Patients can’t wait – it’s time to disrupt
the drug development journey

The need to accelerate drug
development is urgent
We all know that it takes an average of 12 years for a medicine
to be developed and to reach the patients who need it.1 But why
accept that as a fact of life? At Parexel, we recognize the urgent
need to revolutionize the drug development process. Because the
spiraling costs and time of drug development
are unsustainable and patients simply can’t wait. That’s why
we are committed to taking steps to address the problem.
With courage, vision, and a positively disruptive mindset, we
refuse to just carry on accepting the status quo. How will we meet
this complex challenge? By implementing the right mix
of innovations, at the right time.

Drug development is stuck in a linear
approach that is slow, complex, and
increasingly expensive. The trajectory
is unsustainable.

1. Van Norman, GA. JACC: Basic to Translational Science 2016. 1(3):170-179. Available at:
https://www.sciencedirect.com/science/article/pii/S2452302X1600036X Accessed May 2019.
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Regulators call for
disruptive innovation

Patients
can’t wait

$2.8

$20.5

We’re not disrupting the conduct of clinical trials

It’s all about getting the right mix of

just for the sake of it. We’re doing it to make it easier

innovations to:

billion: the average
development cost
per drug in 20201

billion: the expected
development cost per
drug in 20432

~12

years: average time
to market3

>90%

Drug development failure
rates can reach and even
exceed this level4

for patients to participate and to ensure that the
endpoints are more meaningful to them and their

drive efficiencies

caregivers, thus speeding up recruitment and making
the whole process more patient-centric. Involving

improve quality

patients early and authentically in the development
process paves the way for their engagement and
participation.
Much depends on the design of the clinical

lower costs
deliver medicines that better
meet the needs of patients

development program. For example, we use
In March 2019, the FDA called for our industry to apply
new methodologies to modernize clinical trials, in order to
advance precision medicine, patient safety, and to achieve
more efficient product development. The FDA is not alone.
Regulatory bodies across the world are increasingly calling
for more innovative approaches to drug development and
clinical trials.

Patient Centric Protocol Optimization (PCPO) to
incorporate patient and caregiver needs, views, and
experiences into trial planning. This helps create a
more patient-friendly study design. And, as well as
supporting the development of a protocol that is
more practical for patients, this methodology also
identifies other areas where we can ease patient
burden. Innovations such as Decentralized Clinical
Trials (DCTs) can help by bringing as much of the
trial as possible into the patients’ own homes, with

Patient-centric
trials take just

6

months

to recruit 100 participants –
significantly less than the
all-trials average of 7 months.2

their consent, reducing the need for burdensome
travel to study sites.

The time for industry to embrace
disruptive innovation is now.

1. https://www.t3advisors.com/2020/07/14/the-estimated-rd-costs-for-a-new-drug/.
2. https://www.biopharmadive.com/spons/drug-development-innovations-that-work-real-world-data-studies-part-2-in/549215/.
3. Van Norman, GA. JACC: Basic to Translational Science 2016. 1(3):170-179. Available at: https://www.sciencedirect.com/science/article/pii/S2452302X1600036X Accessed May 2019.
4. https://blogs.sciencemag.org/pipeline/archives/2019/05/09/the-latest-on-drug-failure-and-approval-rates
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Involving patients directly and
early in clinical protocol design

Early engagement is critical
Engaging with stakeholders (sponsors, regulators,

We believe in starting with the end in mind – in other words,

patients, payers, KOLs, and investigators) early is critical
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new medicine.

See the possibilities
By engaging early, we provide
both clients and patients with a
clearer view of the possibilities
across the drug development
continuum, offering more
options along the journey
to better health and
sustainable access.

Our fresh bench to bedside/
bedside back to bench philosophy
Our philosophy involves bringing the information learned,
through real-world data and evidence, back to the bench.
This can help identify additional potential indications and/or
innovative approaches to developing new treatments.
A deep awareness of patient needs can inform basic research
and development, which can then deliver positive benefits and,
in return, learn from their experience in clinical trials and in the
real world.
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There is no single,
standard approach to
drug development
At Parexel, we help you optimize the process by
applying an informed strategy that is unique to your
needs and those of the patients. This involves using the
optimum mix of innovations, at the right times,
to help you make data-driven decisions.

Regulatory approval isn’t the end of the drug
development process. It’s a station along the
journey where payers become your traveling
companions. In both pre- and post-approval, the
real-world setting provides crucial opportunities
to gain key insights that can be carried to the
market and again from bedside back to bench,
to support additional indications – and more.

Where relevant, we take a phase-agnostic approach
to drug development. There may be times when a
traditional path is the right choice and times when it
is not; we always view the development process as a
fluid continuum, where phases can sometimes blend
together and deliver results more efficiently
and quickly.
It’s in those “blended phases” where opportunities
arise for optimizing the development steps ahead,
based on what has been learned up to that point.
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Harnessing innovations
to improve the process
Innovations such as artificial intelligence, genomics,

Whatever the initial strategy, it’s always an ongoing

and modeling/simulations are out there. So let’s

process of building on learnings in a thoughtful

harness them to make the process better. That’s how

sequence over time, and bringing in innovations

we’ll make it easier to navigate the drug development

wherever they may improve efficiencies and drive

journey and make participation in clinical trials more

down costs.

efficient and precise.
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Transforming the drug
development journey
via disruptive thinking

Typical pathway
is longer due to
screenings and
synthesis, etc.

Bench
Develop innovative
next-generation
medicines that
bring true value
to patients,
physicians and
payers.

Example 1

Example 3

Reduce cost & increase success
Precision medicine trials and a genotyping/biomarker
strategy, coupled with intelligent adaptive designs, help
enable identification of the right target patients sooner.
This may reduce the number of patients targeted for
recruitment, increase the likelihood of achieving marketing
authorization and/or decrease overall development costs
and out-of-pocket costs.

Increase flexibility & efficiency
Planning for adaptive, basket and umbrella trials offers the
flexibility of modifying the study dose, patient criteria, or other
features of the trial based on emergent findings, and to explore
several drug candidates in parallel for greater efficiency.

1

Trial fails due to
slow or inadequate
enrollment and
patient reluctance
to participate.

Trial fails due
to inadequate
dosing or
imprecise
patient
population.

3

Delays due
to impractical
study design
for patients.

Inadequate
formulary
coverage; failed
to demonstrate
real-world value.

Bedside
Bring real-world
insights back
to the bench
for additional
indications and/or
novel approaches
to developing
new treatments.
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Use real-world data and evidence for an enhanced bench to bedside/bedside back
to bench approach to ensure therapies under development address real-world patient
needs, as well as payer expectations and ability/willingness to pay.
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Discovery

Early phase

Example 2

Example 4

Save time & improve patient experience
Patient-centric clinical trials enhance access
to and experience in clinical research and may
increase successful recruitment and retention.
This includes DCTs to reduce time in clinic and
incorporates patient/caregiver feedback into study
designs to simplify participation. When coupled
with precision medicine trials, patient-centric
trials can improve the experience and increase the
likelihood of therapeutic success.

Drive feasibility, value & access
Real-world data (RWD) collection explores
the impact of a therapy and/or disease in a real-world setting
and is often used for generating hypotheses for testing in
randomized clinical trials, identifying potential biomarkers,
assessing trial feasibility, and more. When gathered and
interpreted within a clinical study, particularly when
adaptive and patient-centric designs are incorporated, RWD
becomes meaningful real-world evidence and is actionable
by regulators and payers.

Late phase

Post-approval
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Utilizing the right mix of
innovations increases the
probability of success
If sponsors can identify the right patients sooner,
they may be able to target fewer individuals for
recruitment. Streamlining recruitment can increase
the likelihood of achieving marketing authorization,
and/or decreasing development costs and out-ofpocket patient costs further down the road.

Optimizing drug
development requires
multidisciplinary
scientific expertise,
thoughtful strategies and
collaborative operational
experience. At Parexel,
we excel at all three.

This can be achieved through harnessing the
right combination of innovations, for example:
- Precision medicine trials
- Genotyping/biomarker strategy
- Intelligent adaptive design

Innovations can and must work in concert
for maximum impact.
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Combining innovations to
achieve a “multiplier effect”
According to the report, The Innovation Imperative:
The Future of Drug Development, commissioned by
Parexel and conducted by the Economist Intelligence
Unit, four selected clinical trial innovations have a
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Drugs developed using these
innovations had up to this
percentage higher likelihood
of market launch1

Drugs developed with these
innovations were favored by
this proportion of payers in
U.S., Europe and Japan1
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At Parexel we apply and leverage
these innovations in concert to create
a “multiplier effect”. We partner with
our clients to finely tune the right
mix of innovations at the right time
to create novel approaches, designs,
and tactics that reduce time and costs
intelligently, and improve the patient
journey to better health.
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1. The Innovation Imperative: The Future of Drug Development, commissioned by Parexel and conducted by the Economist Intelligence Unit (EIU),
Available at: https://druginnovation.eiu.com/ Accessed May 2019.
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We provide an unsurpassed
level of strategic, scientific,
and operational excellence
Let us help you understand, analyze and enhance your
entire development journey. Our full suite of offerings
and industry “know-how” mean that we can combine
a variety of innovations along the way to help you

We’ve been putting
our hearts into the drug
development industry
for nearly 40 years

#1 CRO

in Phase I clinical research and
customer loyalty in the delivery
of Phase II/III services

17,000+
employees

deliver the best treatments to the patients who need
them.

1,000+
Regulatory and Access
professionals on staff

160+

Decentralized Clinical
Trials
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We’re always available
for a conversation
Get in touch to learn more about how we are
disrupting the drug development journey.

Parexel International Corporation
275 Grove Street, Suite 101C, Newton, MA 02466, United States
+1 617 454 9300
Offices across Europe, Asia, and the Americas
www.parexel.com
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