
Unlocking the 
Potential of RWD 
in Clinical Trial 
Recruitment

April 2025

White Paper



2 April 2025� Copyright ©️ 2025 Pharma Intelligence UK Limited, a Citeline company (Unauthorized photocopying prohibited.)

Unlocking the Potential of RWD in Clinical Trial Recruitment

Despite a robust clinical trial landscape and 
the increasing popularity of a decentralized 
trial model designed to make participation in 
clinical trials easier, drug developers continue 
to struggle with recruiting patients for their 
clinical research. Failure to achieve recruitment 
goals puts sponsors at risk for costly setbacks, 
invalidated findings, or trial termination, 
delaying the delivery of potentially life-changing 
treatments to patients. 

The use of real-world data (RWD) in clinical 
trial recruitment and retention offers sponsors 
a solution for moving forward. Technological 
advancements such as artificial intelligence 
(AI) and machine learning (ML) have recently 
enabled the instantaneous processing of vast 
amounts of RWD, enabling new insights to 
streamline and perfect previously tedious and 
time-consuming processes.

Introduction
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Despite growth, recruiting challenges remain
Clinical trial activity, which dipped during the 
global COVID-19 pandemic, has recently shown 
a remarkable rebound. Trialtrove data show that 
during the 2023 calendar year, 9,959 Phase I–
III clinical trials investigating at least one drug 
were initiated, a significant 9.4% increase over 
the previous year. The industry continues to 
demonstrate a robust interest in developing new 
and innovative medications, with data showing 
the initiation of Phase I trials growing by 3.3% 
from 2022 to 2023.

While the present and future look bright for 
clinical trial growth, patient recruitment remains 
a persistent challenge for study sponsors. 
One study showed1 that over roughly the 
past decade, as studies have become larger 
(as measured by the number of clinical sites 
registered), the number of patient participants 
has significantly decreased while the duration 
of the recruitment process has increased.  Other 
studies suggest2 that approximately 85% of 
clinical trials fail to meet their enrollment goals 
and nearly one-third of Phase III trials fail 
due to enrollment issues. Poor recruitment has 
been cited as the most prevalent cause3 of 
discontinued trials.

In recent years, new patient pool 
considerations4 and stringent trial inclusion/
exclusion requirements have increased the 
complexity of clinical trial patient recruitment. 
In June 2024, draft guidance from the US 

FDA (since removed5) called for sponsors of 
investigational new medicines or biologics to 
submit with their application a Diversity Action 
Plan (DAP) outlining their strategy for expanding 
inclusion in their clinical trial, justifying their 
patient enrollment goals along demographic 
lines, and explaining how they intend to reach 
their goals for diverse patient enrollment. While 
diversifying patient enrollment is essential to 
ensure study findings accurately reflect the 
efficacy and safety of a drug for the broader 
population, recruiting and enrolling traditionally 
underrepresented groups has long been a 
challenge due to barriers including access to 
healthcare, language differences, and mistrust6.

Sponsors, especially rare disease drug 
developers, also face difficulties in patient 
enrollment due to the constraints inherent in the 
nature of their clinical trials: Often, inclusion/
exclusion criteria for this type of research are 
extremely specific, shrinking already limited 
potential patient pools even further. 

Once patients are located and enrolled, 
retaining them for the duration of the trial 
becomes the next hurdle to successfully 
ushering the trial to completion. Targeting 
highly specific populations to include in 
clinical research, recruiting underrepresented 
populations for these clinical trials, and retaining 
those patients can be new and challenging 
frontiers even for seasoned drug developers.

https://www.citeline.com/-/media/833DBA85ABB64233BE8CB4058357F1A5
https://www.citeline.com/resources/rare-disease-r-and-d
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Powering patient recruitment with RWD

Not all RWD are created equal

Sponsors continue to struggle to locate, 
engage, and enroll the patient populations 
needed for their clinical trials, but the strategic 
use of RWD offers a powerful solution for 
these challenges. Drawn from a wide range of 
resources, RWD can include electronic health 
records (EHR), electronic medical records (EMR), 
patient registries, claims data from insurance 
companies, wearable health device data, social 
determinants of health (SDOH) data, lab data, 
and public and proprietary data drawn from 
other clinical trials. Using the right datasets in 
the right combinations, sponsors can leverage 
RWD to gain a highly accurate view of patients 
within their disease areas. From there, they can 
easily determine disease prevalence as it relates 
to patient demographics and to the demands of 
the trial. RWD can return highly specific results, 

down to pinpointing patients with the necessary 
biomarkers7 for a rare disease trial, for example. 

Insights derived from RWD can be used not only 
to identify potential patients for participation in 
clinical research, but also to inform the overall 
patient engagement and retention strategy 
of a clinical trial. By leveraging actionable 
insights from combined datasets, sponsors can 
enhance and refine their approaches to patient 
identification and engagement, dynamically 
adjusting their outreach strategies8 based on 
real-time patient engagement metrics. The 
information surfaced by RWD provides the basis 
for data-driven recruitment and retention and 
can also inform other critical clinical trial factors 
such as trial design, inclusion/exclusion criteria, 
and broader patient-centric trial considerations. 

The quality of RWD insights largely depends 
upon the variety, scope, and quality of the 
data sources informing them. Sources such as 
open claims data can provide vital insights to 
help sponsors diversify patient pools or satisfy 
the narrow parameters of their trial protocols. 
Adding additional relevant data sources further 
strengthens RWD, revealing new information 
that enables even faster and more agile decision 
making. 

Integrated datasets, like NorstellaLinQ, 
available from Citeline’s parent company 
Norstella, combine typical RWD data sources 
with additional forecasting, clinical, regulatory, 
payer, and commercial intelligence from their 

proprietary databases, enabling sponsors 
to meet recruitment challenges at scale. 
NorstellaLinQ incorporates data from the 
Citeline suite of pharmaceutical intelligence 
solutions. This includes the RWD-driven Citeline 
PatientMatch tool as well as Trialtrove, which 
provides detailed benchmarking, enrollment, 
patient population, and geographic data. It 
also includes Sitetrove, providing granular 
data on half a million investigators and nearly 
200,000 clinical trial sites in 185 countries. 
These vast stores of data, along with other 
RWD — EHR, patient registries, etc. — can be 
instantly combed and analyzed using Citeline 
PatientMatch’s AI capabilities and used to 
refine potential targets. 

https://www.norstella.com/linq/
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Real-world RWD applications
lung cancer. The sponsor was having difficulty 
pinpointing patients who met the study’s 
stringent eligibility criteria. The organization 
used RWD from Citeline PatientMatch to find 
additional eligible patients via a weekly alert 
system, notifying the sponsor when new patient 
matches were found. 

These types of applications enable study 
sponsors to use RWD to target the right patients 
for their clinical trials, capture a holistic view of 
the patient population, and quickly streamline 
the recruitment process, allowing for increased 
and ongoing site efficiencies. 

The use of integrated datasets for patient 
recruitment and retention can take different 
forms. For example, one rare disease trial 
sponsor successfully added lab data and 
information from structured and unstructured 
EMR to the claims and registry datasets it 
already had, swiftly expanding its study cohort 
from less than 200 patients to more than 3,000 
patients — a remarkable 1,500% increase. 

Another rare disease research sponsor needed 
to locate participants for its Phase II clinical 
trial on treatment for extensive-stage small 
cell lung cancer and previously treated small 
cell 
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