Signant Health Decentralized Clinical Trials

OPTIMIZING THE TRIALS
OF THE FUTURE TODAY
At Signant Health, we understand that every clinical trial requires accurate, reliable measures of efficacy
and safety as well as methods to simplify participation and conduct. In addition, each trial involves
unique study characteristics such as study design, the disease, the concepts to be measured, the
patient characteristics, and the geographies involved.
To ensure reliable evidence generation and simplified participation, our solutions leverage thoughtful
application of our technology suite and in-house clinical science expertise to design and deliver
optimized clinical trials for any model of conduct.

A RICH HERITAGE OF RESEARCH
DECENTRALIZATION
For more than twenty years, Signant has pioneered the application of technology, scientific
services, project delivery infrastructure, and scale to optimize clinical evidence generation
and clinical trial conduct, regardless of how and where studies take place.
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WHY CHOOSE SIGNANT SMARTSIGNALS?
Helping sponsors to optimize clinical trials involves thoughtful application of
technology, in combination with clinical and scientific expertise. We focus on six
areas of decentralized clinical trial (DCT) success:
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SOLUTIONS
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SCALE

05

SERVICE

06

SOURCE DATA AGGREGATION

Comprehensive, full-featured, end-to-end software solutions optimize evidence generation, trial operation,
and patient experience from enrollment to completion, without capability gaps.

Robust, in-house randomization and trial supply management (RTSM) capabilities enable comprehensive
management and oversight of direct-to-patient medication provision.

Over 50 full-time clinicians oversee all aspects of study and solution design, ensuring optimal measurement
strategy and measure validity.

Extensive global reach with project teams in all time-zones, combined with global architecture and
infrastructure, facilitate hundreds of new trials per year, anywhere across the world.

Experienced global project delivery teams, including end-to-end procurement and logistics, COA scale and
license management, and 24/7 local language help desks drive hassle-free implementations.

Addressing the challenge of increasing numbers of data sources in today’s trials, our Data Aggregation and
Intelligence platform enables rapid consolidation of data from all sources, enabling effective 360-degree
data review for timely, actionable insights, RBQM, and data management.
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EXPLORE SMARTSIGNALS SOLUTIONS FOR DECENTRALIZED CLINICAL TRIALS
Discover how our solutions simplify trial participation and decentralized trial operations.
Click to explore the interactive patient data journey.
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A CLOSER LOOK
SITE INITIATION, MONITORING, & CLOSEOUT
Enable CRAs to remotely inspect sites and facilities using proprietary video glasses worn by site staff.
 Save considerable time and money associated with CRA travel and on-site monitoring visits.

REMOTE eCONSENT
Our tiered eConsent solutions provide patients with remote access to study and consenting information
alongside telemedicine to enable site-patient consultations and study participation discussion.
 Choose from rapidly implemented, PDF-based formats to rich multimedia solutions.
 Ensure well-informed patients to prevent unnecessary study dropout.
 Simplify consent/re-consent management and provide full traceability to limit inspection findings.

DIRECT-TO-PATIENT MEDICATION SUPPLY
Supply medication direct to the patient’s home using our RTSM solution.
 Ship medication directly from site, central pharmacy, or country depot.
 Reduce unnecessary patient travel for dispensation when other on-site activities can be conducted remotely.
 Ensure full visibility of medication chain of custody and IP accountability when managing direct-to-patient
supplies.
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A CLOSER LOOK (CONTINUED):
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CLINICAL OUTCOME ASSESSMENTS (eCOA)

SAMPLE COLLECTION

Collect patient-reported outcomes data at home using
home diaries, quality-of-life measures, and other
instruments.
 Select fully provisioned or bring-your-own-device models.
 High-quality COA data collection supports the simplest
and most complex studies alike.
 Leverage our scientific, clinical, operational, and
regulatory expertise to ensure endpoint data reliability.

Enable patients to flag when samples are ready for
collection and when new sample kits are needed through
our eCOA solution.
 Ensure timely collection and delivery of sample kits
to/from patients throughout the trial.
 Ensure sample pickups are convenient and quick for
the patient.

SENSORS & WEARABLES

Provide patients with ongoing study participation
information, including visit scheduling, site directions, and
contact details.
 Guide patients through the study to limit missed visits
and assessments.
 Increase engagement with study reminders, alerts, and
study information.

Collect a variety of objective clinical outcome assessments
and biomarkers measured by sensors and wearables
 Gain richer insights into treatment effects with objective
data captured by sensors and wearables.
 Ensure effective patient oversight through data access
and reporting.
 Integrate with our eCOA to simplify usage for patients
and sites.

CLINICIAN RATINGS (eCLINRO)
We train and enable sites to conduct complex clinician
ratings remotely via video or telephone.
 Gain access to our large pool of qualified central raters
for high-quality clinician ratings.
 Allow our clinical and scientific experts to assess each
measurement scale for suitability for remote application.
 Ensure endpoint integrity and reliability when conducting
clinician ratings remotely.

TELEMEDICINE CONSULTATIONS
Reduce the need for in-person visits by leveraging our
leading telemedicine platform to offer remote, site-patient
consultations as part of an engagement program or to
replace regular follow-up assessments.
 Reduce patient burden by eliminating unnecessary
on-site appointments.
 Interact with patients in an engaging manner throughout
the study to retain a strong patient-site relationship.
 Accommodate caregivers or other health experts in the
multi-person meetings.

PATIENT ENGAGEMENT

HOME-HEALTH-SUPPORTED STUDY VISITS
Leverage Signant’s established alliances with leading
home health providers to enable a broader range of study
activities to be conducted in patients’ homes including:
 Conduct and oversee study assessments, and ensure
accuracy and standardization through protocol-specific
training
 Collect vital signs, EKG/ECG, blood draws, biologic
sampling and preparation
 Administer medication and ensure adherence and
accountability
 Support setup and use of at-home technologies such
as telemedicine or devices

ASSESSMENT ADAPTATION
We ensure measurement validity when adapting measures
from standard implementation.
 Migrate from face-to-face to sensor-, video-, or
telephone-based assessments, ensuring measurement
scientific validity.
 Train investigational and ancillary staff as well as
provide training materials for patients on standardized
assessment methodology for different settings.

LEARN MORE
WHO IS SIGNANT HEALTH?
Signant Health is the evidence generation company. We are focused on leveraging software, deep therapeutic and scientific knowledge, and operational
expertise to consistently capture, aggregate, and reveal quality evidence for clinical studies across traditional, virtual, and hybrid trial models. For more
than 20 years, over 400 sponsors and CROs of all sizes – including all Top 20 pharma – have trusted Signant solutions for remote and site-based eCOA,
eConsent, RTSM, supply chain management, and data quality analytics. Learn more at www.signanthealth.com.
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