TRAINING MANUAL: REDCAP

GETTING STARTED WITH REDCAP

Training Prerequisites:

= Brain-CODE Portal Overview Training Module
= Brain-CODE Subject Naming Convention Training Module

What is REDCap?

REDCap stands for Research Electronic Data Capture. It is a platform within the Brain-CODE
portal used for collecting clinical data electronically.

TRAINING MANUAL OVERVIEW

Getting Started With REDCAP ........uuiiiiiiiiieiiiiie ettt ettt ettt a bt e s eb e e s e bb e e e e e sbr e e e ennbreeeeanene 1
Training ManUal OVeIVIEW........ccci ittt 1
Overview of Clinical Electronic Data Capture (EDC) ......ccoooiiiieii i 1
Data Capture WOTKIIOW ........ueiiiiiiiiee ettt sttt e sttt e e s bbbt e e s bb e e e e s anneeeas 2
ROIES ABNT ACCESS ..ottt e ettt e oot bttt oo bbbt e ook b et e e s bbbt e e s bbbt e e s bbbt e e sbbb e e e s nbneeesannneeas 2
Entering Data - GENEral ..........uuuuuiuiiiiiiiiiiiiiiiiieinieieiererninrernrerererererne.. Error! Bookmark not defined.
Entering Data — Clinician AdmIiNiStered SCAlES ........uuuuiuiuiiiiiiiiiiiiiiiiieiiierarereeree .. 7
NOLES AN DISCIEPANCIES ....ueiiiiiiiiiee ittt ettt s et e st e s sttt e e e s b b et e e e b b e e e e aabbe e e e anb e e e e aebeeeeennees 14
Entering Data — Patient Reported OULCOMES (SUIMNVEYS)....uuuuuuururuuuiurninieininrnrnrninmnrnrnmnrnrnrnnn... 20
CONTACT INTOIMIALION ..ot et e e et e e et e e e s e e e e e e e e aere e e e eenes 22
RESOUICES ..ttt s e e e s s R e e R e e R e e e e R e R e R e nnnnn e n e rnrnnnrnne 22

OVERVIEW OF CLINICAL ELECTRONIC DATA CAPTURE (EDC)

Brain-CODE studies use web-based data capture. REDCap collects patient-reported and
clinician administered measures.

What are the ways in which clinical electronic data capture can occur?

1. Data may be captured electronically at its source (direct EDC).
This ensures the accuracy and completeness of the data. Furthermore, electronic
prompts can be utilized to alert users of missing or inconsistent data.

2. Data may be captured via paper form and later transcribed into the EDC system.

Direct EDCs allow for the promotion of real-time data entry during subject visits. An eCRF is the
source document. Direct EDCs ensure that no transcription errors occur.
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DATA CAPTURE WORKFLOW

Clinician Administered Scales

Site clinical staff use paper CRFs and transcribe

0

to REDCap eCRFs Paper CRF
» Paper CRFs are the source documents I I L (Transcrived atsite)
= Potential for incomplete data, transcription

"oy
errors { REDCap eCRF ]

= Site monitoring

Site clinical staff enter directly to REDCap eCRF

REDCap
Database

» eCRF is the source document
= Warning, prompts for missing or inconsistent responses; range checks
= No Transcription errors

= eCRFs are designed as data capture tools
not just data entry
Preferred Paper PRO

O (Transcribed at site)

Patient- Reported Outcomes:
[ REDCap ePRO y

Option 1: Patients enter data directly into
ePROs (REDCap)

REDCap
Database

= ePRO is source document
= Warning, prompts for missing or inconsistent responses; range checks
= In Clinic or at home (email)

Option 2: Patients use paper PROs and site clinical staff transcribes to ePROs

= |f preferred by patient and for selected scales

= Paper PRO is source document

= Potential for incomplete data, transcription errors
= Site monitoring

ROLES AND ACCESS

There are two primary roles within REDCap.

1. Data Entry Role
a. Add and manage subjects for your site
b. View and enter data into eCRFs for events
c. Add notes and discrepancies
2. Data Monitor Role
a. Add and manage subjects for your site



b. View and enter data in eCRFs for events
c. Add notes and discrepancies
d. Check data integrity

NAVIGATION TO PROJECTS

1. Select “My Projects"

P

*EDcap Hyme ElmyProjects @ieip& FAQ ETraining videos i Send-it & Control Center

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.

(=] REDCap Folders (2)

My Projects B Organize Filter projects by title

Project Title Records Fields Instrument Type Status

Generic Project 0 2 1 form =] Ve
2. Select the title of your study
Micend-it &FControl Center
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.
My Projects B Organize Filter projects by title
Project Title Records Fields Instrument Type Status

=] REDCap Folders (2)

f

3. You will now see your Project Homepage




4. To add a new record or edit a pre-existing one, select “Add / Edit Records” from the

navigation panel within the Project Home page view.

REDCap

& Llogged in as slatour | Log out
My Projects

A Project Home

i= Project Setup

Project status: Development
Data Collection # Editinstruments (=]

S5 Manage Survey Participants

- Get a public survey link or build a participant
rinviting respondents

Record Status Dashboard

grus of all records

|2 Add/ Edit Records

- Create new records or g

Bview existing ones

Applications =]
. Field Comment Log
[& AutoNotify

Help & Information =]

© Help & FAQ
H video Tutorials
@ Suggest a New Feature

I Contact REDCap administrator

ONTARIO INSTITUT
BRAIN ONTARIEN
INSTITUTE DU CERVEAU

Converge. Discover. Deliver Mobiliser. Découvrir. Produire.
o Brain Institute
DE

Generic Project

A Project Home | :=Project Setup = Wl Other Functionality =~ £ Project Revision History

Quick Tasks

The Codebook is a human-readable, read-only version of the project's Data Dictionary
EL| Codebaok and serves as a quick reference for viewing field attributes.
827 Manage Survey Invite participants to complete your survey by emailing a public survey link or building a
Participants participant list for batch notification.

Create new fields/questions on your data collection instruments or modify existing
ones using the Online Designer or by uploading a Data Dictionary. Quick link: Download
the current Data Dictionary

= Online Designer and
Data Dictionary Upload

Project Dashboard

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

£ Current Users D Project Statistics

User Expires Records in project 3

klutz eve Most recent activity 03/08/2018 2:42pm
ver

(Kristen Lutz) Space usage for docs 0.00 ME

slatour

never
(Sara Latour)




ADDING NEW SUBJECTS

Adding Subjects for Studies without Arms:

1. Enter a new Subject ID by typing into the text field.
a. Ensure that the participant ID conforms with the standard Brain-CODE naming
convention. If you require clarification on the Brain-CODE naming standards
please refer to the “Subject Naming Convention Training Module”.

REDCap

& Logged in as slatour

Log out
My Projects

A& Project Home

= Project Setup

Project status: Development

Data C # Editinstruments (=]

5'-‘,: Manage Survey Participants

- Get a public survey link or build a participant
list for inviting respondents

Record Status Dashbeard
- View data collection status of all records
|2 Add/ Edit Records

- Create new records or editfview existing anes

Show data collection instruments «

Applications =

i~ Field Comment Log

[ AutoNotify

“} ONTARIO INSTITUT
BRAIN ONTARIEN
L - INSTITUTE DU CERVEAU
Converge. Discover Deliver  Mobiliser. Découvrir. Produire

Generic Project - TEST

= Add / Edit Records

‘You may view an existing recerd/respense by selecting it from the drop-down lists below. To create a new record/response, type a
new value in the text box below and hit Tab or Enter. To quickly find a record without using the drop-downs, the text box will auto-
populate with existing record names as you begin to type in it, allowing you to select it

Total records: 1

Choose an existing Record ID --select record - ¥

Enter a new or existing Record ID (_5

Adding Subject for Studies with Arms:

If your study has arms (Example: Experimental and Control), you will need to select the arm for
which you are adding a new subject to before entering the Subject ID.

1. Select the arm of the study of interest.

REDCap

& Logged in a5 slatour | Log out

My Projects
# Project Home
i= Project Setup

Project status: Development

Data C # Edit instruments (=]

A= Manage Survey Participants
nk or build a participant
list for inviting ndents

Record Status Dashboard

- View data collection status of all records
E; Add / Edit Records
- Create new records or edit/view existing ones
Applications =

"+ Field Comment Log

E AutoNotify

Help & Information 1=

“} ONTARIO INSTITUT
BRAIN  ONTAREEN
N/ INSTITUTE DU CERVEAU

Converge. Discover Deliver Mobiliser. Découvrir. Produire.

Generic Project

= Add / Edit Records

You may view an existing record/response by selecting it from the drop-down lists below. To create a new record/response, type a
new value in the text box below and hit Tab or Enter. To quickly find a record without using the drop-downs, the text box will aute-
populate with existing record names as you begin to type in it, allowing you to select it.

Total records: 3

Choose an existing Subject 1D Arm 1: Experimental ¥ - selectrecord - ¥

Ao s Experiments ©

Enter a new or existing Subject ID




2. Enter the standard Brain-CODE Subject ID

& 2 “} ONTARIO INSTITUT

EDCEIp BRAIN _ ONTARIEN
[ - INSTITUTE DU CERVEAU

& Logged in as slatour | Log out ) .
Converge. Discover Deliver  Mobiliser. Découvrir. Produire.

My Projects 3 B

A& Project Home

i= Project Setup

Project status: Development

Generic Project

Data Collection # Editinstruments =)
A= Manage Survey Participants = Add / Edit Records
- Get a public survey link or build a partidpant
OIS S You may view an existing record/response by selecting it from the drop-down lists below. To create a new record/response, type a
Record Status Dashboard new value in the text box below and hit Tab or Enter. To quickly find a record without using the drop-downs, the text box will auto-
StEtmerErssie el namis populate with existing record names as you begin to type in it. allowing you to select it
|2 Add/ Edit Records
- Create new records or edit/view existing ones
Total records: 3
Applications =

' Field Comment Lag Choose an existing Subject ID Arm 1: Experimental ¥ - sele, e,
Enter a new or existing Subject ID Arm 1: Experimental
Help & Information 1=/
*Note: Ensure you have selected the appropriate study arm before beginning to add a new ID.
Otherwise data may be inappropriately added to the incorrect study arm.

VISIT SCHEDULE

What is the Visit Schedule? Generic Project

The Visit Schedule is a grid which
communicates to users which forms
have been completed.

1 Record Home Page

The grid below displays the form-by-form progress of data entered for the
. L. currently selected record. You may click on the colored status icons to
How is the Visit Schedule used? access that form/event. If you wish, you may modify the events below by
navigating to the Define My Events page.

After you add successfully add a

new subject ID you will be re-
directed to the Visit Schedule page.
Select the bubble icon to enter data
into a form. Each column represents

& Choose action for record

Subject ID GENO1_TST_0003

Arm 1: Experimenta

a study visit. Data Collection Instrument Vi:it Vi;it Vi;it
Ensure the subject is entered in the Subject Enroliment/Informed Consent (@
correct form. This is important since Demographic Data

you cannot transfer data between
events and will have to re-enter all
data into the appropriate form/visit.
Be sure to check for the correct visit
in the study event schedule before
starting data entry.

Medical History

Aim (survey




ENTERING DATA: CLINICIAN ADMINISTERED SCALES

Form Statuses:

1. Ared bubble indicates that the form is “Incomplete”.
a. Incomplete signifies the form is NOT ready for review

i@ Record Home Page

The grid below displays the form-by-form progress of data entered for the Legend for status icons:
currently selected record. You may click on the colored status icons to @ Incomplete () Incomplete (no data saved)

access that form/event. If you wish, you may modify the events below by ~ U ied - R =
navigating to the Define My Events page. @ Lnvertiied & Fartial Sunvey Respanse

@ Complete (@) Completed Survey Response
& Choaose action for record |

Subject ID GENO1_TST_0002

Arm 2: Control

Visit  Visit Visit
1 2 3

Data Collection Instrument

Subject Enrollment/Infermed Consent .é.
Demographic Data @
Medical History ®

Aim (survey) (o (] (0]

2. A green bubble indicates that the form is marked as “Complete”.
a. Complete signifies all data entry is complete and all discrepancies have been
resolved.

] Record Home Page

The grid below displays the form-by-form progress of data entered for the Legend for status icons:

currently selected record. You may click en the colored status icons to © Incomplete () Incomplete (no data saved)
access that form/event. If you wish, you may modify the events below by - = - )

navigating to the Define My Events page. () Unverified (@) Partial Survey Response

@) Complete (@) Completed Survey Response
G Choose action for recerd |

Subject ID GENO1_TST_0099

Arm 1: Experimental

Visit | Visit Visit
1 2 3

Data Collection Instrument

Subject Enrollment And Informed Consent .Q.
Demographic Data @
Medical History @

AlMm (survey) ()] ()] ()]




3. Avyellow bubble indicates the form is “Unverified”.
a. Unverified signifies that the form is ready for review.
b. For studies with verification procedures only though.
c. Please check with your data monitor to ensure your study utilizes a verification
procedure.

Generic Project

=] Record Home Page

The grid belew displays the form-by-form progress of data entered for the Legend for status icons:
currently selected record. You may click on the colored status icons to @ Incomplete (@) Incomplete (no data saved) [Z]
access that form/event. If you wish, you may medify the events below by -

navigating to the Define My Events page. D) Unverified (@ Partial Survey Response

@ Complete &) Completed Survey Response

@i Choose action for record
«” Subject ID GENO1_TST_0002 successfully edited

Subject ID GENO1_TST_0002
Arm 2: Control
Data Collection Instrument VI:“ VI;" V';":
Subject Enrollment And Informed Consent
Demographic Data
Medical History

AIM (survey




Subject Enrollment and Informed Consent Forms:

What are Subject Enrollment/ICFs?

Subject Enroliment and Informed Consent Forms (ICFs) are usually the first form for data entry.
Only at the point this form is filled out and completed will a subject be confirmed within the
database.

= Subject Enrollment And Informed Consent

o~ Editing existing Subject ID GENO1_TST_0003

Event Name: Visit 1 (Arm 1: Experimental)

GENO1_TST_0003

Subject ID

To renam seg the record action drop-down at top of the
Subject ID
* must provide value
Was Informed Consent obtained? Yes
* must provide value Mo
neset

Date consent was signed by subject: —

Today |
* must provide value
Consent Form Version Date: —

Today |

* must provide value
Consent Form Version:
* must provide value

Health Card Number:

Please follow the link below to enter the subject's Ontario Health Card Number in the secure Brain-CODE Subject Registry.

This information is NOT being stored in the study database.

Go to Secure Brain-CODE Subject Registry

Has the subject’s Health Card Number been entered into the Ves
Subject Registry?
] gistry Mo
* must provide value reset
Form Status
Complete? Incomplete ¥

-- Cancel -

Example Subject Enrollment form



Navigating to Other Forms During Data Entry:

Within a form there are a few options to navigate to the another form for the same Subject ID.

The first is to select the next form directly from the navigation panel on the left side of the form
in progress. The second option is to navigate back to the “Visit Schedule” overview page where
you are able to select another form. You may also select another form from the “Save Options”

Option 1: Navigation Panel

= This is a good option when you want to remain within the same arm/event and for the

same Subject ID.

REDCap

e

d in as slatour | Log out

My Projects
A& Project Home
£= Project Setup

Project status: Development

Data Collection # Edit instruments |—/

2= Manage Survey Participants
nk or build a participant
ndents

Record Status Dashboard

- View data collection status of all records

|2 Add / Edit Records

Create new records or editfview existing ones

Event: Visit 1 (Arm 1: Experimental)

pstruments:

[N Subject Enroliment And Informed
Consent

(") Demographic Data
() Medical History
(D) Aim
Applications 1=l
4 Field Comment Log
[& AutoMotify

Help & Information =l

© Help & FAQ
B video Tutorials
B Suggest a New Feature

i Contact REDCap administrator

BRAIN ONTARIEN
- INSTITUTE DU CERVEAU

Converge. Discover. Deliver  Mobiliser. Découvrir. Produire.

ty“\i ONTARIO  INSTITUT

Generic Project

Actions: | 5 Modify instrument | "% Download PDF of instrument(s)

= Subject Enrollment And Informed Consent

& Editing existing Subject ID GENO1_TST_0003

Event Name: Visit 1 (Arm 1: Experimental)
Subject ID

Subject ID

* must provide value

Was Infermed Consent obtained?

* must provide value

Date consent was signed by subject:
* must provids value

Consent Form Version Date:

* must provide value

Consent Form Version:

* must provide value

Health Card Number:

Please follow the link below to enter the subject’s Ontario Health Card Number in the secure Brain-CODE Subject Registry.

Save & Exit Form
— Cancel —

3& VIDEQ: Basic data entry

GENQ1_T5T_0003

Taren

see the record action drop-down at top of the

Yes
Mo
reset
Today |
Todey

10



Option 2: Visit Schedule

= Select the calendar icon to return to the “Visit Schedule” page where you can select the

next form

REDCap

& Logged in as slatour | Logout

My Projects
A& Project Home
i= Project Setup

Project status: Development

M= Manage Survey Participants

dents

Record Status Dashboard
- View data collection status of all records

|2 Add / Edit Records

Demographic Data
Medical History
Aim

Applications
57 Field Comment Log
[& AutoNotify

Help & Information

@ Help & FAQ
B video Tutorials
@ Suggest a New Feature

B Contact REDCap administrator

Data Collecti # Edit instruments (=]

ink or build a participant

ONTARIO  INSTITUT Save & Exit Form
BRAIN ONTARIEN -
INSTITUTE DU CERVEAU

Converge. Discover Deliver  Mobiliser. Découvrir. Produire.

rain In

E
Generic Project

Actions: | S Modify instrument | ‘% Download PDF of instrument(s) = | & VIDEQ: Basic data entry

= Subject Enrollment And Informed Consent
o Editing existing Subject ID GENO1_TST_0003

Event Name: Visit 1 (Arm 1: Experimental)

GENO1_TST_0003
Subject ID = .

o m

record action drop-down at top of tha

Subject ID

* must provide value

Was Informed Consent obtained? Yes
* must provids value No
reset

Date consent was signed by subject:

Today |
* must provide value -
Consent Form Version Date:

Today |

* must provide value
Consent Form Version:
* must provide value

Health Card Number:

Please follow the link below to enter the subject’s Ontaric Health Card Number in the secure Brain-CODE Subject Registry.

11



Option 3: Save Options

*= You can select “Save and go to Next Form” to Navigate to the next form within the event.

P
s. Development

# Edinsruments (-]

2. Manage Survey Participants

-Gt b

[E] Reco
ew Gata collectio
= Add / Edit Records

- Craate naw records or edit/view existng ones

Demographic Data
(+) Medical History
() Aim

Applications =

) Calendar
o Data Exports, Reports, and Stats
« Data Import Tool
- Data Comparison Tool
|=/ Logging
File Repository
‘e Data Quality and i Resolve Issues
sl APl and sl API Playground
& AutoNotify

Help & Information 1=

© Help &FAQ
B Video Tutorials
@ Suggest a New Feature

¥ Contact REDCap administrator

Generic Project

Actions: | S Modify instrument | | ‘% Download PDF of instrument(s)

= Subject Enrollment And Informed Consent

Editing existing Subject ID GENO1_TST_0002

Event Name: Visit 1 (Arm 2: Control)
Subject ID

Subject ID
¥ must provide value

Was Informed Consent obtained?

must provide value

Date consent was signed by subject:
* must provide vaive

Consent Form Version Date:

Consent Form Version:
* must provide value

Health Card Number:

2 VIDEO: Basic data entry

era

GENO1_TST_0002

ER

ecord aczion & own at1op of the

reset

Today

Today

Please follow the link below to enter the subject’s Ontario Health Card Number in the secure Brain-CODE Subject Registry.

This information is NOT being stored in the study database.

Go to Secure Brain-CODE Subject Registry

Has the subject’s Health Card Number been entered into the
Subject Registry?

L de vaive

Form Status

Complete?

Yes

Complete

v

Save & Exit Form

- Cancel -

reset

Save & Stay

Save and go to Next Form
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Editing Data on a Completed eCRF:

Before a form is locked, any form can be entered and edited.

] Record Home Page

The grid below displays the form-by-form progress of data entered for the
currently selected record. You may click on the colored status icons to
access that form/event. If you wish, you may modify the events below by
navigating to the Define My Events page.

Legend for status icons:
©) Incomplete () Incomplete (no data saved) |?
(7)) Unverified (@) Partial Survey Response

@ Complete (@) Completed Survey Response
G Choose action for record |

Subject ID GENO1_TST_0099
Arm 1: Experimenta
Visit Visit Visit
1 2 3
Subject Enroliment And Informed Consent

Demographic Data

Data Collection Instrument

Medical History

Aim (survey

Entering Data for the Next Event:

1. Navigate to the Visit Schedule and select a form from the next visit column.

Subject ID GENO1_TST_0100

Arm 1: Experimental

Visit  Visit | Visit

Data Collection Instrument
1 2 3

Subject Enrollment And Informed Consent . ()

Demographic Data (@

Medical History .;i;. .;::;.

AIm (survey) ] ] )]
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NOTES AND DISCREPANCIES

What are Notes and Discrepancies?

A means for users to document, communicate, and manage issues about data in a clinical trial,
in order to facilitate verification of the accuracy and completeness of the data.

How are they useful?

= Toflag an item as incomplete or as having a value that is not expected.
= A means for users to communicate within REDCap
o Not a replacement for notes fields (Notes field type).

Entering Notes and Discrepancies:

1. Select the comment bubble icon next to the field for which you want to open a
note/discrepancy comment.

Generic Project

Actions: | 5 Modify instrument || & Download PDF of instrument(s) = | %% VIDEO: Basic data entry

= Demographic Data

o~ Editing existing Subject ID GENO1_TST_0100

Event Name: Visit 1 (Arm 1: Experimental)

Subject ID GENO1_TST_0100
What is the subject's date of hirth? 08-03-2018 Today |

What is the subject’s date of birth?

Age
Sex
Female
Male
What is the sex of the subject? Unknown

* must provide value O Unspeciﬁed
Faset

Note: Unspecified indicates that 2 medical differentiation of sex has
not yet been made. Unknown indicates that the sex is not known or
is missing

Ethnicity

14



2. Open anew query by entering in the note/discrepancy in the text field and
selecting “Open Query”

| Data Resolution Workflow

8% VIDEO: Data Resolution Workflow
This pop-up displays the Data Resolution Workflow for the specified record for a given field and/or Data Quality rule.
Users with appropriate user privileges may open data queries to begin a documented process of resolving an issue
with the data. Opened data queries may thus be responded to by users with appropriate privileges, and then they
may be closed once the issue has been resolved. All data queries can also be viewed on the Resolve Issues page in
this project.

Subject ID: GENO1 TST 0001

Event: Visit 1 (Arm 1: Experimental)

Field: consent_date ("Date consent was signed by subject:")
Status: _ Not Opened

Date/Time Comments and Details

. Verified data value
—IOR—
'® Open query
03/09/2018
10:41am
Comment:

Open query ghncel

What is the Data Resolution Workflow View?

It is a view of all the fields for which there are notes or queries made. Assigned queries will be
visible to you on this page. Queries may be assigned to an individual or a group of users. Any
gueries assigned to either you or the group will be visible on this page. You will not be notified
when a data query is assigned to you, you must check this dashboard regularly!

Responding to Data Queries:

In order to access the Data Resolution workflow you have two options. The first of which is to
access the Data Resolution workflow by selecting “Resolve Issues” within the REDCap toolbar.
The second option is to directly access the Data Resolution workflow from selecting the
comment bubble icon directly next to a discrepant field.

15



Option 1: Select the “Resolve Issues” icon within the REDCap toolbar on the left hand side.

Project status: Development

Data C # Editinstruments (=]

525 Manage Survey Participants

nk or build 2 participant

Record Status Dashbeard
-View data collection status of all records
|2 Add / Edit Records

- Create new

cor

[ Subject ID GENO1_TST_0001

Demographic Data
@ Medical History
@ Am

Applications =

Calendar

[ Data Exports. Reports, and Stats
[& Data Impaort Tool

[} Data Comparison Tool

{=| Logging

|| File Repository

fzr Data Quality and\i;’ Resolve Issues
=i APl and i API PlayErewad

[& AutoNotify
Help & Information =]

Generic Project

Actions: ngDd\fyinstrument ‘ % Download PDF of instrument(s) |

= Subject Enrollment And Informed Consent

& Editing existing Subject ID GENO1_TST_0001

Event Name: Visit 1 (Arm 1: Experimental)

Subject ID
Subject ID
* must provide value

Was Informed Consent obtained?

* must provida value

Date consent was signed by subject:

* must provide value

Consent Form Version Date:
* must provide value

Consent Form Version:

* must provida value

Health Card Number:

GENO1_TST_0001

#& VIDEC: Basic data entry

reset

Today |

Today |

Please follow the link below to enter the subject’s Ontario Health Card Number in the secure Brain-CODE Subject Registry.

This information is NOT being stored in the study database.

Option 2: Accessible next to the field on the form by selecting the comment bubble icon.

Project status: Development

Data C # Editinstruments (=]

(2= Manage Survey Participants
- public

nic or build a2 participant
dents

Record Status Dashboard
- View data collection status of all recerds
|Z$ Add / Edit Records

- Create new records or edi

ew existing ones

[i7] Subject ID GENO1_TST 0001

Demographic Data
Medical History
& AIm

Applications =

Calendar
[i§ Data Exports, Reports, and Stats
| Data Import Tool
[} Data Comparison Tool
{=] Logging
* File Repository
[z Data Quality and 5’ Resolve Issues
mj| APl and mj API Playground
[ AutoNotify

Help & Information (=]

@ Help & FAQ
B Video Tutorials
2 Suggest a New Feature

i Contact REDCap administrator

Generic Project

Actions: | B Modify instrument ‘ "X Download PDF of instrument(s)

= Subject Enrollment And Informed Consent

&7 Editing existing Subject ID GENO1_TST_0001

Event Name: Visit 1 (Arm 1: Experimental)

Subject ID

Subject ID

* must provide value

Was Informed Consent obtained?

* must provids valus

Date consent was signed by subject:

* must provide valus

Consent Form Version Date:
* must provide value

Consent Form Version:

* must provide value

Health Card Number:

GENO1_TST_0001

4 VIDEC: Basic data entry,

O

reset

Today |

Today |

Please follow the link below to enter the subject’s Ontario Health Card Number in the secure Brain-CODE Subject Registry.

This information is NOT being stored in the study database.

Go to Secure Brain-CODE Subject Registry
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Responding to Data Queries:

1. In order to respond to a query, navigate to the Data Resolution Workflow view and
select the comment button next to the field of interest.

Generic Project

fz Data Quality
| Find Issues | -’ Resolvelssues € | [ Resolution Metrics

&% VIDEQC: Data Resolution Workflow or Read introduction to Data Resolution Workflow

This page displays all data queries that are currently unresclved or have already been resolved using the Data Resolution Workflow.
Some issues may have been initiated by users on data collection instruments, and others may have been initiated after executing
Data Quality rules on the Find Issues tab. The table lists the name of the record and the specific field or Data Quality rule to which
the data query belongs, as well a5 the user assigned to the guery (if applicable). the number of days the data query has been open,
and a brief snippet of the query's first and last comment. The results in the table can be filtered by the guery status type (e.g., open,
closed), by certain fields or Data Quality rules, and also by users assigned to it. Each data query may be viewed by clicking the button
to its left.

Data Resolution Dashboard Filters: | Open /unresolved issues (1) ¥ |
All fields and rules v |

All events v |

User assigned (all users) or not assigned ¥

Data Quality rule Days

Click button to
Record User Assigned First Updat Last Update
viewd =TT eco and/or Field ser L Open ARk [~
Figld: mh_glob_asmnt_indetr
|.7 QENOT_TST_00C (Does the subject have a | o slatour (03/09/2018 10:44am}:
( - - t " )
‘@ 1 comment sit 2 {Arm 1: history of any medical slatour closrigtét\:;ordlngfor these field

perimental)
problems/co...)

2. This opens up a window to select the option to “Reply with a Response”. You can
select a response to the query from the drop-down menu and also include text
comments.

| .+ Data Resolution Workflow *® |

42 WIDEO: Data Resolution Workflow

This pop-up displays the Data Resolution Workflow for the specified record for a given field and/or Data Quality rule.
Users with appropriate user privileges may cpen data gqueries to begin a documented process of resolving an issue
with the data. Opened data gueries may thus be responded to by users with appropriate privileges, and then they
may be closed once the issue has been resclved. All data queries can also be viewed on the Resalve Issues page in
this project.

Subject ID: GENO1_TST_0001
Event: Visit 2 (Arm 1: Experimental)

Field: mh_glob_asmnt_indctr ("Does the subject have = histary of any medical problems/conditions in the following
body systems? (consider the past 12 months) Use BODY SYSTEM categories for medical history: = Constitutional
symptoms (e.g., fever,- Respiratory- Neurological weight loss)- Gastrointestinal- Psychiatric- Eyes- Genitourinary-
Endocrine- Ears, Nose, Mouth, Throat- Musculoskeletal- Hematological/Lymphatic- Cardiovascular- Integumentary
(skin and/or breast) Allergic/immunclogic )

Status: g Open / Unresclved (unresponded)

Date/Time User Comments and Details

Action: Opened gue
03/09/2018 10:4dam slatour As: -
omment: “Is the wording for these field correct?”

* Reply with response:
-- choose response — hd |
Upload file (optional): & Upload document

03/09/2018
10:51am

slatour

Comment:

Respond to query Cancel
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Closing Data Queries:

1. To close a data query, ensure that the issue/discrepancy was resolved and then
navigate to the Data Resolution Workflow. Select the comment button next to the
field of interest.

Generic Project
fz Data Quality

| Find Issues | (' Resolve Issues ) |l Resolution Metrics

% VIDEQ: Data Resolution Workflow or Read introduction to Data Resolution Workflow

This page displays all data queries that are currently unresolved or have already been resolved using the Data Resolution Workflow.
Some issues may have been initiated by users on data collection instruments, and others may have been initiated after executing
Data Quality rules on the Find Issues tab. The table lists the name of the record and the specific field or Data Quality rule to which
the data query belongs, as well as the user assigned to the query (if applicable), the number of days the data query has been open,
and a brief snippet of the query's first and last comment. The results in the table can be filtered by the query status type (e.g. open,
closed), by certain fields or Data Quality rules, and also by users assigned to it. Each data query may be viewed by clicking the button

to its left.
Data Resolution Dashboard Filters: | Open / unresolved issues (1) ¥
All fields and rules ¥
All events ¥
User assigned (all users) or not assigned ¥
e Record e Q‘“,,llty e User Assigned e First Update Last Update
view data query and/or Field Open

Field: mh_glob_asmnt_indctr
Q0L (Does the subject have a
y medical

slatour (03/09/2018 10:44am):
slatour 0 "|s the wording for these field [same as
correct?

+@ 1 comment

problems/co...}
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2. This opens up a window to select the option to “Close the query”. Text comments
may also be included.

.~ Data Resolution Workflow

4% VIDED: Data Resolution Workflow

This pop-up displays the Data Resolution Workflow for the specified record for a given field and/or Data Quality rule.
Users with appropriate user privileges may open data queries to begin a documented process of resclving an issue
with the data. Opened data gqueries may thus be responded to by users with appropriate privileges, and then they
may be closed once the issue has been resclved. All data queries can also be viewed on the Resolve [ssues page in
this project.

Subject ID: GENO1 _TST 0001

Event: Visit 2 (Arm 1: Experimental)

Field: mh_glob_asmnt_indctr ("Does the subject have a history of any medical problems/conditicns in the following
body systems? {consider the past 12 months) Use BODY SYSTEM categories for medical history: - Constitutional
symptoms (e.g., fever,s Respiratorys Neurclogical weight loss) Gastreintestinals Psychiatrics Eyess Genitourinary=
Endocrines Ears, Nose, Mouth, Throats Musculoskeletals Hematological/Lymphatice Cardiovasculars Integumentary
(skin and/or breast): Allergic/immunologic )

Status: (g Open / Unresolved (unresponded)

Date/Time User Comments and Details

Action: Opened query
03/05/2018 10:44am slatour Assigned to user: slatour (Sara Latour)
Comment: “Is the wording for these field correct?”

' Reply with response:
-- choose response - v
Upload file (optional): ) Upload document
slatour ® close the query

03/09/2018
10:51am

Comment:

The issue has been resclved.

Close the query Cancel
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ENTERING DATA: PATIENT REPORTED OUTCOMES (SURVEYS)

Patient Scales Example (Transcribing a PRO):

= PTOETTSEOD

Project status: Development

Generic Project

Data Collection # Editinstruments (=]

227 Manage Survey Participants Actions: | B Modify instrument || ) Download PDF of instrument(s) = | 4% VIDEO: Basic data entry.

Record Status Dashboard

= Aim

Invitation status: £ Survey options
|54 Add / Edit Records = vyop
- RS R 7 Editing existing Subject ID GENO1_TST_0003
i7) Subject ID GENO1_TST 0003 - 5
] Subject ID GENO1 TST 0003 Event Name: Visit 3 (Arm 1: Experimental)
Event. Visit 3 (Arm 1: Experimental) Subject ID GENO1_TST_0003

ection Instruments:
Affect Intensity Measure Questionnaire (AIM)

) Medical History

( DIRECTIONS: The following ions refer to the ional ions to typical life-events. Please indicate how YOU
react to these events by placing a number from the following scale in the blank space preceding each item. Please base
Applications = your answers on how YOU react, not on how you think others react or how you think a person should react.

i§ Data Exports, Reports, and stats ALMOST
Data Import Tool NEVER ALMOST NEVER OCCASIONALLY  USUALLY ALWAYS ALWAYS
iDataCuﬁ'\ arison Tool (il (3] (] C & ey
P 1. When | accomplish something

1] togging difficult | feel delighted or elated.
File Repository * must provide value
[ Data Quality and ' Resolve Issues reset
=il APl and gl API Playground 2. When I feel happy it is a strong type
[ AutoNotify of exuberance.

* must provids valus
reset
G0 arTr = 3.1 enjoy being with other people very
© Help & FAQ much.
H video Tutorials R

& Suggest a New Feature

reset

4.1 feel pretty bad when | tell a lie.

* must provids valus

¥ Contact REDCap administrator reset

5. When | solve a small personal

Above is the Data Entry View for transcribing a PRO.

Below is an example of a Survey View/ Patient View for the same PRO:

Resize font
Aim + =]
Please complete the survey below.

Thank you!

Affect Intensity Measure Questionnaire (AIM)

DIRECTIONS: The following questions refer to the emotional reactions to typical life-events. Please indicate how
YOU react to these events by placing a number from the following scale in the blank space preceding each item.
Please base your answers on how YOU react, not on how you think others react or how you think a person
should react.

1. When | accomplish something
difficult | feel delighted or elated.

de value
reset

2.When | feel happy it is a strong type

of exuberance.

—_— reset

3. 1 enjoy being with other people very

much.

* must provide value
reset
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A

dministering an ePRO in Clinic:

1. Within the clinic Login to REDCap and select “Open Survey” within the form. The
survey will open in a new tab.

Generic Project

Actions: | |5 Modify instrument | = Download PDF of instrument(s) $» VIDEC: Basic data entry

= Aim

Invitation status: = survey options |

Ff\,

Compose survey phvitation

&~ Editing existing Subject ID GENO1_TST_0003

Event Mame: Visit 3 (Arm 1: Experimental) >
< Survey Access Code and

Subject ID GENO1_TST_0003 88 QR Code
Affect Intensity Measure Questionnaire (AIM)

DIRECTIONS: The following questions refer to the emotional reactions to typical life-events. Please indicate how YOU
react to these events by placing a number from the following scale in the blank space preceding each item. Please base
your answers on how YOU react, not on how you think others react or how you think a person should react.

ALMOST
NEVER ALMOST NEVER OCCASIOMALLY USUALLY ALWAYS ALWAYS

(1) (2) (3) (4) (5) (6)
1. When | accomplish something
difficult | feel delighted or elated.

* must provide value

reset
2. When | feel happy it is a strong type
of exuberance.
* must provide value
reset
3. | enjoy being with other people very
much.
* must provide value
reset

2.

Log out of REDCap in the original tab to ensure that your information/account

credentials remain private.
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CONTACT INFORMATION

REDCap Administrator: redcapadmin@braincode.ca

Brain-CODE Administrator: help@braincode.ca

RESOURCES
Brain-CODE Portal:

https://www.braincode.ca/

REDCap Brain-CODE Training Video:

https://www.youtube.com/watch?v= DEmbodfOes

REDCap Resources:

https://projectredcap.org/resources/videos/
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