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Better Experience  
and Faster Startup  
with Clinical ink eConsent

Enhanced Patient Experience
Delivering an eConsent that is more engaging and broken 
down into sections helps patients better understand study 
expectations. Our easy-to-follow, patient-friendly forms 
support tiered information delivery and question and 
answer capability for site staff and patient interaction, 
as well as language translations. Even better, Clinical ink 
eConsent can be deployed remotely as a web-based 
offering and/or in Bring Your Own Device (BYOD) studies, 
providing optimal convenience.

69% said eConsent  
is a helpful tool  
for improving patient engagement  
during the consenting process
(Customer study on sites reporting eConsent impact  
on patient engagement)

Simple, Flexible Configuration  
on a Single Platform
Our full-featured eConsent complements eCOA, DDC, and 
decentralized trial (DCT) functionality. Using an all-in-
one platform, Sponsors and sites can eliminate separate 
systems and reconciliations (Figure 1). More helpful still, all 
of the data resides in one place, making it easier to create 
reports and manage the data in near real time. 

Speed, Visibility, and Scalability 
By offering an easy-to-implement drag and drop 
configuration – immediately visible during study build 
– Clinical ink eConsent empowers Sponsors to actively 
control the build process for faster start-up timelines. No 
need to wait until User Acceptance Testing (UAT) to see if 
the eConsent workflow is ready. Reduce costs and strain on 
your study teams and sites while condensing your startup 
time from months to weeks. 

Accuracy, Compliance, and Reporting
Signing eConsent automatically updates study participant 
status, ensuring accuracy. The creation of the study 
participant’s visit list is automatically triggered by signing 
the consent, assuring that no patient data is gathered 
without a signed consent in place. This ensures improved 
data quality, a reduction of errors, and a compliant 
eConsent process via real-time triggers, notifications, 
progress metrics, and reporting.

Multiple Consent Model
Manage your end-to-end eConsent process seamlessly, 
including integration with ongoing study data collection 
documents so that sites can ensure patients have 
reconsented to ongoing protocol changes. Clinical ink 
eConsent helps you manage separate consents as needed 
for tracking, including biobank information, site language, 
or region specific ICFs.

Clinical ink’s eConsent technology optimizes your Informed Consent (ICF) process. By combining 
electronic form workflows and interactive question and answer sections, it offers a dynamic, easily 
understandable patient and user experience. The eConsent module can stand alone or be deployed 
within our all-in-one Clinical ink platform, to include additional eSource modules such as eCOA, ePRO, 
and Direct Data Capture (DDC). Power patient outcomes with Clinical ink. 

1



Copyright © 2022 Clinical ink. All rights reserved. Direct Data Capture  |  Fact Sheet

Clinical ink eConsent
User functionality controlled by role & permissions

Patient Web

API LAYER API LAYERDATABASEWeb App Site Web Patient App

Site Portal

Figure illustrates Clinical ink’s eConsent as part of an all-in-one platform. The database and two API layers are where all the data are organized. 
The centralized data warehouse provides continuous data flow from the same database for easier site and patient interaction, as well as 
streamlined data reporting and analytics.

Figure 1

The Patient eConsent Process: How does it work? 
The Clinical ink eConsent module has clear advantages for compliance and 
easy recordkeeping. But more importantly, by asking patients to evaluate 
their understanding of every page as well as requiring clinicians to respond 
to every question, our eConsent system ensures that patients really do 
understand what they are signing. Studies show this has a real impact on 
both enrollment and patient engagement.

Patient opens ICF material on the eConsent web portal via their device. The 
document outline shows the patient their progress through the materials and 
maintains interest throughout the eConsent process.

Patient reviews and provides feedback, and site, in turn, answers questions. 
Before signing, the patient must indicate each question has been answered.

Module authenticates study participants and patient submits the advanced 
electronic signatures (21 CFR Part 11 compliant).

The patient, now a study participant, can review the eICF and ask additional 
questions at any time during the study. The eConsent system tracks who is 
logged in, what forms are opened, dates/times, and what data is captured for 
a recorded audit trail.
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Engaged and informed patients help support clinical trial success. 
Implementing the Clinical ink eConsent module provides an interactive patient 
experience, instills clinician trust and trial understanding in the patient,  
and ensures compliance throughout the course of the consent process.
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Clinical ink is the global life science company that brings data, technology, and patient science together. 

Our deep therapeutic-area expertise, coupled with Direct Data Capture, eCOA, eConsent, telehealth, 
neurocognitive testing, and digital biomarkers advancements, drive the industry standard for data precision 
and usher in a new generation of clinical trials.

By harnessing digital data, we power sponsors, CROs, researchers, and patients to recenter decentralized 
trials and rewrite the clinical development experience.
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