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How to setup eConsent Study Tracker Push/Pull from REDCap
Feature

Benefit from the convenience of pulling your fully signed eConsent pdf directly from REDCap into Study
Tracker. This feature offers the assurance that the correct pdf is uploaded into Study Tracker for FSM Policy
Compliance while reducing the steps involved in completing this task. This handout is designed to provide the
setup requirements in both REDCap and Study Tracker. All setup requirements must be completed in order for

this feature to activate. Please note: Only one REDCap project can be set up per NU IRB study in Study Tracker.

Study Tracker Setup Requirements

Study Tracker will automatically import any study from the IRB that receives an “Approved” or “External IRB”

study status. Any study with an active IRB status in Study Tracker is eligible for setup of this feature.

Compliance IRB Number Name Status Accrual Favorite

Show all Show all

v STURXOOCOK Demo/Test Study Approved 47 w

REDCap Setup Requirements

The IRB must approve your usage of eCosent in REDCap for every study that will be utilizing eConsent.
Approval of specific usage of the Study Tracker Push/Pull feature is not needed in order to use this feature.

Once the eConsent instrument is setup in REDCap, ensure the following setup requirements are met for your

REDCap project:

1. The eConsent project exists on Northwestern's instance of REDCap. eConsent instruments housed on

affiliate instances of REDCap will not work.

2. Only one REDCap project at a time can be linked to an STU in Study Tracker (one REDCap API per study).
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3. The project does not have longitudinal feature enabled.

4.

A Project Home | = Project Setup Other Functionality = £ Project Revision History @ Edit project settings

Project status: (4] Production Completed steps 2 of 7

iﬂ Main project settings
Use su in this project? 7] |5l VIDEO: How to create and manage a survey
Complete! ———
P | Enable | @ Use langitudinal data collection with defined events? 2] )

| Modify project title, purpose, etc. |

"Record_id" is the first field on the first instrument.

‘ & Variable: record id b * This field will NOT be displayed on the survey page.
\.--——.—-——-j *You should NOT use identifiers (e.g., MRN, S5N) for the record ID field
Record ID

NOTE: The field abowve is the record ID field and thus cannot be deleted or moved. It can only be edited.

Add Field Add Matrix of Fields

An instrument named "econsent" exists in the project.*

Data Collection Instruments

Add new instrument: Survey options: Automated Survey Invitation options:
@ Create | a new instrument from scratch i Survey Queue || Survey Login | (] Upioad ar dowmioad Auto Invitations =
© import | a new Instrument from the official REDCap Shared Library [E] B survey Notifications | CR n
@ Upload Mnsxrumenllll’ file from another project/user or gxternal libraries [

Instrument name Fields §F EN3B3 instrumentactions  Survey-related options

‘ econsent } 2 B ] Choose action @ Survey settings || +Automated Invitations |

*If you are renaming an instrument that previously existed ensure that the new name of “econsent” replaced the existing name by checking the Codebook.

The field"consent_date" exists in the project and "consent_date" has field validation in the format
yyyy-mm-dd.

AUU T | UL MEUIR UL P

7% e x‘ Variabie: consent_date _‘, |
Study Participant Consent Date: S
* must provide valug EG M@

Add Field | Add Matrix of Fields

The field "case_number" exists in the project; and must be unique for each record.

R p—

|L_ P o O & Et Voriable: case_number 1, |

Case Number: Delete Field

(Required for Study Tracker Push)

Add Field Add Matrix of Fields

The eConsent Framework feature, under Survey Settings, is only a requirement of utilizing eConsent for
FDA studies. However, it is HIGHLY recommended that all studies enable this feature for the signature
validation and file repository benefits. When the eConsent Framework feature is enabled in REDCap,
you must also enable the option “Allow e-Consent responses to be edited by users?”. This will allow a
study team member to go back in and append the required case number to the completed eConsent
form which allows the participant matching in Study Tracker to take place.
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& e-Consent Framework Options:

For e-Consent it is sometimes required to include the consenting participant's name (and date of
birth in some cases) on the final consent form as extra documentation of their identity. Below
you may select fields used to capture that info. You may also enter the current e-Consent version
and e-Consent type for this form. The values for the fields below will be automatically inserted
into the footer of the PDF consent form that the participant will review at the end the survey,
after which that PDF 'hard-copy' will be archived in the File Repository. Read more

( Allow e-Consent responses to be edited by users? )

9. Add the user "study_tracker_webservice" to your project with APl import/export rights and "Full Data
Set" privileges under "Data Export" rights.

Project

Expiration
Role name _ Username or users assigned to a role P(click Design  User
fdi[“‘ role name to edit {dlick username to edit or assign to role} expiration to and Rights
rolel edit) Set
up
( study_tracker_ webservice (Study Tracker) ) naver o "

10. Send an email request to studytracker@northwestern.edu to link your study in Study Tracker to your
REDCap project. Please include REDCap project name, PID (project identifier number) AND study NU
IRB number. Once Study Tracker Support can confirm that the requirements have been met correctly,
they will set up the API token for this study/project and send a confirmation email to the requestor.

How to use the eConsent push/pull feature in REDCap & Study Tracker

After setup is completed, the feature may be used. This feature only works when the key fields that complete
the communication between systems are recorded correctly.

In REDCap:

After a participant completes the eConsent form, a study team member must edit the form to append a

case number to the participant completed consent form and save the form with case number.

In Study Tracker:
Create a participant profile for the newly consented participant and be sure to add the same case

number for the participant as entered into the eConsent in REDCap and save the profile.

Identifiers

NMFF Record Number
NMHC Record Number

NMH Record Number

lcssu number }
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After the participant’s profile has been created you will then log the Consented activity by selecting the
“Consents” option under the participant’s Activity tab. From the drop down option select “E-
Consented” and the consented date as recorded it REDCap will populate along with the pdf form that
matches and click “SAVE”.

Basics  Activity  Budgettracking  Schedule  Research notes

Category filter (optional) @ Consents
O Uploads
O Forms

O Other Activities

Activity E-Consented v ; You can add custom activit

E-Consents

Select? Consent Date }

® 2021-10-11

Date | 2021-10-11 L]

State Completed v

Notes (optional)

Participants who have signed an eConsent form that has pulled form REDCap into Study Tracker will

show as “E-Consented” in Study Tracker.

Enrollment Status “
Withdrawn

Screening

On Study

Failed (study adherence)
E-Consented
E-Consented
E-Consented

Consented

For further questions on this feature please contact the Study Tracker Support Team at

studytracker@northwestern.edu. For information on how to get started with REDCap, consult the REDCap

NUCATS page or email the REDCap Support Team at redcap@northwestern.edu.
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