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REDCap eIC Instructions




REDCap Electronic Informed Consent (eIC) 
· Use these instructions ONLY when you are replacing a document in already approved eIC project
· There are two options for replacing a consent form in REDCap and both will be discussed in this guide. 
· Creating a New Project For the Updated/Amended Consent Form OR
· Uploading an Amended Consent Form to an Existing Project
· WVU OHRP provides this guide but is not able to directly support study teams with the development of eConsent materials. It is the responsibility of the study team and ultimately the PI to fully understand the eConsent process. 
Option 1: Creating a New Project for the Updated/Amended Consent Form
In the event of a consent form amendment, WVU OHRP and WVCTSI best practices recommend making a new project to house the amended form to minimize the risk of error. This can be done by using the “duplicate project” function within REDCap. Before duplicating the project, disable the automated invitations in the original project. 
To do this, click on the “designer” tab on the project home page. Then, click the green “automated invitations” button to the right of the consent form survey.
[image: Screenshot of Online Designer workspace]
In the window that appears, scroll to the bottom of the window, and click “not active” under step 4. Then, click save. The window will automatically close.[image: Screenshot of the automated survey invitation to show how to disable notification]
The “automated invitations” button is now red, to indicate that it is now inactive.
[image: Screenshot showing automated intivtations in red font to indicate it is inactive]
Click on the “project setup” tab, and then click the “other functionality” tab at the top of the page.
Scre[image: Screenshot of Other Functionality page to show "Copy the project" button] 
Click the “copy the project” button. A new window will open.[image: Screenshot of the new window that opens to Make a copy of the project.]
Update the project title to reflect the amendment status of the consent form with the PI name and protocol number, for example: Smith STUDY1234528591 Title of Study Here Amendment1. Select all items from the existing project except for existing records/responses. Then, click “copy project.” The new project automatically opens to the project setup page.
[image: Screenshot of Project Set up page, showing notification that REDcap project has been copied.]
Return to the project designer page and click the name of the instrument that houses the existing consent form.[image: Screenshot of Online Designer page to show Instrument actions column]
Scroll down to the “copy_download” field. Click the pencil icon in the upper left corner of the field.[image: Screenshot of Download the Consent form window]
A new window will open. Next to the attached file, click the “remove” button. This will remove the existing consent form PDF and allow you to upload the amended form. Then, click “upload file.” Another window will open; click “browse” and select the amended form PDF from your computer. Then, click “upload file,” and “save.”[image: Screenshot of Attach file option on the Edit Field consent form workspace]
Repeat this process for the fields with images of the consent form. After uploading the image, select “inline image” to allow the page to be displayed within the survey. If the amended consent form is a different length than the previous consent form, additional fields can be added or removed by using the “copy” function (two boxes stacked on top of one another) or the “delete” function (the red “X”) in the upper left corner of the field.[image: Screenshot of Edit Field page]
The last step is to enable the automated invitation function again. Return to the designer page and click on the red “automated invitations” button to the right of the consent form. Scroll to the bottom of the window and click “active” under step 4. Then, click save.[image: Screenshot of Automated Invitations page]
The amended consent form has now been set up and you can resume consenting participants in the standard fashion.
Option 2: Uploading an Amended Consent Form to an Existing Project 
In order to maintain the integrity of data collected within a REDCap eIC project, amended consent forms must be uploaded to the existing project in a specific way. Any modifications made to the current EIC instrument will affect all existing records.
First, navigate to the “Designer” page of the REDCap project. Enter draft mode at the top of the webpage to begin making modifications to the project.[image: Screenshot of Online Designer page showing "Enter Draft Mode" option]
Once this has been done successfully, you will receive a confirmation message at the top of the webpage. 

Scr[image: Screenshot of Online Designer page to show project is succesfully in Draft Mode.]
To prevent the outdated consent form from being sent to new participants, the automated invitation function for the instrument must be disabled. Click on the green button labeled “automated invitations” to the right of the instrument housing the existing consent form.[image: Screenshot of Data Collection Instruments page to show Automated Invitations button]
A new window will open. Scroll down to step 4 and click “not active.” Then, click save. The button labeled “automated invitations” will have turned red to indicate that it is currently inactive.[image: Screenshot to show the Define Conditions for Automated Survey Invitations (ASI) window]
Next, click the dropdown menu labeled “choose actions” to the right of the consent form instrument. Click “copy;” a new window will open to allow you to enter a title for the copied instrument as well as the suffix to be added to the copied fields. It is recommended by CTSI to include “AMENDED” followed by the amendment date at the start of the copied instrument’s title.[image: Screenshot of Data Collection Instruments to show copy button][image: Screenshot to show pop up window of the Copy instrument action]
Once you have modified the copied instrument title and suffixes, click “copy instrument.” The copied instrument will immediately appear at the bottom of the listed instruments. Please note that instruments created while the project is in production mode cannot be enabled as surveys until the drafted changes to the project have been submitted and approved by the REDCap Administrator. To submit drafted changes for review, click the button labeled “submit changes for review” at the top of the page.
[image: Online Designer screenshot with button to show Submit Changes for Review]
[image: Screenshot of notification that project is Awaiting review of project changes]
Once the REDCap Administrator has approved the drafted changes to the project, you will receive an email notification and the new instrument will immediately be enabled as a survey. 
Next, return to the project designer page and enable draft mode again. To modify the order of instruments, hover your mouse cursor to the left of the instrument you want to move. Click and hold the arrows that appear, then drag the instrument up or down to change its location. Once any changes to the instrument order have been made, click on the name of the amendment instrument.
Scroll down to the field that houses the consent form PDF download. Click on the pencil icon in the upper left corner of the field to begin editing it.[image: Screenshot to show the edit option in the Download the Consent Form window]
Remove the existing consent form.
[image: Screenshot to show button to remove existing consent form]
Once you have removed the existing file, click the green “upload button.”[image: Screenshot to show upload file option in the automated communication]
Select “browse” and select the PDF from your computer. Then, click upload file. The amended consent form’s name will be listed as the attached file. Once you have uploaded the amended consent form PDF, click “save.” The window will immediately close.[image: Screenshot to show the save function for adding new document in the edit automated invitations window]
Repeat this process with the fields that house the consent form images. After uploading the image file to the field, select “inline image” to properly display the consent form images.[image: Screenshot to show button to add an image to show Inline image for automated invitiations]
Upload each consent form image to the existing fields. If the length of the amended consent form differs from the original consent form, fields can be added or deleted by using the copy icon (double rectangles) or the delete icon (red X) at the top of a field. [image: Screenshot to show Review consent form window with the copy and delete options]
Once you have confirmed that all amended consent form images are being displayed properly, return to the project designer. Click on the red “automated invitations” button to the right of the original consent form. Then, click “save and copy to other surveys” at the bottom of the window.[image: Screenshot to show Save & Copy of the automated invitation ]
Another window will appear. Select the “WVU Informed Consent Form” instrument and click copy.[image: Screenshot to Copy Automated Invitation settings to other survey window]
This will copy any existing invitation logic to the amended consent form instrument. Click on the red “automated invitations” button to the right of the amended consent form. Under step 4, click “active,” then “save.” [image: Screenshot to show Define Conditions for Automated Survey window and the button to change it to Active.]
The automated invitations button will turn green to indicate that it is now active. Last, click “submit changes for review” at the top of the page. Please note that the changes will not take effect until the REDCap administrator has approved the changes. If the survey is opened before the changes have been approved, the outdated consent form will be displayed.
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1 Make a Copy of the Project

To make an exact duplicate of the current project ("Demonstration Econsent"), set the details below for the new project you
are creating, and click the button at the bottom. This will copy over all project forms and their fields, and optionally, you may
also copy the current users and any reports that have been created.

Project title: Amendment 1.17.22 - Demonstration Econsent
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Description of the project’s use or purpose
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Since your project contains one or more surveys, please note that although you may change the
project title above for your new project, all survey settings (including the survey title) for each survey
will be copied and remain as-is in the copied project. If want to change your survey titles, survey
instructions, or other settings after copying this project, you are welcome to do so on the Onine
Designer page using the Survey Settings button for each data collection instrument.
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~ WU Email Disdlosure Form
« WVU Informed Consent Form
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Copy project [N
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browser. NOTE: While in development status, all field changes will take effect immediately in real time.
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Edit Field
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Please contact the Principal Investigator if you need assistance.
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© NOTE: You may modify or remove any text you wish in the Compose Message text box above. Make sure you
include sither [survey-link] or [survey-ur]in the text or else the participant will not have a way to take the
survey.
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‘The Online Designer will allow you to make project modifications to fields and data collection instruments very easily using only your web
browser. Below you have the options to modify an existing instrument, delete an instrument, create a new instrument, download an
instrument as a PDF document, or reorder your instruments. However, whether in Draft Mode or not, you are allowed to download the PDF
or modify survey settings for any instruments below.
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Please contact the Principal Investigator if you need assistance.
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© NOTE: You may modify or remove any text you wish in the Compose Message text box above. Make sure you
include sither [survey-link] or [survey-ur]in the text or else the participant will not have a way to take the
survey.
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The Online Designer will allow you to make project modifications to fields and data collection instruments very easily using only your web
browser. Below you have the options to modify an existing instrument, delete an instrument, create a new instrument, download an
instrument as a PDF document, or reorder your instruments. However, whether in Draft Mode or not, you are allowed to download the PDF
or modify survey settings for any instruments below.
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instrument. Please enter a suffix that will be appended to all new variable
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Suffix appended to variable |_v2
names:

Copyinstrument | Close
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(&) Awaiting review of project changes

Your drafted changes to the project were submitted and wil first be reviewed and approved by a REDCap administrator. When the
changes have been approved, you will receive an email notification stating that those changes have taken effect on your production
project.

If you have any questions regarding this, please contact REDCap Admin (redcapadmin@hscwvu.edu).

3 While your changes are pending, you may still view a detailed summary of all drafted changes.
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Download the Consent Form - OPTIONAL -

Click on the link below to download a PDF (Adobe Acrobat File) of the consent form. If you need to use a screen reader, the
PDF can be used with a screen reader of your choice. Click on Next Page to continue and to review the consent form on the
screen.

Atiachment: %) Replace This File with ICF PDEpdf (0.16145)
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You may add a new project field to this data collection instrument by completing the fields below and clicking the Save button at the bottom. When you add a new field, it will be added to the
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You may add a new project field to this data collection instrument by completing the fields below and clicking the Save button at the bottom. When you add a new field, it will be added to the
form on this page. For an overview of the different field types available, you may view the & Eield Types video (4 min).
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You may add a new project field to this data collection instrument by completing the fields below and clicking the Save button at the bottom. When you add a new field, it will be added to the
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Review the consent form; if you have questions, contact the Principal Investigator. After you review the form, click on Next
Page to continue and provide your consent. Note that the screen reader cannot read the contents of the consent form.

Review the Consent Form
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ions for Automated Survey Invitations (ASI)

WVU Informed Consent Form

~[7ISTEP 1: Compose message
From: | WVU Research hsrcsurvey@hscwvu.edu v

(select any project user to be the ‘Sender’)
To:  [All participants who meet the conditions defined]

Subject: Message From WVU

Paragraph v — B I
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Please

on the link below to open the informed consent form.
[survey-link]

I the link does not work, cut and paste the url below into the address bar of your browser.
[survey-url]

Please contact the Principal Investigator if you need assistance.

4

© NOTE: You may modify or remove any text you wish in the Compose Message text box above. Make sure you
include sither [survey-link] or [survey-ur]in the text or else the participant will not have a way to take the
survey.

# How o use Piping in the survey invitation
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Copy Automated Invitation settings to other surveys

Using the checkboxes below, select the surveys to which you want to apply the Automated Invitation settings
you just saved, then click the Copy button.

Survey to copy from: "WVU Informed Consent Form" - Event 1

Copy the Automated Invitation settings to the following surveys:
Select All Deselect All

O"Wvu Email Disclosure Form” - Event 1

"WVU Informed Consent Form" - Event 1

Copy  Cancel
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'» Define Conditions for Automated Survey Invitations (ASI)
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Please click on the link below to open the informed consent form.
[survey-link]

I the link does not work, cut and paste the url below into the address bar of your browser.
[survey-url]

Please contact the Principal Investigator if you need assistance.

4

© NOTE: You may modify or remove any text you wish in the Compose Message text box above. Make sure you
include sither [survey-link] or [survey-ur]in the text or else the participant will not have a way to take the

survey.
# How o use Piping in the survey invitation
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specified time?

[ STEP 4: Activated?
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Save | Save&Copyto.. = Cancel





image1.png
Demonstration Econsent  rro 5370

e Designer | [Jj Data Dictionary 8 Codebook

& Project Home Project Setup | [ Onli

8 Create snapshot of instruments | ¥ VIDEO: How to use this page
Lastsnapshot never [
The Online Designer will allow you to make project modifications to fields and data collection instruments very easily using only your web
browser. NOTE: While in development status, all field changes will take effect immediately in real time.
Data Collection Instruments

Add new instrument: Survey options: Automated Survey Invitation options:
Survey Queue )| P Survey Login © I B Upload or downioad Auso liations = |

4 Create | a new instrument from scratch
© Import | a new instrument from the official REDCap Instrument Library [E] 8 Survey Notifications | C Re-evaluate Auto In:
0 Upload | instrument ZIP file from another project/user or external libraries [E

Fields View Enabledas oy ment actions  Survey-related options

Instrument name B
WVU e07 Permission To Use Email with ID Verification Questions 18 ] 9 Choose action = | (@ Survey settings | [ +Automated Invitations |
WVU e01 MMR/OMR EConsent Framework and Login for ID

e s B v el e )

Consenting Person Signature - Not a Survey Form 2 ] Enable | | Choose action = |




image29.png
WV' WestVirginiaUniversity.

OFFICE OF HUMAN RESFARCH PROTECTIONS




