eConsent Using REDCap

1.0 How to set up a project using eConsent template:

Log into REDCap

*|f you do not have a REDCap account, log into REDCap using your UT user name and password once-this will

create an account for you in REDCap https://redcap.uth.tmc.edu/

Clcik on +New Project(see below)

@3 iRIS:Login  CT ClinicalTrials.gov PR @ NewTab F UTHealth Outlock...

:apm Home My Projects 4 New Project @ Help & FAQ B Training Videos & Send-lt WM Messenger o

Note: If your study contains PHI, you must have completed some form of Human Subject or HIPAA training to proceed. Your access to this
system is acknowledgement that you know and are responsible for protecting any PHI contained in your assigned studies.

Listed below are the REDCap projects to which you currently have access. Click the project title to open the project. Read more To review which
users still have access to your projects, visit the User Access Dashboard.

Fill in following fields

=+ Create a new REDCap Project

You may begin the creaticn 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

Purpose of this project: Research v
Hi t b

Name of P.1. (i applicable):
First name Ml Last name

Email of P.I. (if applicable)
Name of P.1. as cited in publications (if applicable): (e.g., Harris PA)
IRB number (if applicable):

Please specify:
Basic or bench research
Clinical research study or trial
Translational research 1 (2pplying discoveries to the development of trials and studies in humans)
Translational research 2 (enhancing adoption of research findings and best practices into the
community)
Behavioral or psychosocial research study
Epidemiology
Repository (developing a data or specimen repository for future use by investigaters)
Other

After fillling in the fields, Select the highlighted options.

np s puse B
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 atemplate (choose one below)

W Choose a project template (comes pre-filled with fields, forms/surveys, and other settings)

Template title (sorted by title) Template description

Basic Demography Contains a single darta collection instrument to caprure basic demographic information.

Contains six data entry forms, including forms for demography and baseline data, three

Classic Database -
s EeenE monthly data forms, and condudes with a completion data form.

This eConsent template contains a study details form, a consent survey form and informed

L eConsent Template consent documentation form that can be used as a template for eConsent that can be
individually modified to suit a specific study. A formal... Show more ©

reate Project Cancel |

Logged in as
spazhoor

ey
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2.0 Designing the project

Click on designer(on main page under Project Home and Design)

® .III
REDCag" |y

1 My Projects The University of Texas
Vel Haalth Science Conter at Houstan
1 REDCap Messengero

sject Home and Design =

i Project Home -

roject Setup eConsent Template
¥ Designer - @8 Dictionary - B Codebook

Development

ta Collection = # Project Home

Project Setup | (& Online Designer | g Data Dictionary = B Codebook
1 Survey Distribution Tools

or build a p

I8 Create snapshot of instruments B VIDEO: How to use this page

i Record Status Dashboard

View data collectio

j Add/Edit Records

- Create new re or edi

all reco

The Online Designer will allow you to make project medifications 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 vey % Create |2 new instrument from scratch

=/ Instruments & Survey Notifications & @ Import | a new instrument from the official REDCap Shared Library B
L Alerts & Notifications

[ Upioza or download Auto Inviezzians = | # Uplozd | instrument ZIP file from another project/user or external libraries [
\ Fteras

)

plications

This will take you to the 3 instruments of the template:

The Online Designer will allow you to make project medifications 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 survey Queue || § sun ozin ] % Create | & new instrurnent from scratch
Instruments & Survey Notifications © Import | 8 new instrument from the official REDCap Shared Library [E]
[E] Upload or download Auto Invitations = | @ Upload | instrument ZIP file from another project/user or external libraries [E]

Instrument name Fislds ‘iew E”gf:,'jgyas Instrument sctions  Survey-related options

Study Details

11 Enable | Choose action = |
English Consent Document HSC-MS-20-1234 16 (-] Choose action = | [ @ Survey settings | [+ Automated Invitations |
Informed Consent Documentation 15 Enable | Choose action |

You can rename each instrument by clicking on the choose action drop down menu

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 || §F Survey Login ] + Create | & new instrument from scratch
Instruments &» Survey Notifications

O |mport | a new instrument from the official REDCap Shared Library [E]

5] Upload or download Auto Invitations = | @ Upload | instrument ZIP file from another project/user or external libraries £

Instrument name Fields ‘few E”?blj"_?gyai Instrurment actions  Survey-releted options

Study Details

11 Enable | Choose actien = |
English Consent Document HSC-MS-20-1234 16 & Rename cwings | [+ Automated Invitations |
Informed Consent Documentation 15 Enable O Copy
® Delete

8 Download ins

Click on each instrument to modify if needed
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2.1 STUDY DETAILS INSTRUMENT:

Click on study details intrument

2.1.1 Study Name: click on the pencil icon in this filed

Add Field | | Add Matrix of Fields |

:V? I:;I T" @" R voriosle: study_name
Study Name

* must provide value

Under action tags change the title of study to actual title of study

Ex: @DEFAULT="Title of study" change to @DEFAULT="Blood Draw for Plasma Extraction"

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

Field Label ] Use the Rich Text Editor .
Variable Name (utilized in logic, calcs, and exports)
N (| Enablz 2uts naming of varizhlz
StUd’} Name StUd}"_name ~ based upon its Field Label?
ONLY letters, numbers, and underscores
VR CATECN [¥] Smart Variables |l - Piping
validation? (optional) | - None —-- v
—or—
s -
-- select ontology service - v
Action Tags / Field Annotation (optional) Required?* '/ No ® Yes
@DEFAULT="Title of study" = Prompt if field is blank
Identifier? ® No U Yes
y Does the field contain identifying information (e.g., name, 55N, address)?
Learn about or using Field Annotation Custom Alignrnent nghtf\iertical (RV) v

Align the position of the field on the page

2.1.2 Study IRB Number: Do the same for Study IRB Number field
@DEFAULT="HSC-MS-20-1234"-change the HSC number to actual IRB number
The study name and study IRB number will be automatically generated for every subject

2.1.3 Paper copy of ICF: If for some reason paper copy of ICF was used ,select yes for the question (see below) and
upload the paper copy(this is marked yes only if eConsent was not utilized and a paper consent was used under
any circumstances by either patient,LAR or person obtaining consent)

* must provide value

Did patient, Legally Authorized representative (LAR) or person

obtaining consent sign paper copy of informed consent ® ves
document? No
* must provide value =

If yes upload the signed informed consent document £ Upload file
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2.2 CONSENT DOCUMENT INSTRUMENT:

The Patient study ID should be generated automatically form the study details instrument

2.2.1 Uploading a consent document: Convert the consent document to jpeg format.Click on pencil icon

R N R e
6/') I:‘;| T ﬁ K voriohie: page 1
Consent Document
Remove the existing sample consent
Edit Field
uestion Number (optional .
gis:layed anly an the su._,;?:az:a] Variable Name (utilized in logic, calcs, and exports)
Enable aut: ning of
page_1 St e
Field Label Use the Rich Text Editor ONLY letters, numbers, and underscores Label?
Consent Document R ITT [%] Smart Variables il .~ Piping
Optional file attachment, image, audio, or video:
D Embed an external video (provide videa URL)
eg
6 mple.com/movie.mpd
P
Display format of video: "' Inline "*' Inside popup
Action Tags / Field Annotation (optional) -or-

& Attach an image, file, or embedded audio
v SAMPLE ConsentBloodDraw.jpg  [X] Remove

Learn about felfad L REES or using Field Annotation
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.)

e .

Upload new consent and make sure inline image is selected
Save

Repeat the process for each page of the consent(change variable name to page_2,page _3 etc)

2.3 Informed Consent Documentation instrument

*Repeat steps 2.1.1 and 2.1.2 above for Informed Consent Documentation instrument as well
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3.0 How to change the consent version:

Step 1:
Go to Designer
Upload new version of consent in a new field(leave old consent as is)(repeat steps 2.2)

Click on designer and then click on consent instrument and click on pencil icon of consent version field:

| Add Fierd | | Add Matrix of Fields |

i ED ‘:’ C‘*‘ @ “ Warieble: consent_wersion

Consent version

Add Field | | Add Matrix of Fields

| j m T’ r’—'!," “ Warioble: page_1

1, eConsent v1-4/20/2020

2, eConsent v2-5/1/2020

Edit Field ®

You may add a new project field to this data collection instrument by completing the fields below and dicking 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 B Field Types video (4 min).

Field Type: | Multiple Choice - Drop-down List (Single Ansi ¥

uestion Number (optional .
gi;plwgd only on the Sun,.i,.l;? J Variable Name (utilized in logic, calcs, and exports)

[T Enable auto naming of varizble

consent_version based upon its Field Label?

Field Label [[] Use the Rich Text Editor OMLY letters, numbers, and underscares

Consent version LNR AT [¥] Smart Variables
Required?* ® No O ves
= Prompt if field is blank

Identifier? ® No O ves
Does the field contain identifying information (e.g., name, SSN, address)?

Custom Alignment | Right / Vertical (RV) v
Align the pasition of tha fizkd on the page

Choices (one choice per line) Copy existing choices .

1, eConsnet vi- date‘ Field Note (optional)

Small reminder text displayed undemeath field

]

[l Enable autc-complete for this drop-down [2]
How do | manually code the choices?

Action Tags / Field Annotation (optional)
@HIDDEN @DEFAULT =1

Learn about faffavi L RETS or using Field Annotation

Save Cancel
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Edit Field

You may add a new project field to this data collection instrument by completing the fields below and clicking the Save button at the
bottomn. 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 B Field Types video (4 min).

Field Type: Multiple Choice - Drop-down List (Single Ans. ¥

Question Number (optional)

i S cake q Al
Displayed only on the survey page Variable Name (utilized in logic. calcs, and exports)

Enable auto nam

conseni_version wariable based u
Field Label Use the Rich Text Editor [7 OMLY letters, numbers, and underscores AR
Consent version Howto use (L) =

Required? ® No L Yes
* Prompt if fiedd is blank

Identifier? ® No L Yes

Does the field contain identifying information (e.q., name, S5N, address

Custom Alignment  Right / Vertical (RV) v

Align the position of the field on the page

Choices (one choice per line) Copy existing choices o |
i ote (opticnal)

1, eConsent v1- date (opticnal)

2, eConsent uz.datq Crnall reminder teadt displayed unde

Enable auto-complete for this drop-down |?

How da | manually code the choices?

Under action tags change the default number to “2”

L s R T T

Action Tags / Field Annotation (optional)
@HIDDEN @DEFAULT =2

Learn about it WL RERAY or using Field Anngtation

This will make sure that the second version is selected and will be hidden on the survey but will
automatically appear in the pdf of the signed consent form
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Step 2:
Online designer

Go to survey settings and change to version 2

The Online Designer will allow you to make project medifications 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 1= Survey Queue | ' Survey Login | ‘Wil & new instrument from scratch
Instruments & Survey Notifications | U Import | a new instrument from the official REDCap Shared library |:|
[#] Upload ar downlaad Auta Invitations ~ | @ Upload | instrument ZIP file from another project/user or external libraries 3]
Instrument name Fields Vis"l'_—" E”:E,'Sgyas Instrument actions  Survey-related options
Study Details 1 Enable | Choose action |
English Consent Document HSC-M5-20-1234 16 1] Choose action | & Survey settings ] + Automated Invitations
nformed Consent Documentation 15 Enable | Choose action |
& e-Consent Framewaork Disabled

—and — Auto-Archiver enabled
B PDF Auto-Archiver

Upon survey completion, @ compact PDE copy of the
cally stored in the
ich the archived

PDFs can be downioaded at any time.

Step 3:

Branching Logic:(ex if you want the version 1 to pop up)

Click on the green arrows in the consent document field,select Drag-N-Drop Logic Builder and drag
consent _version=eConsent vl-date(1) into the box on the right-now every-time version 1 is selected
only that version of the consent document will be seen

4.0 User Rights:

4.1For each user make sure the following rights are assighed (make sure owner of project also has all
the below mentioned rights):

First, make sure the user has logged into REDCap using their UT user name and password once-this will create an
account for the user in REDCap https://redcap.uth.tmc.edu/

Once account has been created, project owner can assign rights to the new user
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Click on user rights, search for user using the user name, and add with custom rights (see below)

\pplications = ppm— Modify project title, purpose, etc. ]

A plerts & Motifications
[ Calendar / Design your data collection instruments & enable your surveys
B Data Exports, Reports, and Stats
& Data Import Tool

Add or edit fields on your data collection instruments (survey and forms). This may be done by
Online Designer {online methed) or by uploading a Data Dictionary (offline method). You may t

& Data Comparison Tool instruments te be used as surveys in the Online Designer. Quick links: Download PDF of all inst
B Logzing Download the current Data Dictionary

% Field Comment Log Giiones

& File Repository Go to | [# Online Designer‘ or @ Data Dictionary‘ Explore the | i REDCap Shared Library ]

& User Rights and & DAGs
& Customize & Manage Locking/E-signatures

o Learn howo use

Have you checked the Check For ldentifiers page to ensure all identifier fields have been tagged?

This page may be used for granting users access to this project and for managing the user privileges of those users. You may also
create roles to which you may assign users (optional). User roles are useful when you will have several users with the same
privileges because they allow you to easily add many users to a role in a much faster manner than setting their user privileges
individually. Roles are also a nice way to categorize users within a project. In the box below you may add/assign users or create new
roles, and the table at the bottom allows you to make modifications to any existing user or role in the project, as well as view a
glimpse of their user privileges.

Add new users: Give them custom user rights or assign them to a role.

& | Add new user | Add with custom rights ‘

Lser Assign to role

Create new roles: Add new user roles to which users may be assigned.

[a& | Enter new role name Create role

JON ssign ney

4.2 Customize User rights (for persons obtaining consent):

Click on user rights on the main page left hand side under Applications (see above)

Make sure Edit survey responses are checked (see below)
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A Editing existing user "spazhoor”

Basic Rights | Data Entry Rights

NOTE: The data entry rights “only™ pertain to a user's
P ability to view or edit data on a web page in REDCap
& Expiration Date (M/DyY) {e.g., data entry forms, reports). It has no effect on data
(if applicable) imports or data exports.

. g . No Read Wiew Edit
Highest level privileges: Access Only & s
. ) ; " Edit
= Project Design and Setup Ld = = = i

. Study Details (survey) 1) (9] O] (]
& User Rights L4
o English Consent
38 Data Access Groups ] Document HSC-M5-20- | © Q@ O] ¥
1234
Privileges for data exports (including PDFs and APl exports), Eo=l
reports, and stats:
B+ Data Exports © No Access
= Naidantifiad moanc that all () NalAdansifiad®

Scroll down to make sure Record Locking customization and Locking/Unlocking with E-signature authority are both
checked (see below)

B Delete Records O

Settings pertaining to record locking and E-signatures:

& Record Locking v
Customization

& Lock/Unlock Records ) Disabled
Users with locking privileges '/ Locking / Unlocking
also have access to the E- > . §
signature and Locking Mgmt ® chﬁ'gg_j Unlacking
page on the left-hand WITN E-SIgnature
Applications menu. authority

What is an E-signaturs?
=i Watch video about locking

Allow locking of all formsat [
once for a given record?

4.3Customize and Manage Locking/E-signatures

Click on customize and manage locking and E-signatures under application in the main page left hand side




Applications 1=l

A Alerts & Notifications

[ Calendar

B Data Exports, Reports, and Stats
& Data Import Tool

# Data Comparison Tool

B Logzing

®, Field Comment Log

& File Repository

& User Rights and &% DAGs

& Customize & Manage Locking/E-signatures
® Data Quality

[0) REDCap Maobile App

& External Modules

Help & Information =

@ Help &FAQ

eConsent Using REDCap

Submit Changes Tor Review ‘

FISIUS LU UE dUURU. W 7 TULGH TEDUITTE 1E1U LUUTIL Z10

Fields to be deleted: 0 / Existing field count: 218

Remove 3l drafted changes -4, View detailed summary of all drafted changes

I8 Create snapshot of instrume EH VIDEC: How to use this page

L er | 7|

This page allows you to build and customize your data collection instruments cne field at a time. You may add new fields or edit
existing ones. New fields may be added by clicking the Add Field buttons. You can begin editing an existing field by clicking on the o/
Edit icon. If you decide that you do not want to keep a field, you can simply delete it by clicking on the 3¢ Delete icon. To reorder the

fields, simply drag and drop a field to a different position within the form below. Are you using Action Tags yet? If not, learn about
Action Tags here.

O Retu

Current instrument: Convalescent Plasma Recipient Intake Form

Add Field Add Matrix of Fields

Preview instrument

Check “Also display E-signature option on instrument?” (for consent document only)(see below)

e e s e e i s s e
Display the Also display Edit |
Lock option - E-signature Remava
for this Data Collection Instrument e Lock Record Custom Text e
instrument? instrument? Text
t Study Details
Save
] English Consent Document H5C-M5-20-1234 (54}
Save

4.4 Survey Notifications:

Under Designer which is on the left side of the page under Project Home and design click on survey notifications

A Project Home

Project Setup

[# Online Designer | fJ§ Data Dictionary B Codebook

B Create snapshot of instruments | B VIDEC: How to use this page

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:

Data Collection

I= Survey Queue J

Add new instrument:

4 Create |&new instrument from scratch

T Sun.

Instruments

& Survey Notifications &

|3] upload ar download Auto Invitations ~ ]

M a new instrument from the official REDCap Shared Library (2|
@ Upload | instrument ZIP file from another project/user or external libraries 2|

Instrument name

Fields \";is";_i‘ Enabled as  |norrument actions  Survey-related oprions

survey

Study Details 11 Enable | Choose action |

English Consent Document HSC-MS-20-1234 16 (/] Chogse action | ® Survey settings | | +Automated Invitations
Informed Consent Documentation 15 Enable | Choose action |

10
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Make sure emails of persons who need to get notification when a consent has been completed by a patient are

selected

Email notifications for survey responses

If you or other users wish to be notified via email every time a participant completes a survey, select the users to be
notified under each survey listed below by selecting their email address in the user's drop-down list, which may
contain each user's primary, secondary, or tertiary email address for their REDCap account. To remove a user 35 a
recipient for the survey notifications, change their email drop-down option to ‘not selected”, after which they will no
longer receive notification emails for that survey.

English Consent Document HSC-MS-20-1234 Recipient email address

spazhoor (Shwetha Pazhoor)

11

shwetha.pazhoor@uth.tmc.edu (Primary) v |

Motifications
Enabled

@
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HOW TO CONSENT A PATIENT USING ECONSENT:

4.1 In the main project page click on add/edit record

A Project Home - = Project Setup
[# Designer - {3 Dictionary - B Codebook

[ ] ws: Development

Data Collection (=

&2 survey Distribution Tools

£#2 Record Status Dashboard

- vie
B Add/ Edit Records

Sho

Applications =
A Alerts & Notifications

[ Calendar

[B: Data Exports, Reports, and Stats

& Data Import Tool

# Data Comparison Tool

H 1 nesing

Total records: 0

Choose an existing Record ID

eConsent test 2

4 Project Home | i=Project Setup B3 Other Functionality = 0 Project Revision History

The tables below provide general dashboard infermation, such as a list of all users with access to this project, general project
statistics, and upcoming calendar events (if any).

& Current Users (1) B Project Statistics

User Expires

Records in project 0
spazhoor
(Shwetha Pazhaor)

Most recent activity 05/07/2020 10:52am

Space ussge for dacs 0.00 M3

Upcoming Calendar Events (next 7 days)

Time Date Description

No upcoming evenss

~selactrecord - ¥

+ Add new racord

MNEW Record ID 1

Data Collection Instrument Status

Study Details

English Consent Document HSC-MS5-20-1234 (survey]

Informed Consent Documentation

4.2 Click on study details

12
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NEW Record 1D 1

Data Collection Instrument Status

Study Details ©
English Consent Document HSC-MS-20-1234 (survey) (&

Informed Consent Documentation

4.3 Add all fields and complete the form and click on save and go to next form

Form Status

Complete? Complete v
- Cancel — Save & Stay

Save & Go To Next Form
Save & Exit Record
Save & Go To Mext Record

4.4 Click on compose survey invitation on drop down menu(survey options)

Actions: | |5 Modify instrument ‘ %t Download PDF of instrument(s) J I VIDEQ: Basic data entry

= English Consent Document HSC-MS-20-1234

nvitation status: ; Survey options

-+, e
& Editing existing Record ID 1 (BD0O1) @ Open survey

& Onen surve
Record ID 1 @ Log out + @ Open survey
. Compose survey invitation
Patient Study ID 20001 el ¥
[ Survey Access Code and
Consent Document E@ QR Code

S L R

4.5 Survey invite:

e  From email:this should automatically appear depending on who logged into redcap

e To email:you can select this form the drop down menu

e  **You can type your invite to the particpant in the box but make sure everything below “please take survey”
remains as is

13
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e Send invite

[ Compose message

From: | -.| shwetha.pazhoor@uth.tmc.edu v

(select any project user to be the "Sender’)
Ta: abc@gmail.com (from Email field) v

Or provide another email:

=

ny email address

tions sent

(== =]

Send test email

Paragraph b B I (ﬁ’ = = = =E (_) (-) cd
ZE == By Avery Qo L

Type your invite to the particpant here{leave evry'thing| below “please take survey” as
is

Please take this survey.

You may open the survey in your web browser by clicking the link below: .

Send Invitation Cancel

Leave page

4.6 Participant will now get the email to sign consent

Once patient completes the form make sure they click on add signature and sign the form click on date and time
and click on next page

14
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< HIUSL Provioe vaiue

Signature of Patient

* must provide value

Date and time of signature

* must provide value

/

signature 2020-05-07 1128.png (0.01 MB}

[l Remove file

05-07-2020 11:28 |BHEY | Now |

Next Page >>

4.7 Patient will be asked to certify that everything they have entered is correct and then submit

English Consent Document HSC-MS-20-1234

Please read and complete the Informed Consent Document below.

Thank you!

Patient Study D

| certify that all the 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

Submit

4.8 The patient can then chose to download the consent with their responses here(please note this will not have

the signature of the person obtaining consent)

15
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Thank you for taking the time to read the Informed consent document and agreeing to participate in the
study

Have a nice day!

Download your survey response (PDF): \ i Download

4.9 Once the patient submits the consent the person obtaining consent will get an email notification
5.0 Person obtaining Consent

5.1 Click on the link and sign into redcap-this will take you to the signed consent form-check the form and click on
lock at the bottom of the page

Complete? Complete ¥
Lock this record for this form? U 2 Lock
If locked, no user will be able to edit this record on this form until someone with Leck/Unleck .
privileges unlocks it. l& E-signature (what is this?)
Save & Exit Form Save & Go To Mext Form =
-- Cancel --
Then ok and close
5.2 Go back to bottom of page and click on E-signature
Complete? Complete ¥

v J Lock Unlock form
Lock this record for this form?

(S e Zho
If locked, no user will be able to edit this record on this form until someone with Lock/Unleck LOCk_Ed by spazhoor (Shwetha Pazhoor) on
privileges unlocks it. 05/07/2020 11:43am

¥/ g E-signature (whatis this?)

Save & Exit Form Save & Go To Next Form ~

5.3 Save and go to next form
You will have to log in to REDCap again(to confirm your e-signature)
6.0 Complete Informed Consent documentation form

Once all three forms are complete it will appear green like this:

16
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o Record ID 1 successfully edited

Record ID1 (BD0OT)

Data Collection Instrument Status
Study Details @
English Consent Document HSC-M5-20-1234 (survey) .@.
]
Informed Consent Documentation ]

TIEY RIE L L e L IS LR B P G F R EEanl R WIS EE R ILI el TR LI P RIS

88 Record Status Dashboard callection instrument. Please note that if your form-level user privileges are restricted for certain data
- Viiew data collection status of all records collection instruments, you will only be able to view those instruments, and if you beleng to a Data
B Add/ Edit Records Access Group, you will only be able to view records that belong to your group.
C rds or editfview existing ones
Show data collection instruments Dashboard displayed: [Default dashbeoard] ¥
Applications = Displaying record | page 1 of 1: "1" through "1* v | of 1 records ALL(1) ¥

A Alerts & Notifications

[# Calendar + Add new record

[B: Data Exports, Reports, and Stats

8§ Data Import Toal Displaying: Instrument status only | Lock status only | E-signature status only
# Data Comparison Tocl

- English
= L?ggmg Consent
®, Field Comment Log Document Informed
& File Repository ’ Study  HSC-Ms- Consent

Record ID

& User Rights and & DAGs Details 20-1234 Documentation
@ Customize & Manage Locking/E-signatures 1 (BDOOT) - ] -
B Data Quality

[T REDCap Mobile Ao

Lock and E-signatu

7.0 Click on the consent instrument and download pdf instrument drop down menu to download the signed ICF

Actions: | 5 Madify instrument ‘ % Download PDOF of instrument(s) IEE VIDEO: Basic data entry

= . = This survey (blank)
= = English Consent Docum
“F This survey with saved data
¥ E-signed by spazhoor (Shwetl
Z This survey with saved data (compact)

7 Locked by spazhoor (Shweth = This survey with saved data (for survey participant)

Auser has locked record "1” for t| T All forms/surveys (blank)
you may unlock this record at the

= Al forms/surveys with saved data

[}

T All forms/surveys with saved data (compact)

I have locking/unlocking privileges,

7 survey response is read-only because it was completed via the e-Consent Framework. However, because you have

'Lock/Unlock Records' privileges, you will still be able to lock this form at the bottom.

&) Response was completed on 05/07/2020 11:31am. Survey responses are not able to be edited once a participant has

completed a survay. They are read-only.

Record ID 1 (BDOO1)

LS T a
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eConsent Using REDCap

9.0 Moving your project t to production:

Once you have tested your project and are ready to move into production go to the project set up page

Scroll to the bottom of the page and click on move to production

eConsent test 2

=] A Project Home | =Project Setup = B3 Other Functionality = (9 Project Revision History
Project status: / Development Completed steps 00f 7

Main project settings

Disable ‘ @ Use surveys in this project? [2 £ VIDEOQ: How to create and manage a survey

Enable | @ Use longitudinal data collection with defined events? [2

Modify project title, purpose, etc. |

'm done! |

/ Design your data collection instruments & enable your surveys

Add or edit fields on your data collection instruments (survey and forms). This may be done by either using the
Online Designer {online method) or by uploading a Data Dictionary (offline method). You may then enable your
instruments to be used as surveys in the Online Designer. Quick links: Download PDF of all instruments OR
Deownload the current Data Dicticnary.

e |

LUNTOEUSS (SIPTUGIY LSa TSI S D) LGRS O IUUR OL FUUT IS0 B BT O TSI 3T W ST WU RIS oL L.

Move your project to production status

Move the project to production status so that real data may be collected. Once in production, you will not be
able to edit the project fields in real time anymore. However, you can make edits in Draft Mode, which will be
auto-approved or else might nead to be approved by 2 REDCap administrator before taking effect.

Go to | Move project to production

Once the project is in production you have to enter in =to draft mode to make any changes and submit
for approval.
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