
PAREXEL has been at the forefront of innovation  
in late phase for more than 15 years. 

Beginning with launching the first group in the CRO space dedicated to peri/

post-approval research, PAREXEL went on to develop the first late phase-specific 

EDC (‘PACE-EDC’), pioneer approaches to knowledge-based monitoring (i.e. 

reduced SDV), develop purpose-aligned site regulatory packages, initiate the 

industry’s first dedicated remote-monitoring group, and implement the first 

electronic/online site start-up system. Importantly, these advances emerged 

from a commitment to ensuring our processes and approaches are leading- 

edge – not just responding to, but driving, evolution in a fluid research environment. 

Against this backdrop of continuous innovation, PAREXEL is pleased to share 

our perspectives on the emerging role of real-world evidence, with a focus on 

near term opportunities to leverage the unprecedented value inherent in this space.
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Medical Affairs’ critical role in bridging product development and lifecycle  
management has never been more important as the pressure has grown to  
support patient access in a landscape where sophisticated payers and national 
entities require new and different kinds of evidence. Furthermore, a number of 
forces are converging to make this job more complex, such as, the availability  
of secondary data assets, new types of compounds that demonstrate definitive 
efficacy in Phase I or II, technology innovation and improved alignment in  
requirements across policy makers and payers.
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The value of real-world pragmatic research has expanded 
dramatically in this context as a tool to inform and guide 
the explanatory, pre-approval randomized clinical trials 
and to further assess product value and risk-benefit. Our 
world today, and our world in 2020, requires us to change 
the way that we work in order to understand the unique 
value of a therapy well before filing, then to demonstrate 
this value and communicate it to a broad group of 
stakeholders. Secondary data assets are enabling this 
growth in real-world evidence generation by providing a 
powerful new tool that can, in the right circumstances, be 
substantially faster and less expensive than prior methods.

Technology advances have also increased dramatically,  
a range of tools now exist which can be used to identify, 
generate and manage evidence including, mobile health 
devices, electronic data entry, social media and analytical/
reporting packages. These tools incorporate a variety of 
disparate data sources into compelling insights. The 
impact of these various forces will be to strip away many  
of the heavier elements of traditional research like lengthy 
site visits and cumbersome site start-up and replace them 
with more nimble approaches that leverage patient data 
directly, utilize novel data assets/technologies and 
linkages between previously disparate groups/expertise.

ENVIRONMENTAL OVERVIEW
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A deeper reliance on Real-World Evidence (RWE) is a disruptive trend that will  
impact the development and lifecycle management of medicinal products in  
the years to come. While the use of RWE is not new, advances in informatics, 
technology and widespread adoption of Electronic Medical Records (EMRs) have 
made secondary healthcare data assets discontinuously more valuable as tools  
to support decision making and to generate evidence.

We see two major dynamics unfolding over the next five 
years that companies will need to manage to take advantage 
of this trend: 

The successful application of secondary data to support 
RWE research in this environment requires far more  
than access to data. It involves a dedicated and 
comprehensive strategy along with deep methodological 
support to identify which research techniques and  
data sources are most suited to answer various 
stakeholder questions. 

To best support our clients in this environment, PAREXEL 
has made significant investments in building a proprietary 
process for determining whether particular scientific or 
business questions are appropriate ‘fits’ for secondary 
data assets. This includes technical, scientific and operational 
expertise and includes answering questions such as: 

• Product launch status
• Required Data Rigor
• Source of Data (e.g. PRO)
• Timeliness of Data

• Countries required
• Consistency across region
• Target audience
• Time/cost priorities

Once the suitability for secondary data assets has been 
determined, PAREXEL has created a global network of 
over 325 data assets that can be quickly reviewed via a 
proprietary search engine to determine suitability for  
the specific data points and research purpose. 

Of these data assets, the largest and most valuable is  
the Optum Insight data asset.  PAREXEL and Optum have 
recently entered into an exclusive agreement to bring 
together PAREXEL’s site-based research capabilities with 
Optum Insight’s data assets. This partnership supports the 
implementation of hybrid studies that can substantially 
reduce the cost and time required for evidence generation. 
Optum Insight’s data assets include over 150M lives of 
claims data and 70M+ lives of electronic medical record 
(EMR) data. Of these individuals, over 10M have both 
claims and EMR data. The combination of these elements 
provides unprecedented opportunities to explore clinical 
outcomes, cost/healthcare utilization outcomes and the 
interplay between the two. 

Once a research question has been deemed to be a good  
fit for secondary data assets and a relevant data asset  
(or set of data assets) has been identified, PAREXEL has 

LEVERAGING SECONDARY DATA ASSETS 
TO SUPPORT REAL-WORLD RESEARCH

A rapid increase in the number and size of 
data assets available on a global basis 

An evolution in the technologies to 
structure and analyze those data
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developed an innovative approach to hybrid studies that 
leverages both site-based research and electronic medical 
record/claims data. This approach brings together the cost 
effective and longitudinally deep elements of electronic 
medical records data, with the data consistency and quality 
of site-based research approaches to substantially reduce 
the cost of prospective studies.

Typically PAREXEL and Optum will work with the client to 
understand which data elements are most critical (e.g. 
primary end points, safety data, etc.) for capture via the 
site and which data elements can be collected via EMR. 
After appropriate site selection (using the data assets to 
identify physicians with large numbers of patients) and 

consent from the patients, data is collected through these 
two modalities and linked in the study database. 

By optimizing the combination of EMR and EDC data 
sources, the number of site visits, data management and 
site procedures can be reduced – lowering the overall cost 
of generating the required evidence. 

The use of mobile devices to collect patient data is one of the most rapidly  
progressing and exciting advances in clinical research. Over the next five years, 
we will see a dramatic increase in the number of wearable devices available in 
the marketplace as well as a proliferation of mobile applications.

While offering the promise of new research models and 
approaches, this rapidly evolving marketplace presents 
equal challenge. Without strong and systemic processes  
to manage new devices, keeping up with the options and 
evaluating their suitability for a study will be difficult. 
Partnering between pharma companies and select mobile 

device companies will address the evolving device 
validation challenge, but may also be too limiting. 

PAREXEL is investing heavily in an agile framework that 
will allow us to assess the environment continuously, 
enabling us to bring the best mobile device and application 
solutions to our clients valid for the intended use of the 
data. 81+ ePRO studies launched on the PAREXEL® 
Informatics platform is the basis for expanding the 
capabilities to other direct-from-patient data. PAREXEL 
has a dedicated team (‘Patient Direct’) focused on creating 
the technology platforms and processes that will enable 
the promise of mobile health. This team includes 
representation from PAREXEL® Informatics, regulatory, 

MOBILE DEVICES IN  
REAL-WORLD RESEARCH

By optimizing the combination of EMR and EDC 
data sources, the number of site visits, data 
management and site procedures can be reduced 
– lowering the overall cost of generating the 
required evidence. 

By optimizing the combination of EMR and EDC 

data sources, the number of site visits, data 

management and site procedures can be reduced 

– lowering the overall cost of generating the 

required evidence. 

Companies that lack a clear strategy and 

framework will risk encountering issues with 

data validity, generalizability, and perhaps 

even regulatory compliance.



data privacy, legal, epidemiology, medical, biostatistics, 
data management, site management, study design, 
strategy and budgeting and has a mission to support 
development of mobile health options while ensuring quality 
and patient safety. Some areas of particular focus include:

•  The position of regulators on the use and requirements 
of these data

•  Explicit process through which data can be validated  
1) as coming from the individual as opposed to someone 
else using the device, and 2) device reading accuracy

•  Platform development to evaluate the technologies  
for reliability and “sameness” of outputs/inputs across 
different devices when in a bring-your-own device setting

•  Development of longitudinal datasets in large popula-
tions, as opposed to study-by-study datasets, opening up 
considerations and challenges around data privacy

•  Data warehousing requirements to store the volume  
of data potentially received from wearable devices  
(24/7 streaming data)

•  Analysis considerations of the data given quality and 
representativeness concerns

•  Trade-offs between physician office costs and technology 
costs (application, device and data management). In the 
immediate term, the group is focused on:

 -  Specifically assessing what technologies are available 
or emerging in the marketplace by indication

 -  Evaluating various eCOA requirements and forms

 -  Performing proof-of-concept on sensors and other 
devices (spirometers, etc.)

 -  Further staged expansion

The PAREXEL team holds the view that the true use of social media to understand 
the impact of therapies in the real world will crystallize over the next five years.

In order to do so, we are focused on applying models that 
allow us to ensure the data content, rigor and quality are 
matched to its intended use as well as developing methods 
and solutions to validate these data. Meanwhile, we have 
used social media in direct-to-site and direct-to-patient 
capacities for over 100 studies in the last two years and 
have comprehensive (and continually evolving) processes 
to manage these capabilities.

PAREXEL’s Feasibility and Enrollment Solutions group has 
created one of the strongest sets of integrated, performance- 
driven data solutions in the world over the past two years. 
Currently, the team uses web listening to monitor chat 
rooms, gathering data about clinical and patient 

perspectives on disease, care and perception. The Patient 
Recruitment and Retention arm of that group is moving 
from CRO use of social media with study subjects, to 
enabled site engagement, closing the gap of anonymity  
and improving the patient experience. It is on this solid 
foundation that the next wave of use will be built at 
PAREXEL. It is conceivable that patient cohorts can be 
developed through social media, for example. We will be 
building upon our well-established experience with our 
thought leadership, quality and data-integrity experts to 
structure our use of social media to meet data needs, when 
appropriate to answer our late-stage development questions. 

THE ROLE OF SOCIAL MEDIA IN 
REAL-WORLD RESEARCH
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•  PAREXEL is a pioneer in leveraging mobile health 
devices in smart, risk-managed, cost-effective ways  
to help our clients succeed

Social media services

Feasibility social 
listening

Recruitment site 
training

Direct to patient
Remote visit 
management

Wearable/
telemedicine

Enhanced or 
eConsent

Patient retention

eCOA

Country and site 
identification

Data-driven 
monitoring

Protocol deviation

Safety distribution 
and surveillance

Investigator data 
services Predictive analytics

Translational 
medicine

DataLabs® EDC

Safety

ClinPhone® RTSM

eTMPF Labs

eClinical platform

LIQUENT InSight®

Site start-up

Simulation studies

Protocol optimization

Patient Community/
EHR

Clinical metadata 
management

IMPACT® CTMS

Adjudication

Imaging
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PAREXEL INNOVATION MAP: AN EVOLVING LANDSCAPE
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In addition, through the Optum Insight partnership and 
other related data assets, PAREXEL can generate 
perspectives on feasibility and site selection based upon 
clinically-relevant data that can dramatically improve 
study design, site/country distribution and/or patient 
recruitment approaches.

Our ability to help our clients identify which data to 
generate – and to then generate and communicate them 
– all under one umbrella allows us to be well-positioned  
to address this need in the coming years.
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The future described above requires a level of integration not previously seen in 
our industry. Understanding the strategic rationale of the study and linking that 
rationale to relevant, highly heterogeneous data sources and methods, will  
require a comprehensive appreciation of both the strategy and tactics that we 
expect to evolve more rapidly over the next five years. Meeting these demands 
will be facilitated by a collaborative partnership-based approach between spon-
sors and CROs that has been lacking in previous transactional models.

PAREXEL has moved to address this dynamic by creating  
a unique business unit focused precisely on the needs  
of Medical Affairs. This group includes analytical and 
consulting capabilities to support evidence evaluation and 
prioritization, as well as evidence generation (interventional, 
observational, database) and medical communication.  
The integration between these groups supports an 
|iterative approach to program development that 
recognizes the interdependence between strategic  
goals and tactical factors.

This structure enables PAREXEL to deliver on the promise 
of the innovations described above in three critical ways:

ENABLING ORGANIZATIONAL DESIGN: 
THE MEDICAL AFFAIRS CRO OF TOMORROW

By providing a full range of Medical Affairs 
focused capabilities within one unit, 
PAREXEL understands the range of 
factors impacting the sponsor and can 
bring the right sort of innovation to bear

True innovation often requires longer time 
frames and a willingness to co-invest in 
new solutions. PAREXEL’s industry- 
leading experience in strategic 
partnership structures ensures that the 
longitudinal support required to realize 
the value of innovation is made

Given the large number of stakeholders, 
evidence generation approaches, data 
sources and evidence strategies, 
innovation in this space requires a 
comprehensive understanding of the  
full environment to take full advantage  
of its potential.

1

2

3



STRATEGIC 
GOAL

TACTICAL 
SOLUTION

Value Cost

ROI Time

Monitoring 
Optimizer

Country 
Allocation Tool

Scenario Planning 
& Recruitment 
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PAREXEL is one of the few CROs that can provide expert 
services around the globe to design, execute and communi- 
cate successful research under a single roof, not only 
providing more robust solutions, but also eliminating the 
need for our clients to maintain three, five or more vendor 
relationships to meet their overall needs. 
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In closing, PAREXEL has been an innovation pioneer in the 
late-phase space for the last 15 years. More importantly, 
PAREXEL is actively investing in innovation for the next  
15 years, across a wide range of areas with a focus on 
efficiently creating real-world evidence solutions to 
pressing scientific and business questions.

SUITE OF PROPRIETARY TOOLS LINK 
OPERATIONAL IMPLICATIONS TO STRATEGIC GOALS
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