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Overview

¢ eConsent 1s a REDCap-based framework which seeks to provide a more personalized
consent experience.

¢ Users may be guided though a web-based consent document that utilizes avatars, contextual
glossary information supplements, videos, images, text reader functions, branching
questions for comprehension, and other features.

& The goal of the framework i1s to facilitate communication of information to patients in a
culturally relevant manner respective of health literacy level — “precision consenting”



Process

& The development and
approval of an appropriate
eConsent rely on input from
the Study team, IRB, and
participants.

ers wark with

ap ing ] an approved finalized eConsent
eConsent document eConsent document document to IRB approved by IRB

REDCap




Part-11 Compliance




What 1s 1t?

& 21 CFR Part 11 (or Part 11 herein) refers to the Code of Federal Regulations, established by
the FDA to govern the criteria under which electronic records and signatures can be
considered secure and trustworthy (i.e. equivalent in fidelity to paper records).

& Software cannot be 21 CFR Part 11 compliant alone — procedural controls are also
required.

& VUMC has verified and documented its software and required procedural controls with the
validation of the REDCap Informed Consent module. Validation of the Informed Consent
Module at VUMC was conducted by JAF Consulting, Inc. (NJ).



Who needs it?

& Applies when doing drug or device studies or other
FDA-regulated projects
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Multi-Center Clinical
Trials




Single site (VUMC) might organize eConsent with implementation at VUMC
for all sites

One REDCap Project Managed By Coordinating Center.

Site 1 > REDCap DAG 1 Site 2 > REDCap DAG 2 Site 3 > REDCap DAG 3 Site 4 > REDCap DAG 4

Fill out Entry Survey

This survey places patient in DAG and
allows for entry in clinic or emailed to

participant.

DAG = Data Access
Group



(O8]

Four things are happening in the eConsent Intro (first instrument)
Auto DAG Module is assigning record to a DAG. This is done when the site drop down is entered and the
form is submitted.
Name will pipe into eConsent framework.
Email address 1s captured.
If “Do you want to send the participant the consent form” = Yes, alerts and notification sends the participant
an email with link unique like to their consent form.

) Reply %) Reply All

If you have any question please contact..........



Consent Form

& The fields on the consent form will be driven by branching logic to generate site specific
consent language.

¢ Once saved and eConsent is complete the PDF will store with site specific language.

**%%* Data Dictionary for 2-part consent is available for download from the sharing survey:
https://redcap.link/econsent2020



https://redcap.link/econsent2020

eConsent for multi-site studies model where a single site (VUMC) might organize
eConsent with implementation at local sites. (Separate REDCap Installations)

Data Coordinating Center

eConsent eConsent eConsent eConsent

Site 1 Site 2 Site 3 Site 4



Key Features &
External Modules




Videos

Common Research Procedures and Informed Consent Elements

in the eConsent Video Libra
Biopsy (English and Spanish

versions)
Blood Sample

Computed Tomography (CT)
scan (with/without contrast)

Data Privacy

Echocardiogram

Genetic Test

Lumbar Puncture (LP)
Mammogram

Magnetic Resonance Imaging
(MRI)

Positron Emission
Tomography (PET) scan

\/
000

Identified 8 key
procedures and/or
research themes as
topics for the video
library (10 videos)
Videos are short (1-4
minutes in length),
and represent specific
procedures with a
voiceover explanation
to describe each step
Prior to filming,

scripts were reviewed
by our local IRB.



External Modules

¢ REDCap external modules may be built and deployed by any REDCap Consortium
partner to extend existing REDCap functionality in novel ways not currently possible in the
standard distribution version of REDCap.

& Modules are typically created and maintained by developers at REDCap Consortium
partner institutions, rather than the central REDCap development team at VUMC
responsible for the standard software distribution.

¢ External module creators may choose to disseminate their work for use by any other
REDCap consortium partner with the publishing in REDCap Repo (i.e. a centralized
repository of curated External Modules that can be downloaded and installed to local
instances of REDCap).



CONSENT FORM V1
S RIDE TREATMENT OF INTRACEREBRAL HEMORRHAGE

Hover and Click

1) What is the purpose of this study?

You are beir ked to take part in this ud

@ This eXternal module is a burst 1\}‘[1%:\”\/ nrelr ‘a natiente Mltith hinh hlnnd nraceiira nr nlder individuale due f(;
Customizable tOOl that aHOWS o | In.tra.cerebral ll'lemorrhage oceurs when a dise;lase'd blood velssel
e within the brain bursts, allowing blood to leak inside the brain. (The
researCherS to deﬁne Supplemental SR ' name means within the cerebrum or brain).

information (e.g. text definitions,
pronunciations, explanatory
1mages or video) for review by
research participants.

& Supplemental information is

registered to individual words or MO e [ L

phrases, highlighted within an nt studi " \ R
gic H]

eConsent document, so that hover- i this

based supplemental information is
displayed for either the first
instance of a key word or any time
the registered word or phrase is
found.
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1) What is the purpose «

. Intracerebral h
~ within the brai
- name means

TRI

Avatar

We used Oddcast media software studio to create scripted
avatar messaging for use with eConsent.

This external module can be distributed for use at other
institutions but requires the adopting institutions to also
license and support Oddcast media software locally.

When deployed for an individual REDCap project,
avatars can be customized in both appearance and voice.

The avatar can be utilized to help guide a participant
through a consent document with voiceover instruction,
clarification, or additional information.



Help Me




Resources & Contacts

¢ Contacts:
& colleen.lawrence(@vumc.org
¢ leah.dunkel@vumc.org

¢ redcap@vumc.org

https://redcap.link/econsent2020

Includes videos, data dictionaries, manuscript re-print option, and Part-11 documentation


https://redcap.link/econsent2020
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. REDCap eConsent: File Repository | S ~»

Watch later Share

https://redcap.link/econsent2040
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