Be real-world ready
with Parexel
Real-World Evidence Services

When the world is waiting
for your breakthrough, you
need to be real-world ready.

At Parexel, we are as invested in patient outcomes
as you are. We understand the power of real-world
evidence (RWE) and its potential to accelerate
development, improve outcomes, and provide a
window into patients’ true experience. Better still,
with insights from former regulators and payers,
alongside fully integrated scientific expertise and
operations, unrestricted access to a full range of
data solutions, and advanced analytics, we know
exactly how to generate the evidence you’ll need
to be real-world ready.
We relentlessly strive for the best, most effective
solution to help bring your product to the real world,
where patients in need of treatment wait in hope.

Real-world evolution
RWE is now at an inflection point as companies
increasingly consider its utility in managing the drug
profile throughout the lifecycle. Acceptance has
grown among regulators globally, and payers are
more often looking to RWE to support regulatory
or market access decisions. RWE is being used to
help identify target profiles, design trials with more
focus on patient needs, find a market in discovery
phases, and generate evidence for regulators,
payers, and patients.
Parexel has the expertise to help you navigate
clinical, regulatory and payer hurdles more efficiently
with RWE—bringing together the industry’s most
qualified experts. A multidisciplinary team brings
together RWE strategy, regulatory, market access,
epidemiology, biostatistics, and data science
perspectives. Our team includes former regulators
and HTA assessors, who know precisely how
regulators and payers think - experts with the knowhow to best help companies navigate uncharted
water, pushing innovation further and faster.

Companies are using
RWE to gather patient
insights, generate
evidence for regulators
and payers, inform
strategy and internal
decision making, and
to demonstrate a
competitive advantage.

Stakeholder-ready evidence
Despite the opportunity, there are often open

One of the biggest challenges today is harnessing

questions about the best approach, particularly

real-world data (RWD) and developing a

as the guidance, frameworks, and models for

methodology to ensure that the evidence it

leveraging RWE continue to be debated worldwide.

generates is scientifically sound. At Parexel, our

This is why Parexel begins with the end in mind.

expert data sciences team can partner with you

Our cross-functional team can help companies

to solve these complex challenges. We have

identify a strategy that will satisfy regulators and

unrestricted access to a wealth and variety of data

payers’ requirements in the most efficient way.

types, know how to navigate complex data models,

Our team includes ~100 former regulators and

and have solved the puzzle of linking disparate

HTA assessors who bring first-hand experience

sources to help companies transform real-world

in how the decision makers think, allowing us

data into meaningful evidence with a market-ready

to push harder on innovation.

analytical plan and scientifically sound interpretation.

Patient-ready solutions
Whether you need help with designing and conducting RWE studies, RWD from our unrestricted access to
millions of healthcare records, or comprehensive expertise to determine the most cost-effective approach to
accelerate product approval and market access, Parexel is ready to partner with you. Our services include:

Consulting and evidence generation planning

Pharmacoepidemiology

Throughout the lifecycle of a product, RWE plays

To support the design and conduct of our RWE

an important role in supporting regulatory and

studies, our team of epidemiologists provides

commercial objectives. Therefore, it is essential to

a critical understanding of the frequency and

develop a plan that will effectively support getting

distribution of health and disease, and the effects

a product to market and reimbursed (and keeping it

of both accepted and innovative therapies. Defining

there) as quickly as possible. We work collaboratively

the right research question based on sound

with our clients to identify a cross-functional team,

epidemiologic principles is foundational to protocol

aligning desired outcomes with a portfolio of RWE

development, choosing the right study design,

activities across the product development timeline.

and ensuring data requirements are defined.
External (synthetic) control arms
With greater acceptance of RWE by regulators and
payers, pivotal studies incorporating an external
control arm are increasingly being used, especially
in rare diseases, oncology, and other treatment
areas where a traditional control arm is not feasible
should be, or is even unethical. Parexel has been a
leader in implementing these studies, identifying and
accessing the optimal data sources, and aggregating
and analyzing all the data collected in the study. Our
global team provides region-specific approaches that
are necessary for approval and reimbursement.

Prospective/retrospective observational research

Post-Authorisation Safety Studies (PASS)

These studies are designed to collect data

PASS are a critical tool in evaluating and

reflecting a patient’s medical care and associated

demonstrating the ongoing safety of a product,

outcomes, either focused on a specific treatment

and are a cornerstone of drug evaluation and

or intervention or, more broadly, observing

approval processes in the EU. Parexel has a depth

patients with a disease or condition in a real-world

and breadth of regulatory and epidemiologic

healthcare setting. They require unique operational

know-how to design PASS programs that fully

approaches to recruit and retain sites and patients,

meet regulators’ requirements and generate data

along with integrated technology solutions to

to support decision-making throughout the product

support engagement and make participation easier

lifecycle. We are experts at navigating the PRAC

for patients, such as eConsent, wearables, or

approval process for timely study start-up.

using mobile devices for patient-reported
questionnaire completion.

We provide a full range of solutions depending
on the design and purpose of the study:

Primary data collection

Secondary data collection

Hybrid data collection

Traditional approach to site
and patient recruitment,
data collection utilizing EDC,
and observational research
specific approaches to site
and data monitoring.

Data collected from sources
outside a typical clinical research
setting –e.g., electronic health
records, pharmacy or payerclaims data, and/or existing
product or disease registries.

Study utilizing both primary
and secondary data collection
when not all data required to
answer a research question
are available via a secondary
data source.

In the last five years, Parexel has helped many customers:

600+

Late-stage trials
across a broad range of therapeutic areas

Observational
studies

225+

Recruiting >160,000 patients
12,000+ sites in 70 countries

Epidemiology
support including

PASS 60+
Post market commitments and
safety surveillance studies

Communication campaigns

Pharmacovigilance ICSRs

1.5M

8,000 aggregated reports &
600 allied health professionals

Reimbursement and market access expertise

1,000+ 200
1,000 manuscripts and
1,500 abstracts/posters

HTA submissions
across 12 countries

150+ market access
strategy engagements

150+ global value &
reimbursement dossiers

Health economic models

200+

Over 500 evidence reviews
(systematic and non-systematic)

We’re always available
for a conversation
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