access experts throughout the process and 
especially at key milestones.

Taken seriously, market access considerations can  
fundamentally alter the course of clinical development 
and companies should embrace this type of data as 
early in development as possible. 

For example, a PAREXEL client with an antibiotic in 
early development was thinking about the efficient use 
of its Phase II development dollars. Its options included  
conducting a large, fast-enrolling trial of standard, but 
typically challenging infections, with or without simulta-
neous pursuit of a smaller indication. 

PAREXEL undertook a rapid assessment of the market- 
place and found that the current and future market  
for the primary indication is dangerously overcrowded.  
Although the pursuit of an additional indication would 

increase costs, and increase the difficulty of enrollment,  
PAREXEL advised the company to hedge its bets by 
pursuing both indications. Why?

PAREXEL’S research on competitor products and 
national reimbursement guidelines for anti-infectives 
clearly demonstrated that new treatments may struggle 
to gain market traction and avoid last-line positioning, 
whereas niche positioning could offer a better platform 
for pricing negotiations and ultimately uptake.

Market access experts who enter into the drug  
development decision-making process after investment 
decisions already have been made often find themselves 
in the uncomfortable position of managing product  
expectations downward. To avoid placing market access 
in that negative and self-defeating role, it is essential  
to make a place for it at the table at product inception. 
At many companies, this will require a significant  
cultural shift. 

Market access considerations can have a host of im-
plications on a range of clinical strategies, some which 
may increase a trial’s cost and duration (as in the case 
of the antibiotic developer), but others that ultimately 
provide faster routes to market.

• Specific comparators representing standards of 
care to supplement placebo arms. Performance 
against already approved and reimbursed 
products provides a stronger value argument  
for payers

• More meaningful patient-centric endpoints, 
such as specific unmet morbidities or mortality, 
to assess a drug’s performance, or specific 
patient-reported outcomes (PROs)

• Health economic endpoints, such as 
hospitalization rates or frequency of 
exacerbations

Examples of trial modifications PAREXEL has 
recommended include the use of:

THE COMMERCIAL CONSEQUENCES 
OF DEVELOPMENT DECI SIONS MUST 
BE UNDERSTOOD AND OPENLY 
DEBATED ACROSS DISCIPLINES. 



TEAMS, GOVERNANCE, AND  
THE CULTURE OF DEVELOPERS  
NEED TO BE REVAMPED

To succeed today, new business processes, strategies 
and partnerships (both internal and external) need  
to be forged. Most of the industry continues to rely on 
antiquated operational structures and cultures that 
hamper cross-disciplinary collaboration and coordi-
nation, offering opportunities to companies that can 
modernize. (These dysfunctional processes even reach 
down to the incentive structures for key individuals in 
the drug development process.)

Proper management consultancy, led by market  
access experts, can serve as the starting point for  
modernization. 

Recently, a large pharma firm with which PAREXEL 
frequently works wanted to ensure that its market 
access capacities were optimal. Senior leaders within 
the Europe-based company recognized that market 
viability is increasingly crucial in a healthcare environ-
ment where the funnel through which drugs must pass 
to gain access has grown narrower and more clogged. 

PAREXEL took a two-pronged approach:

1.  At a very senior level, we gauged views on the 
relevance of market access and how it should be 
internally aligned.

2.  At the global market access and country affiliate 
levels, we held individual workshops and mapped 
the external country environments to their internal 
structures and processes—assessing each and 
recommending changes to ensure successful,  
supported and coordinated functioning. 

Once the analysis and recommendations were  
complete for all countries, they were linked back to  
the global team.

Market access strategy should be the universally  
recognized, over-arching principle that drives coordi-
nation and alignment across multiple disciplines: glob-
al pricing and reimbursement, strategic communica-
tions, HEOR modeling (evidence, global value dossier, 
health technology assessment), clinical development, 
regulatory strategy and product lifecycle management.

PAREXEL has found in its work with clients that the 
very act of bringing our cross-disciplinary team  
together as an operational unit empowers clients  
to begin thinking the same way. If our team of clinical, 
regulatory and pricing/access experts show up  
for a meeting, the client will want their own experts  
at the same meeting. In some cases, these people  
are coming together for the first time. In essence,  
PAREXEL is modeling the behaviors we are advocating.   

In the old large pharma model, R&D teams identified 
and pursued new products independently on the basis 
of compelling science or first-in-class innovation while 
market access teams worked separately at the tail 
end of the process to gain reimbursement and stake 
out market share. In contrast, the new model must be 
laser-focused on providing the data required by regu-
lators and payers in a timely and cost-efficient manner. 

• A collaborative corporate structure in which 
all relevant expertise within the organization 
is used to improve business decisions, from 
portfolio strategy to clinical development 
programs 

• A deep and constantly improving understand-
ing of how their product will be valued by  
the market as it evolves

• The ability to make strategic go/no go 
decisions earlier, thereby reducing the 
incidence of key milestone failures, 
particularly expensive late-stage failures

• More effective and efficient clinical trials 
designed to provide data that will meet the 
different requirements of various payers and 
healthcare delivery segments

• A reimbursable label that will ensure patient 
access to new medicines with an ROI-securing 
pricing and market access strategy

Companies that invest to align key development 
functions with market access will realize 
tangible returns, including:



DESPITE REAL CHALLENGES, COMPANIES MUST 
MOVE QUICKLY TO INTEGRATE MARKET ACCESS 
INTO DRUG DEVELOPMENT OR RISK DRAMATICALLY 
HIGHER RATES OF PRODUCT FAILURE.

This is the surest route to product approval and 
reimbursement alignment, a prerequisite for ROI 
and future R&D.

The obstacles on this road to commercially in-
tegrated drug development can include a lack of 
organizational flexibility, with silos often supported 
by cultural, resourcing, technological and even  
incentive-based disparities between functions.  
Some companies blame insufficient resources at 
global and local levels to provide a critical mass  
of market access knowledge and expertise.  
Other companies suffer from a lack of dialogue 
and poor communication between themselves and 
global payer authorities. 

Despite these real challenges, companies must 
move quickly to integrate market access into drug 
development or risk dramatically higher rates of 
product failure.

THOSE THAT ALIGN WILL THRIVE

Payer, clinician and patient perceptions and expec-
tations of value are rising inexorably in lockstep 
with scientific innovation and the global quest  
to contain healthcare costs. To survive, companies 
must make a transformational effort to align their 
organizations—across multiple disciplines, from 
the point of inception and throughout a product’s 
lifecycle—with the market’s demand for value. 
Market access considerations must become central 
to drug development. Companies that fail to correct 
misalignments between different and often disjoint-
ed functional areas within their organizations will 
struggle; those that align will thrive. n
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You can view more commercialization 
resources online at: 
Commercialization.PAREXEL.com




