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[bookmark: _Ref217908003][bookmark: _Ref217908095]Overview
Electronic Consent (e-Consent) is a platform for consenting patients or research subjects either on site or at home using a computer-based consent form rather than traditional paper documentation. Consent forms can be implemented in a REDCap survey via computer, mobile phone, or tablet. 
Most importantly, it is highly recommended that you discuss with the IRB your intention to use e-Consent in REDCap for patient consents prior to implementation. 
The REDCap e-Consent Framework provides standardized tools to obtain consent and store consent documentation with a certification screen and a storage function that automatically generates a "hard-copy" PDF of the signed form. The e-Consent Framework offers many options to allow customization to your specific needs. The e-Consent Framework can be enabled for any survey in this project. You may optionally provide consent forms as either an inline PDF or rich text that will be displayed on the consent survey itself. 
The e-Consent Framework adds two things to the typical survey-taking process:
1. Before a participant completes the survey, an extra certification page is added to the end of the survey that displays an in-line PDF copy of their survey responses, in which they will be asked to confirm that all information in the document is correct. Once they confirm all is correct, the survey will then be marked as complete. The survey will not be considered complete until it fulfills the certification step.
2. Upon completion of the survey, a static copy of their responses in the form of a consent-specific PDF will be stored in the project's File Repository. The consent-specific PDF will have the values of the e-Consent Framework Options inserted at the bottom of each page in the PDF. These values (i.e., name, date of birth, etc.) are added to the PDF as extra documentation of the identity of the person who is consenting.
The consent forms can be context-specific if you are using MLM languages and/or Data Access Groups, so that it display the correct consent form for a participant with a specific language set and/or assigned to a specific DAG. See the "Add consent form" link for more details after enabling e-Consent for a survey.
To access the e-Consent, navigate to REDCap's Online Designer page. Under the Data Collection Instruments banner, there is a labeled button "e-Consent and PDF Snapshots". Select this button to begin setting up e-Consent surveys. 
[image: Online Designer Button for e-Consent]Button to set up e-Consent in the Online Designer
[bookmark: _Ref217907466]Setup e-Consent
Once you navigate to the e-Consent Framework page from the Online Designer, you will first select the "Enable the e-Consent Framework for a survey" button.  This option will allow you to select which survey(s) you would like to use as a consent form, along with some initial settings. 
An instrument must be enabled as a survey to be enabled for e-Consent. 
[image: Enable eConsent Designer Button]Button to enable e-Consent Framework for a survey.

Settings for your e-Consent form can also be modified after the initial setup by selecting the Pencil icon under the "Edit settings" column in the list of active e-Consents. 
[image: eConsent Settings]
Option to edit settings for surveys enabled with e-Consent
e-Consent Settings
There are several settings that will need to be configured to use e-Consent appropriately. 
The first set of options involves selecting fields that exist within your e-Consent survey to be used for a standard consenting process. The fields that must be included with the consent form are First Name, Last Name, and a Signature Field. The signature field MUST be a Required Field to be used as the e-Consent signature. 
Multiple signature fields may be used in a consent to be completed at the time of survey completion. Other optional settings you can designate include: Date of birth, custom PDF footer, and custom PDF header.
[image: eConsent Editing Settings]
Setting name, date of birth, and signature fields to be used by e-Consent

After setting designated fields, you will have the option to specify where you would like the PDF copy of the consent form to be saved.  Automatic PDF archiving will always save to REDCap's File Repository, and this cannot be disabled.  You can also specify an additional File Upload field within your REDCap project to also hold a saved copy of this PDF.  If you are using Multi-language Management, a translated copy will be stored as well. 
[image: Specify location to save eConsent]Option to use a File Upload field to store a copy of the e-Consent

Finally, you can alter the file name format under which the PDF copy will be stored.  By default, REDCap will include the project ID number, instrument name, and record ID number.  You may use piping within this option to add other details from the record. 
[image: Change default file name]Option to change the e-Consent file name format.

[bookmark: _Ref217907954]Adding a New e-Consent Form and Version
Once e-Consent has been enabled for a survey, you may add a consent form by selecting the "Add consent form" button. New options will open up that will allow you to add a consent form PDF or custom text and/or replace an existing consent with a new version. 
[image: Add eConsent Form Option]
Add a new consent form version.


Consent forms added here will be displayed dynamically on the survey based on the current context. The consent forms provided here will be displayed immediately below a specific Descriptive field (specified in these settings) on the survey.
NOTE: After clicking the "Add new consent form" submit, the new consent form version will be active immediately for the e-Consent survey.
Steps for adding a consent form:
1. Enter your consent version.
2. Select a Descriptive Field to place the contents of your consent.
3. If you are using DAGs with different consents, select the appropriate DAG group.
4. If you are using multi-language management, select the consent language.

[image: Add a consent form]Option to select and use PDF file of the approved consent form.

We HIGHLY recommend using the Consent Form (Inline PDF) option for uploading a consent for a research project.  This PDF should be the IRB-approved and stamped version that has been reviewed. This PDF will display inline within the survey and allow respondents to read through before signing. 

e-Consent Form Versioning
On the main e-Consent page, there is an additional option to "View all versions".  Selecting this option will open a table of all previous versions of the given consent form, including the active version.  If you would like to disable the consent, you can select the "Set as inactive" option for the most recent version. 
[image: Consent versions list]Table of historical consent versions, including the current version.
[bookmark: _Ref217907791]e-Consent Storage
Surveys enabled as e-Consents are automatically saved as PDFs into the File Repository when they are submitted. These copies contain a PDF of the single survey instrument with the completed responses and content of the consent at the time it was signed
. [image: Automatic save on survey completion]
Auto-saved e-Consent single surveys
If you have specified another location or field to save the PDF, it will display in the e-Consent settings. For any complete consents, you will also be able to find a PDF copy in any field where you specified the copy should be saved. 
[image: Locations eConsent is saved]
Example of locations to save the signed e-Consent

Within the File Repository, PDF copies are automatically saved to a folder named "PDF Snapshot Archive".  Any completed consents will be stored in this folder under the file name specified during the setup of the e-Consent form. 
[image: eConsent in File Repository]
PDF Snapshot archive folder within the File Repository

[bookmark: _Ref217907834]Survey Certification
After completing the e-Consent Survey, participants will be prompted to certify the information entered and acknowledge that signing the form electronically is the equivalent of signing a physical document. Survey respondents MUST check this box in order to submit their completed and signed e-Consent form.  
If they select the box and return to the previous page, they will have to recertify before submitting the survey. 
[image: eConsent Certification Message]
Example of e-Consent certification message prior to survey completion

[bookmark: _Ref217908189]Multi-Survey Consent
Multiple completed e-Consent-enabled surveys can be combined and saved as a single PDF form. 
To save multiple surveys, navigate to the PDF Snapshots of Records tab under the e-Consent Framework. From here, you can add additional time points when a PDF copy should be saved and which instruments should be saved. 
The triggers can be used to save a single survey or to select multiple surveys that can be combined into one saved PDF response. 
[image: Add new save trigger]Add a new trigger to save custom e-Consent PDF, including multiple surveys.
  

Step 1:  Trigger Conditions
Select the conditions when a new PDF should be created and saved.  This can be based on:
· When a specific survey is completed
· When a record has specific values saved
· Any other conditional logic using piping and Smart Variables

[image: Trigger Step 1]
Example of setting trigger conditions for when to save a new PDF


Step 2:  Scope of the Snapshot
Select which instruments should be combined and saved into a PDF.  You can select a single instrument or select multiple.  If you select multiple instruments, you can select "Save as Compact PDF" to combine all instruments into a single PDF file. 
You can also select to save a translated version if you are using the Multi-language Management tool. 
[image: Trigger Step 2]Example of saving multiple survey instruments into a single PDF snapshot


Step 3:  Location(s) to Save the Snapshot.
Select where you would like this PDF copy to be saved.  You can save to the File Repository, or you can choose a File Upload Field to store the PDF within a record. 
[image: Trigger Step 3]Specify where to save the e-Consent PDF











Step 4:  Snapshot File Name
Use the default file name or change the file name to something new.  This will be the name that is used for the file that is stored.  You may use piping here to insert other information from the project or record into the file name. 
[image: Trigger Step 4]Option to change the default file name for the e-Consent PDF

After you save a new trigger, it will display in the list of all triggers for the e-Consents you have enabled.  The triggers you set up will be displayed as editable and as "Logic-based".  Other triggers listed that are governed by e-Consent are not editable and will automatically save a copy in the File Repository upon signing the e-Consent form. 
[image: Custom trigger details]Custom PDF Snapshot trigger saved under "Logic-based."

Recommendations
· If your consent is IRB-approved, use the Consent Form Inline option for adding your consent form. 
· This option ensures the form is exactly as approved without formatting changes and with the IRB approval included.
· Test your e-Consent as a survey and then view the generated PDF to ensure the full consent renders appropriately.
· If you are using the Rich Text Editor for your consent language, double-check that the elements used appear properly on the generated PDF. Some items, like tables, may not render in the same way as they appear in the survey.
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snapshot file name

Use static text or piping to customize the prefix of the snapshot file's name when it gets stored. Note: The file name will always be
appended with the date/time when the snapshot was saved.

File name: pidlprojectid]_formlinstrument-label_idlrecord-name] | _YYYY-MM-DD_HHMMSS. pdf

8. llast_name]_[first_name] [dob. recordrecord-name]
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Add consent form

You may use this dialog to provide your static consent form (or consent form text) that will be displayed on the survey page to the
participant. Below you may add a consent form or replace an existing one with a new version. If you have a simple project, you may choose
to add your consent form to a Descriptive field via the Online Designer. But if you have a more complex project that utilizes multiple Data
‘Access Groups and/or multiple MLM languages, each of which might require their own unique consent form, then providing your consent
forms in this interface might be a more manageable option.

Consent forms added here will be displayed dynamically on the survey based on the current context. For example, if you have a DAG-
specific consent form, you can specify that the consent form only be displayed for participants in that DAG, while participants in other
DAGs will see a different consent form. The consent forms provided here will be displayed immediately below a specific Descriptive field
(specified below) on the survey. NOTICE: After clicking the "Add new consent form" submit, the consent form will GO LIVE
IMMEDIATELY on the e-Consent survey.

2.1 @ Enter consent form version

# Consent form versior

Itis required to version each consent form (e.g, "1.1", "2.3.1 2624-05-01") So that you may manage any future changes and differentiate all

versions of the consent form. It is recommended that you do not begin the version number with the letter "v".

9 Placement of consent form: | consent ™" v | Set consent form placement

Choose a Descriptive field on the survey that will serve s the location of the consent form. The consent form will be displayed immediately
below this field on the survey page, Note: The Descriprive fild selected must be the same for all consent forms specified for this survey. If the
field is changed, ic will be changed for all consent forms for this survey.

e

splay forspacificDAG: | N data sccess roups exzt v| © e Select DAG consent applies to

Only display this consent form when the record s assigned to the selected data access group. Note: The default option will be used if no DAG-
Specific consent forms exist.

ific language: | No languages defined on MLM page v © ofmmm=  Select consent language

Only display this consent form when viewing the survey in the selected language.

@ Display for sp

Consent Form (Rich Text) | Consent Form (inline PDF)

Provide your consent form as 2 PDF file that will be displayed inline on the page directly below the field selected for “Location of consent
form’ on the instrument/sur

Upload your PDF consent forgx: | Choose File | Consent Form.pdf s Choose consent PDF file

Add new consentform | Cancel
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This page can be used to set up triggers for capturing PDF Snapshots of records. A PDF Snapshot is a REDCap-generated PDF file of a single

instrument/survey, multiple instruments, or all the instruments of a given record. PDF Snapshots can be triggered when 1) a survey is completed, or
2) when specified conditional logic evaluates as True. When triggered, snapshots can be stored in the PDF Snapshot Archive folder in the File
Repository and/or stored in a specified File Upload field. You may create as many triggers as you wish for capturing snapshots.

Triggers for PDF Snapshots

@D Hide inactive

Edit Type of Scope of the Location(s) to save Snapshor
Active? sk Name ol Save snapshot when... ik Tcstionits s
<> ’ i
@ s B wusg Logic becomes trues [event_2_sra_1](sig 210 0 e... (O Secedinzrumens B Fie Repostory 15
Logchasea
@ Governed [ o = > : B File Repositary
[ o} o) siney Complete survey "Consent" (consent) Disinge survey response 5y Specited ik {uplo 13
sk
@ @ overnes Su‘:’ Complis savey foarmet Consent [haareer oo Diskgienayrancse MR paosry 14
o
Showing 1 o 3 of 3 entries

T
Previous | 1 | Next





image12.jpeg
Location(s) to save the signed
consent snapshot

B Fie Reposicory
3D specifd fied: [uplosd 1]

B Fie Reposicory




image13.jpeg
8 Contact REDCap administrator
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o The File Repository allows users to store, organize, and share files used for this project. Folders and sub-folders can be created, and there is no limit to number of foiders that can be
created or the number of files that can be stored within them. If you are using Data Access Groups or user roles in the project, you may limit access to a new folder so that it is DAG-
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Consent o

Displayed below is a read-only copy of your survey responses. Please review it and the options at the bottom.

eConsent =

Please complete the survey below.

Thank you!

Informed Consent/Assent Obtained? ®Yes

Informed Consent/HIPAA Authorization Obtained

Document Signed ® Consent w/HIPAA - Main Site
(If Consent/Assent does not contain HIPAA
authorization, subject should also have separate
"HIPAA' form signed.)

Signature

1 certify that all of my information in the document above is correct. | understand that clicking 'Submit' will

electronically sign the form and that signing this form electronically is the equivalent of signing a physical
document.

If any information above is not correct, you may click the ‘Previous Page’ button to go back and correct it.

<< Previous Page Submi
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This page can be used to set up triggers for capturing PDF Snapshots of records. A PDF Snapshot is a REDCap-generated PDF file of & single
instrument/survey, multiple instruments, or all the instruments of a given record. PDF Snapshots can be triggered when 1) 2 survey is completed, o
2) when specified conditional logic evaluates as True. When triggered, snapshots can be stored in the PDF Snapshot Archive folder in the File
Repository and/or stored in  specified File Uplozd field. You may create as many triggers s you wish for capturing snapshots.
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Add/Edit Trigger for PDF Snapshot

Use the options below to create a trigger for capturing 2 PDF Snapshot of  record. The snapshot can be triggered by a
survey being completed *or* when specified conditional logic becomes true (but not by both). You may provide the scope
of the snapshot, which is simply which instruments/events you wish to include in the snapshot (one instrument, multiple
instruments, or all instruments). When triggered, snapshots can be saved to the File Repository and/or 2 single File Upload
field. Additionally, you may specify a custom prefix for the snapshot's file name when it s saved. You may create as many
triggers as you wish, and you can deactivate/reactivate them at any time.

Name of trigger: | New Trigger

STEP.

rigger conditions - Define when the snapshot will be triggered.

Every time the following survey is completed:

selecta survey — -

—OR-

When the following logic becomes true (only once per record); o
[sgel<10.

(e:5. lenrllment_srm_1fage] > 30 and [enrolment_srm_tse] ="17)
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STEP 2: Scope of the snapshot

Click the pencil in the text box below o select specific instruments/events to be included in the PDF.

2 [event_2_arm_{][consent] [even: 2_arm_1][parent_consent]

Q TIP: Leave blank to include all instruments/events (i, the entire record's data).

Save as Compact PDF (includes only fields with saved data)
O store the translated version of the PDF (if using Multi-language Management)
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STEP 3: Location(s) to save the snapshot

[ save to File Repository

1 save to specified field: | Event 1 v | | upload_1 "Upload 1"
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STEP 4: Snapshot file name

Use static text or piping to customize the prefix of the snapshot file's name when it gets stored. Note: The file name
will always be appended with the date/time when the snapshot was saved.

File name: pidlprojectid]_form(instrument-labellid[record-name] | _YYYY-Ml-DD_HHMMSS pdf
g, llast_name][frst_namel_[dob. record[record-name]
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This page can be used to set up triggers for capturing PDF Snapshots of records. A PDF Snapshot is a REDCap-generated PDF file of & single
instrument/survey, multiple instruments, or all the instruments of a given record. PDF Snapshots can be triggered when 1) 2 survey is completed, o
2) when specified conditional logic evaluates as True. When triggered, snapshots can be stored in the PDF Snapshot Archive folder in the File
Repository and/or stored in  specified File Uplozd field. You may create as many triggers s you wish for capturing snapshots.

Triggers for PDF Snapshots @ Hide inactive

Active? sef::y Name I:i::: Save snapshot when... Soopecfibe Eocstioniils et

(o) # B wussg m;{i:m Logic becomes true: [event_2_arn_1](sig_21c> " &0 [c... (D Selecedinsruments W File Repository 15

WO e S“E.a Complete survey “Consent: (cnsen) Dsngesmeyrmgonse Sroeeeo®ed o
completon

@ Sf?;;":i 5§° Complete s(irvey "Parent Consent: (st Carisere) ) Sreke sy ressorme W B i Reptory’ e

compiedon

Showing 1 to 3 of 3 entries Previous | 1 | Next




image1.png
REDCap@UCONN

HEALTH




image2.jpeg
Data Collection Instruments Form options: Sy
R Form Display Logic - |

urvey Queue ~ | [ #a Auto Invitation options ~ | [ £ Survey Login

+ Create | a new instrument from scratch & Survey Notfications

5 impor: |a new instrument from the official REDCap Instrumen Library

2 Uplosd | instrument ZIP file from another project/user or exsernal libraries SCoien N ONRBESTbpsios





image3.jpeg
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Electronic Consent (e-Consent) is a platform for consenting patients or research subjects either on site or at home using a computer-based consent form rather than
traditional paper documentation. Consent forms can be implemented in a REDCap survey via computer, mobile phone, or tablet. The REDCap e-Consent Framework
provides standardized tools to obtain consent and store consent documentation with a certification screen and a storage function which automatically generates a
"hard-copy" PDF of the signed form. The e-Consent Framework offers many options to allow customization to your specific needs. The e-Consent Framework can be
enabled for any survey in this project. You may optionally provide consent forms as either an inline PDF or rich text that will be displayed on the consent survey itself.
The consent forms can be context-specific i you are using MLM languages and/or Data Access Groups so that it displays the correct consent form for a participant
with a specific language set and/or assigned to a specific DAG. See the "Add consent form" link for more details after enabling e-Consent for a survey. Read more
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Electronic Consent (e-Consent) is a platform for consenting patients or research subjects either on site or at home using a computer-based consent form rather than
traditional paper documentation. Consent forms can be implemented in a REDCap survey via computer, mobile phone, or tablet. The REDCap e-Consent Framework
provides standardized tools to obtain consent and store consent documentation with a certification screen and a storage function which automatically generates a
"hard-copy" PDF of the signed form. The e-Consent Framework offers many options to allow customization to your specific needs. The e-Consent Framework can be
enabled for any survey in this project. You may optionally provide consent forms as either an inline PDF or rich text that will be displayed on the consent survey itself.
The consent forms can be context-specific i you are using MLM languages and/or Data Access Groups so that it displays the correct consent form for a participant
with a specific language set and/or assigned to a specific DAG. See the "Add consent form" link for more details after enabling e-Consent for a survey. Read more
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Modify e-Consent Settings

e-Consent settings for survey "Consent” (consent)

Use the settings below for setting up the e-Consent Framework for this survey. e-Consent often requires obtaining the consenting
participant's name (and sometimes their date of birth) on the final consent form as documentation of their identity. Below you may select
fields used to capture that info, in which the values for those fields will be automatically inserted into the footer of the PDF consent form
that the participant will review at the end the survey. And then afterwards, that PDF *hard-copy” wil be archived in the File Repository (with
the additional option to also store the PDF in 2 File Upload field). Other e-Consent related options can be set below, such as setting 2
custom tag/category, custom label for the PDF header, location(s) to save the signed e-Consent snapshot, and the file name format of the
snapshots being stored.

Primary settings
| Allow e-Consent responses to be edited by users?
First name field: | f_name "First Name" v i event1 v

Lastname field: | | name "Last Name" v |in | Event 1 ~

Note: Ifyou are using a single feld to capture whle name, you may select it for either firsvlast name above while leaving the other name field unselected.

Additional settings

Date of birth field: date "Date” v in | Event1 v

Custom tag/category for PDF footer: eg, Pediatric
Note: Tis should be static text only.

Custom label for PDF header: €. PID [projectid] - [ast_name]

(@ Codebook] (DB

Note: Piping may be utized, including the use of Smart Variables.

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 i this survey. It could be a free-form text field, a signature field, or a number field
(.. 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: | sig_1 "Signature #1° v
Signature field #2: | sig 2 "signature #2" v

Save settings | Cancel
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Overvie w   Electronic Consent (e - Consent) is a platform for consenting patients or research subjects either on site or at home using  a computer - based consent form rather than traditional paper documentation. Consent forms can be implemented in a  REDCap survey via computer, mobile phone, or tablet.     Most importantly,   it is highly recommended that you  discuss with the IRB   your intention to use e - Consent in REDCap  for patient consents prior to implementation .     The REDCap e - Consent Framework provides standardized tools to obtain consent and store consent documentation with  a certification screen and a storage function  that   automatically generates a "hard - copy" PDF of the signed form. The e - Consent Framework offers many options to allow customization to your specific needs. The e - Consent Framework can be  enabled for any survey in this project. You may optionally provide consent forms as either an inline PDF or rich text that  will be displayed on the consent survey itself.     The e - Consent Framework adds two things to the typical survey - taking process:   1.   Before a participant completes the survey, an extra certification page is added to  the  end of the survey that  displays an in - line PDF copy of their survey responses ,   in which they will be asked to confirm that all information  in the document is correct. Once they confirm all is correct, the survey will then be marked as complete. The  survey will not be considered complete until  it   fulfills   the certification step.   2.   Upon completion of the survey, a static copy of their responses in the form of a consent - specific PDF will be  stored in the project's File Repository. The consent - specific PDF will have the values of the e - Consent Framework  Options inserted at the bottom of each page in the PDF. These values (i.e., name, date of birth, etc.) are added to  the PDF as extra documentation of the identity of the person who is consenting.   The consent forms can be context - specific if you are using   MLM languages and/or Data Access Groups ,   so that it  display   the correct consent form for a participant with a specific language set and/or assigned to a specific DAG. See the "Add  consent form" link for more details after enabling e - Consent for a survey.   To access the e - Consent, navigate to REDCap's Online Designer page.   Under the Data Collection Instruments banner ,   there is a  labeled button   "e - Consent and PDF Snapshots" .  Select this button to begin setting up e - Consent surveys.    

