Setting up e-Consent in REDCap: The Basics for a Consent
Requiring a Signature

Background

For those who are navigating REDCap to create an e-consent document, the process can be a bit tricky.
Thus, the Clinical Research Resources Office (CRRO) has developed a “Building a REDCap e-consent
Guidance” for utilizing the REDCap e-consent capability. This guidance will take you step-by-step to
build your e-consent from the IRB-approved stamped consent form. This guidance is specifically
intended for research that WILL require a signature on the consent form. Under Massachusetts law, a
person typing in their name on an electronic document constitutes a legally effective signature. REDCap
will also allow an individual to sign their name using a stylus, a finger or the mouse. (Note that this
guidance is NOT applicable to consent for FDA-regulated research, as electronic systems used to create
and maintain research records for FDA-regulated research must be Part 11 compliant.)

If you have comments about the “Building a REDCap e-consent Guidance,” suggestions on how to make
the guidance easier to use, or other questions about e-consent please contact Mary-Tara Roth at the
CRRO (mtroth@bu.edu).

Special thanks to Tasha Coughlin, the BUMC REDCap Administrator, for her help and expertise in
developing this guidance!

Setting up your e-consent requiring a signature

1. If you plan to obtain e-signatures on your e-consent form, you should submit a consent form version
to the IRB that does not contain the signature lines. Keep the consent form template wording: “By
signing this consent form, you are indicating that....” (You would not keep this wording if you have
IRB approval for Waiver of Documentation of consent.)

2. Save your IRB-approved and stamped PDF consent form as a jpeg or png file.

3. Sign on to REDCap and go to “My Projects.”

4. If you are starting a new project you should click “New Project” at the top menu. If you already have
a project set up in REDCap, proceed to 5.0.

4.1 Complete Project title, Purpose (research), Pl info, Project notes, etc.)
4.2 At the end of the page, choose “Create empty project (blank slate)” and press the blue
“Create Project” button.
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/part-11-electronic-records-electronic-signatures-scope-and-application
mailto:mtroth@bu.edu

REDCap“ Home My Projects 4 New Project @ Help & FAQ Ei Training Videos &&Send-lt B Messenger #% Control Center

=+ Create a new REDCap Project

You may begin the creation of a new REDCap project on your own by completing the form below and clicking the Create Project

button at the bottom.
Project title:
Title to be displayed on project webpage
Purpose of this project: Practice / Just for fun ¥
How will it be used?

Assign project to a Project
Folder?

Start project from scratch ® Create an empty project (blank slate)
or begin with a template? Upload a REDCap project XML file (CDISC ODM format) 2
Use a template (choose one below)

Template title B & Template description

Create Project Cancel ‘

5. At “My Projects” page, select the appropriate project that you are creating an e-consent for. This
will bring you to the “Project Setup” tab.

5.1 Under “Main Project Settings” within Project Setup tab select the “Enable” button for the
guestion “Use surveys in this project?”

f\’EDCap New study with e-consent

nas mtroth | Legout

My Projects # Project Home | :=Project Setup | W Other Functionality £ Project Revision History
F. 3 Project Home or = Project Setup
W REDCap Messenger Project status: / Development Completed steps 0 of 7

Project status: Development

Main project settings

Data Collection # Edit inst s
y) Use surveys in this project? [2] 43 VIDEO: How to create and manage a surv
Record Status Dashboard @ O = i
SEE Enanle | (@ Use longitudinal data collection with defined events? 2|
'm done!
Modify project title, purpose, etc.
Applications = Design your data collection instruments
ST Add or edit fields on your data collection instruments. This may be dene by either using the
B 3
L aba Cummrbe Damerie amrd Chabe Online Designer (online method) or by uploading a Data Dictionary (offline methad). Quick

5.2 Select “Online Designer” button under “Design your data collection instruments & enable
your surveys.”
5.3 Rename “My First Instrument” by selecting “Choose action” drop down button to

“Rename.” Name the instrument (your consent document) and then click the “Save”
button.
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A Project Home  i=ProjectSetup | [ Online Designer | g Data Dictionary B Codebook

B Create snapshot of instruments ‘
Napsnot. 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.

HiVIDED: How to use this page

Add new instrument:
Data Collection # Create | @ New instrument from scratch
Instruments 0 Import | @ new instrument from the official REDCap Shared Library [
@ Upload | instrument ZIP file from another project/user or external libraries [E]

Instrument name Fields \-F’,i[e}kg Instrument actions

15 Choose action

Rename

Consent Form Save

[ Copy
X Delets
@ Download instrument ZIP
6. Now build your consent form.

6.1 Click on your newly named instrument (see 5.3 above).
6.2 Click “Add field” button.

@ Return to list of instruments

Current instrument: Consent form 1 Preview instrument

(,/\ Varigble: record_id

Record ID

NOTE: The field above is the record ID field and thus cannot be d ved. It can only be edited.

‘ Add Field , Add Matrix of Fields |
—

6.3 Under the Field Type drop down, choose “Descriptive Text...”

6.4 Click on “Upload document.” Choose first page of your jpeg format consent form and

upload the file. Then click on “In-line image.” Give the page a variable name (such as
page_1). Save.

6.5 At bottom of first consent form page (the jpeg image), click the “Add field” button.
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6.6 Follow the instructions in 6.3 and 6.4 above for all the consent form pages.

Add New Field * Add New Field x
froalaviaddlapewprotectiieldjtothldatalc oilectioplin=titinepibvicom plstipsithelie dsbelowandlcckElhe ‘You may add a new project field to this data callection instrument by completing the fields below and clicking the
el o et helb ot e gy olladdlalenie D IRw el doeditoetionrionlin papioyaploveieslal 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 & Field Types video (4 min], the different field types available, you may view the & Field Types video (4 min).
<leld Type:  Descriptive Text (with optional Image/Video/: ¥ > Field Type: | Descriptive Text (with optional Imaze/Video/ v
Field Label Field Label
Variable Name (utilized in logic, calcs, and exports) Variable Name (utiized in logic, cales, and exporis)
(] Enable aut: (| Enable auto naming
0 Epedle s maming i
A e e s upon its Field Label? ONLY letsers, numbers, and underscares upon it Field Labal?
Howtouse Howro use
Optional file attachment. image. audio, or video: Optional file attachment. image, audio, or video:
Action Tags / Field Annotation (sptions) D Embed an external video (orovide video URL) [2] Action Tags / Field Annotation (oprionz)) D Embed an external video (provide vides URL) [2]
B R - e.g https:/iyoutube.com/watchy=E1cCUWMupz0)
[ e eg heps f’f’y?umbe,cm:v'rfa(mz.fﬂ cCuWMupz0, Learn about or using Field Annotation mES e e
hitps:/ivimeo.com/62730281, et e )
nttp#/example com/movie.mpd
- . Display format of video: © Inline ® Inside popu
Display fermat of video: ) Inline @ Inside popup = [
=
—or-
& Attach an image, file. or embedded audio

@ Upload document

Save Cancel

Save Cancel

Edit Field

-~

Field Type: ﬁ)estriptive Text (with optional Image/Video/ v

Field Label [J Use the Rich Text Editor .
. El Variable Name (utilized in Iogic, calcs, and exparts)

(L) Enable auto naming
of variable based
upon its Field Label?

cf_inline

ONLY letters, numbers, and

Consent Form Inline Image

underscores

How to use JEIENENAELEEY

Optional file attachment, image, audio, or video:

g

D Embed an external video (provide video URL)

e.g. https://youtube.com/watch?v=E1 cCuWMupz0,
https://vimeo.com/62730281,
http://example.com/movie.mp4

Action Tags / Field Annotation (optional)

Learn about [CYNTERRETE) or using Field Annotation Display format of video: * Inline * Inside popup

_or-
& Attach an image, file, or embedded audio
RESEARCH CONSENT FORM short.png  [x] Remove

Display format of attachment on page:

O Link

® |nline image
Audio file (play in embedded player on page)
@ Compatibility notice for embedded audio

(Images wider than 600 pixels will be downsized to fit page.) -

Save Cancel

7. When finished uploading all jpeg format pages of the consent form, scroll to the top and click on the
blue “Return to list of instruments” button. Then click on “Project Setup” tab.

@ Return to list of

Online Designer g Data Dictionary

i= Project Setup

7.1 Under the section “Design your data collection instruments & enable your surveys” click on
the “Online Designer” button.
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7.2 You will see your consent form under the “Data Collection Instruments” table. Click
“Enable” under “Enabled as survey.” This brings you to the “Set Up My Survey” tab (or if it is
already set up, the tab is called “Modify survey settings”).

Sample Consent 2

4@ Project Home  ‘=Project Setup | [# Online Designer | 3 Data Dictionary = H Codebook

B Create snapshot of instruments ‘ B VIDEO: How to use this page

ast snaj ever 7

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.

Survey options: Add new instrument:

Data Collection i= Survey Queue || § Survey Login | # Create | @ new instrument from scratch

Instruments & Survey Naotifications @ Imper: | a new instrument from the official REDCap Shared Library [

& Upload | instrument ZIP file from another project/user or external libraries [E

[3] Upload or download Auto Invitations = J

Instrument name Fields \,‘;‘S‘f EngL?rISéiyas Instrument actions

Sample Consent Template 1 22 7] Choose action \ @ Survey serings # + Automated Invitations |
Sample Consent Template 2 23 /] Choose action " | Terings | | +Automated Invitations |
Sample Consent Template 3 8 Choose action ‘ @ Survey settings | | + Automated Invitations |
Sample Consent Template 4 0 Choose action " |

7.3 Under “Basic Survey Options” fill in “Survey Title” and “Survey Instructions.” This
information will appear at the top of your electronic consent survey page.. The instructions
can be some simple instruction that makes sense within your consent process, such as:
“Please review this electronic consent form with the study coordinator.”

7.4 Scroll down to “Survey Termination Options” at the bottom of the survey settings page.
Next to “Survey Completion Text” provide the text you want to show to the participant after
he/she provides an electronic signature. For example: “Thank you for your participation in
this research study!” Click the “Save Changes” blue button on the bottom of this webpage.

7.5 To the right of the “PDF Auto-archiver” choose the third option: “Auto-Archiver + e-Consent
Framework.”

7.6 Next to “e-Consent version” provide a version number.
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A Project Home 7= Project Setup  [# Online Designer

# Modify survey settings

You may edit the survey's basic information by modifying the fields below and clicking the Save Changes button.

& Madify survey settings for data collection instrument "Sample Consent Template 1"

Survey Status

© surveyActive ¥

(Gt

If offline, respondents will not be able take the survey.

Basic Survey Options:

T Survey Title

Sample Consent Template 1

Title to be displayed to participants at the top of the survey page

Survey Instructions

(Displayed at top of survey after title) Paragraph

KA
'

B 7 &
B~ A

=
=
a
¢
I~

Please complete the form below.

Thank you!

h

# How to use Piping here

Survey Design Options:

&’ e-Consent Framework
-and -
5 PDF Auto-Archiver

Upon survey completion, o compact PDF copy of the
survey response will be automatically stored in the
project’s File Repository, from which the archived
PDFs can be downloaded at any time.

[4] Send confirmation email (optional)?
(Email the respondent when they complete the
survey)

REDCap e-Consent w/signature guidance v. 2-27-20

5 Copy design to other surveys

' Disabled
' Auto-Archiver enabled

® auto-Archiver + e-Consent Framework  What is the e-Consent Framewark?
{includes end-of-survey certification & archival of PDF consent form)

& 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

I Allow e-Consent responses to be edited by users?

e-Consent version: | v1.0 eg., 4
First name field: first_name "First Name" v
Last name field: last_name "Last Name" v

Note: If you are using a single field to capture whole name, you may select
first/last name above while leaving the other name field unselected.

Opticnal fields (these are not always necessary for e-Consent):

e-Consent type: sample e.g., Pediatric

Date of birth field: | -- select a field -- v

Force signature field(s) to be erased if participant clicks Previous Page button while
on the certification page?

Select a field below that serves as a signature field in this survey. It could be a free-form text
field, a signature field, or a number field (e.g., to collect a PIN), and it must be a Required
field. If any fields are selected below, then if the participant gets to the last page of the
survey where it asks them to certify their responses, if they then choose to click the Previous
Page button, it will erase the value of these signature fields, thus forcing them to 'sign’ the
field(s) again before completing the survey. If you do not want this behavior, do not select
any fields below. You may use up to five signature fields.

Signature field #1: | - selectafield - ¥

=+ Select another signature field
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8. Add electronic signatures. You can add text box fields for the participant to type in his/her first and
last name, and/or you can add a signature field, allowing the participant to provide an e-signature
using a stylus, finger, or mouse.

8.1 On the Online Designer tab, click on your consent form under the heading “Instrument
name.”

8.2 Scroll down to the last page of your electronic consent form.

8.3 Click the “Add Field” blue button at the bottom of the page.

8.4 Select “Text Box...” from the dropdown menu.

8.5 Under the field Label type “First name.” Under “Variable Name” type “first_name”.

8.6 Complete the “Required?” And “Identifier?” fields as ‘Yes’. Click “Save.”

Edit Field

You may add a new project field to this data collection instrument by completing the fields below and dlicking the Save button at the
bottom. When you add a new field, it will be added to the ferm on this page. For an overview of the different field types available,
you may view the B3 Field Types video (4 min).

Field Type: | Text Box (Short Text, Number, Date/Time, .. ¥

. — o 5]
Field Label W=ttt Ed oy Variable Name (utiized in logic, calcs, and exports)

Last Name last_name_3

ONLY leczers, numbers, and underscores

Howouse (DB AT

variable based upon its
Field Label?

Validation? (optionsl) | --— None —— v
e
— select ontology service - v
Action Tags / Field Annotation (optional) Required? ® No O Yes

* Promet i field s blank

No @ ves

Learn about (Y TECRRE ) o using Field Annotation
in 1dentfying information (e.g., name, 55N, address)?

Custom Alignment | Right / Horizontal (RH) ¥
Align the position of the field on the page

Field Note (optiona)
Small reminder text displayed underneath field

save Cancel

8.7 Continue and add Last name field following steps 8.2-8.6.

8.8 If you want to, you can add a Stylus Signature field in addition to the typed signature. In
Field type, choose “Signature...” from the dropdown menu. Proceed as before with steps
8.5-8.6.
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Edit Field

bottom. When you add a new field, it will be added to the
you may view the il Field Types video (4 min).

‘You may add a new project field to this data collection instrument by completing the fields below and clicking the Save button at the

form on this page. For an overview of the different field types available,

Field Type: | Signature (draw signature with mouse or fir

v

Field Label [ Use the Rich Text Editor [2]

Vi ble Name (utilized in logic, calcs, and exports)

Signature

Enable auto naming of
[ Kol upon its
Field Lzhel>

| signature_3

ONLY letters, numbers, and underscores

GELRATNY [3] Smart Variables

Required?* ® No O Yes
* Promgt i field is blank

Identifierz © Mo © ves

Action Tags / Field Annotation (optional)

Does the field contain identifying information (e.g., name, SSN, address)?

Custom Alignment | Right/ Vertical (RY) ¥ |

Align the position of the fiekd on the page

Learn about [EY ORI or using Field Annotation

Field Note (optional) \ |
Small reminder text displayed undemeath field

Save Cancel

8.9 Add a date field. Choose “Add field” blue button. Under “Field Type” choose “Text Box.”
Complete “Field Label” and “Variable Name.” Under “Validation?” choose a date option
from the dropdown menu (such as “Date (M-D-Y)). Complete additional fields as

necessary.

8.10 You may also elect to setup a file download field, to allow the participant to download a

hardcopy of the consent form.

Edit Field

You may add a new project field to this data collection instrument by completing the

you may view the B Field Types video (4 min).

Field Type: Descriptive Text (with optional Image/Video/ ¥

Field Label () Use the Rich Text Editor [z]

Consent Form Link

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,

Variable Name (utilized in logic, calcs, and exports)

" () Enable auto naming of
cf link | variable based upon its
ONLY letters, numbers, and TR
underscores

EURCIT="M (%] Smart Variables

Optional file attachment, image, audio, or video:

D Embed an external video (provide video URL)

Action Tags / Field Annotation (optional)

Learn about (Y NETREa) o using Field Annotation
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e.g. https://youtube.com/watch?v=E1 cCCUWMUpZO0,
https:/vimeo.com/62730281.
http://example.com/movie.mpa

Display format of video: ' Inline ‘® Inside popup
—or-
& Attach an image, file, or embedded audio
Adult-Consent-Form-Template.pdf [x] Remove

Display format of attachment on page:
®Link
Inline image
© Audio file (play in embedded player on page)

© Compatibility notice for embedded audio

(Images wider than 600 pixels will be downsized to fit page.)

Save Cancel
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9. To view the consent form from the Subject view, select “Manage Survey Participants” from the left
menu under “Data Collection.” Under “Link Actions” click on “Open public survey” (the first button).

BB LS T L et 4. Survey Distribution Tools
=l My Projects or £ Control Center

REDCap Messenger . . L . o
. P & & Public Survey Link | &% Participant List = &% Survey Invitation Log

‘roject Home and Design 1=
# Project Home - = Project Setup
[# Designer - @ Dictionary - B Codebook

W Project status: Development

Using a public survey link is the simplest and fastest way to collect responses for your survey. You may obtain the

survey link below to email it to your participants. Responses will be collected anonymously (unless the survey

contains questions asking for identifying data from the participant). NOTE: Since this method uses a single survey

[— = link for all partmpants, it allows for the passibility of participants taking the survey multiple times, which may be
o necessary In sgme cases.

=) Sy T e e To obtain the survey link, copy the URL below and paste it into the body of an email message in your own email

"G fics ¢ or build a participant list for

espondents client, Your email recipient(s) can then click the link to begin taking your survey.

B2 Record Status Dashbeard .

- View dats collection status of sll records Public Survey URL: | https://redcap.bumec.bu.edu/surveys/?s=77FNY7PETF i
B Add / Edit Records

- Creaf w records or editfview existing ones
o S Pratect the public survey using the Google reCAPTCHA feature 2]
pplications 1=
& Alerts & Notifications Link Actions Link Customizations

8 Calendar

B Data Exports, Reports, and Stats & Open public survey = Get Short Survey Link

& Data Import Tool
# Data Comparison Tocl

B Logzing = Send me URL via email <[> Get Embed Code
® Ficld Comment Log

& File Repository

* Open public survey + @ Log out I #4 Create Custom Survey Link I

<4 Survey Access Code or B QR Code ]

10. Please be sure to review the remaining steps prior to administering your e-Consent project.
e Survey design and distribution:
https://redcap.bumc.bu.edu/index.php?action=help&newwin=1#ss57
e Test your project thoroughly:
https://redcap.bumc.bu.edu/index.php?action=help&newwin=1#ss37

11. Move your project to production status.
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