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Creating a REDCap Project

1.

o~

Go to https://unmcredcap.unmc.edu and login in with your UNMC credentials.

Click on + New Project button on the top bar menu.

Fill in the Project Title, select the Purpose of the project and choose “empty project
(blank slate)” for the Project creation option.

Click “Create Project.”

Complete the UNMC REDCap Disclaimer questions and fill in secondary owner and
department admin name and email (Enter the Pl if you are a research assistant, Advisor
if you are a student).

Click “Submit”.




Contact Information and Status Form

Create this form to collect participants’ contact information and enable the electronic consent
feature. Automatic triggers for longitudinal surveys can also be added here.

1. From Project Home and Design on the left side menu, click on the Designer button.

REDCap University of Nebraska
8 Losae s gty | Logo Medical Center

My Projects
Contact REDCap administrator

REDCap Training Project  rm cso2

Project Home and Design

A Project Home - ¥= Project Setup
# Designer - @3 Dictionary - B Codebook
B Project status: Development A Project Home | ?=Project Setup = %X Other Functionality = £ Project Revision History

Data Collection

Project status: / Development Completed steps 0 of 7
BB Record Status Dashboard
- View data collection status of all records

Main project settings

Enable | @ Use surveys in this project? [2 B VIDEO: How to create and manage a survey
Show data collection instruments tl\;t Enable | @ Use longitudinal data collection with defined events? |2
started —_—
Applications = Enable | @ Use the MyCap participant-facing mobile app? [J Learn more about MyCap
I'm done! |
Project Dashboards Modify project title, purpose, etc.
A Alerts & Notifications
P

2. Click the + Create button in the gray Data Collection Instruments box in the center.

3. Click on the + Add instrument here button.

4. Type instrument name (Example: Contact Information and Status) then click create.
REDCap will refresh the page and there will be a link to the new instrument.

5. Next, click on the Contact Information and Status form

Instrument name Fields \[/,'S‘;;v Enabledas | o mentactions  Survey related options

survey

Contact Information and Status 1 [ Enable | Choose action

6. Click Add Field

Current instrument: Contact Information and Status Preview instrument

Variable: record_id

[

Record ID

NOTE: The field above is the record ID field and thus cannot be deleted or moved. It can only be edited

Add Field | | Add Matrix of Fields | | Import from Field Bank |

**Note: REDCap will automatically create a “Record ID” field as the first field of your first
instrument/form.

7. You can add variables of your choice for the Contact Information and Status Form.
Here are the steps to add “MRN”.
a. For Field Types: Choose “Text Box (Short Text, Number, Date/Time ...)”
b. In the Field Label: Type “MRN”
c. Inthe Variable Name: Type: mrn



d. Check “Yes” for Required

e. Check “Yes” for Identifier

f. Click “Save”
**Note: Retyping the name into the Variable Name box will enable the label to be transferred to
SPSS when you download data. You can check the “Enable auto naming of variable based
upon its field label?” box to the right of the Variable Name box to assist with this if desired but it
may be long.
Add New Field x

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

Field Type: Text Box (Short Text, Number, Date/Time, ...) v B Codebook

Field Label [[] Use the Rich Text Editor [? )
- Variable Name (utilized in logic, calcs, and &

MBN: mrn O

CYRCRE (4] Smart Variables | + Field Embedding

Validation? (optional) --— None -—-- v

-- select ontology service -- v
Required?* O No @ Yes
. - y Identifier? ON Ye
Action Tags / Field Annotation (optional) ? ; |fe - ? @ es» i

Custom Alignment Right / Vertical (RV) v

n about [[GYXaBHRERS) or using Field Annotation

Field Note (optional)

Save Cancel

8. Repeat step 7 to add Contact Information as a header:

a. Click Add Field above

b. For Field Type: Choose “Begin New Section (with optional text)”

c. Inthe Field Label: Type “Contact Information”

d. Click “Save”

e. This will create a section header before the variables you are wanting to collect.

You can rename “contact information” to what is applicable for the project.

9. Repeat step 7 to add additional variables desired. It is important to add “first name” and
“last name” fields if using REDCap’s eConsent option. (For example: Field Label “First
Name:” and Variable Name “first_name”).

10. To add an email field (will need an email to be able to send invitations to complete
surveys):

a. Click Add Field below “mrn” field. You can customize where your “email” field will
be by selecting the Add Field below the variable you want the email field to
follow.

For Field Type: Choose “Text Box (Short Text, Number, Date/Time, ...)”

In the Variable Name: Type “email”

In the Field Label: Type “Email:”

For Validation: Choose “Email”

Check “Yes” for Required

Check “Yes” for Identifier

@~0oo00T



h. Click “Save”.
Add New Field x

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

Field Type: Text Box (Short Text, Number, Date/Time, ...) v B Codebook

Field Label [[] Use the Rich Text Editor [2] )
Variable Name (utilized in logic, calcs, and exports)

Ema email B gt fitv
ONLY letters, numbers, and under: S
How to use « Field Embedding
Validation? (optional) Email v
—or-
-- select ontology service -- v

Required?* O No ® Yes

eld is blank

r? ONo @ Yes

Fying inf

Action Tags / Field Annotation (optional)

Custom Alignment  Right / Vertical (RV) v
Learn about or using Field Annotation Align the positio o e page

Field Note (optional)

eld on the page

Small rem:

Save Cancel

11. To add a phone number field (Optional)

Click Add Field below “email” field

For Field Type: Choose “Text Box (Short Text, Number, Date/Time, ...)"
For Field Label: Type “Phone Number:”

In the Variable Name: Type “phone”

For Validation: Choose “Phone (North America)’

Check “Yes” for Required

Check “Yes” for Identifier

Click “Save”.

Add New Field x

S@ e o0oTw

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

Field Type: Text Box (Short Text, Number, Date/Time, ...) v 8 Codebook

Field Label [[] Use the Rich Text Editor [2] )
Variable Name (utilized in logic, calcs, and exports)

X Enable auto naming of variable
Phone Number: phone [ gt bl

ONLY letters, numbers, and unde s
Validation? (optional) Phone (North America) v
—or-
-- select ontology service -- v

Required?* ® No O Yes

* Prompt # field is blank

r2 @No OYes

ontain identfying in

Action Tags / Field Annotation (optional)

nation (e.g. name,

Custom Alignment  Right / Vertical (RV) v

eld on the

Learn about ([EY IR or using Field Annotation

Field Note (optional)

displayed underne:

Save Cancel



12. To add a Consent Pin/Survey Login: (This is optional but required if setting up
electronic consent via REDCap.)

Se@T0 a0 T

Click Add Field below phone number field

For Field Type: Choose “Text Box (Short Text, Number, Date/Time, ...)"
In the Variable Name: Type “consent_pin”

In the Field Label: Type “Consent Pin”

For Validation: Choose “Number”

Check “Yes” for Required

Check “No” for Identifier

Click “Save”

Edit Field x

You may add a new project field to this data collection instrument by completing the fields below and clicking the Save button at the bottom. When you add a new field, it will be added to the
form on this page. For an overview of the different field types available, you may view the E8[Field Types video (4 min),

Field Type: | Text Box (Short Text, Number, Date/Time, ...) v 8 Codebook

Field Label [ Use the Rich Text Editor [2 .
Variable Name (utilized in logic, calcs, and e

Consent Pin: consent_pin

RLEl (4] Smart Variables & Field Embedding

Validation? (optional) | Number v
Minimum:
Maximum:
e range i ¥ Bl or

o P

Action Tags / Field Annotation (optional)

— select ontology service - v
sbout ([CYITTRET) or using Field Annotation No @ Yes

Custom Alignment  Right / Vertical (RV) v

Align the position of the fleld on the page

Field Note (opti

13. To add a consent email trigger: (Required if completing Step 11)
a. Click Add Field below “Consent Pin” field
b. For Field Type: Choose “Yes - No”
c. In Variable Name: Type “consent_email”
d. In Field Label: Type “Send consent email:”
e. Click “Save”.

You may add a new project field to this data collection instrument by completing the fields below and clicking the Save button at the bottom. When you add a new field, it will be added to the
form on this page. For an overview of the different field types available, you may view the B8 Field Types video (4 min).

Field Type: | Yes - No v 8 Codebook

Field Label () Use the Rich Text Editor [2
Variable Name (utilized in logic, calcs,

Send consent emaif consent_email

No O Yes
identifierz ®No O Yes
Does the feld contain identiying o s,
(G} ) Custom Alignment | Right/ Vertical RY) v
Allgn the position of the fled on the page

Choices (not modifiable)
1, Yes
0, No.

Field Note (opt

Action Tags / Field Annotation (optional)

Learn about ([EYTERIRET or using Field Annotation

Save Cancel



Setting Up Electronic Consent

1.

howbd

If the approved consent document is a Word document, open the file and save it as a
PDF. Conversion is needed before adding the consent in Step 9 below.

a. To convert to a JPEG or a PNG, after saving it as a PDF, click “File” and “Save
As” and then “Save as JPEG”. Depending on operating system used, one may
have to “Export” the PDF and save as a “JPEG” or a PNG. Name the file name
accordingly (Appendix C. Informed Consent Document Draft is an example).

File name: l Appendix C. Informed Consent Document Draft v|
Save as type: | PNG (*.png) v
Settings...
A~ Hide Folders Cancel
b. It will save each page of the consent form as an individual image.
Example:

|&| Appendix C. Informed Consent Document Draft_Page_1
\&| Appendix C. Informed Consent Document Draft_Page_2
|&| Appendix C. Informed Consent Document Draft_Page_3
|&| Appendix C. Informed Consent Document Draft_Page_4
|&| Appendix C. Informed Consent Document Draft_Page_5
|&| Appendix C. Informed Consent Document Draft_Page_6
|&| Appendix C. Informed Consent Document Draft_Page_7
|&| Appendix C. Informed Consent Document Draft_Page_8
\&| Appendix C. Informed Consent Document Draft_Page_9

** Important Note: A Contact Information and Status instrument must exist in your
project and include fields for the participant’s email address and eConsent pin/password
to setup electronic consent.

From Project Home and Design on the left side menu, click on Designer button.

Click the + Create button in the gray Data Collection Instruments box.

Click on the + Add instrument here button beneath the Contact Information and Status
instrument name.

Type the desired instrument name (Example: Consent Form) then click create. REDCap
will refresh the page and there will be a link to the new instrument.

Click on the Consent Form instrument, then Add Field.

Current instrument: Consent Form Preview instrument

Add Field Add Matrix of Fields Import from Field Bank

**Note: The next step allows for automatic documentation of what version of the consent
was used and makes it so that this field is hidden in the consenting process.



7. In Field Type, choose “Multiple Choice — Radio Buttons (Single Answer).

a.

b
c.
d.
e

f

For Field Label: Type in “Consent version:”

For Variable Name: Type in “econsent_version”

For Choices: Type in “1, Version 1”.

Check “Yes” for Required

For Action Tags: Type in “@HIDDEN-PDF @HIDDEN-SURVEY @READONLY
@DEFAULT="1"" and click Update & Close Editor.

Click “Save”.

**Note — if the consent is modified during the study, you will need to add more rows for
the different versions of the consent.

Edit Field x

You may add a new project field to this data collection instrument by completing the fields below and clicking the Save button at the bottom. When you add a new field, it will be added to the
form on this page. For an overview of the different field types available, you may view the 3 Field Types video (4 min),

Field Type: Multiple Choice - Radio Buttons (Single Answer) v B Codebook
Question Mumbsen opdorat Variable Name (utiized in logic, calcs, and
eeeeeee t_version e
Field Label [] Use the Rich Text Editor [2 o es
Consen t version: : XN (4] Smarc variables Jl | 4 Field Embedding

Custom Alignment  Right / Vertical RV) v

Field Note (optionsl)

Choices (one choice per line)
1, Version 1

Action Tags / Field Annotation (optional)
@HIDDEN-PDF @HIDDEN-SURVEY @READONLY @DEFAULT="1"

arn about (Y TERSRm o using Field Annotation

Save Cancel

8. To document date and time of consent, click Add Field to add a second field below the
Consent Version field.

a0 oo

e.

f.

In Field Type: Choose “Text Box (Short Text, Number, Date/Time,...)”

For the Variable Name: Type in “econsent_dt_1"

For the Field Label: Type in “Date/time 1”

For Validation: Choose “Datetime w/ seconds (M-D-Y H:M:S)” or choose your
preference for format.

In the Action Tags: Type “@NOW @HIDDEN-PDF @HIDDEN” and click Update
& Close Editor.

Click “Save”.

**Note: These actions will automatically fill in the date and time on the PDF print-out of
the consent but will be hidden from the survey view.
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Edit Field x
You may add a new project field to this data collection instrument by completing the fields below and clicking the Save button at the bottom. When you add a new field, it will be added to the
form on this page. For an overview of the different field types available, you may view the E3|Field Types video wj

Field Type: Text Box (Short Text, Number, Date/Time, ...) v B Codebook
Que:

Number (optional; .
. ey Variable Name (utilized in logic, calcs, and exp
econsent_dt_1 [0 Enat

[J Use the Rich Text Editor [2 ONL

naming of variable
s Freld Label?

[#] Smart Variables «b Field Embedding

Validation? (optional) | Datetime w/ seconds (Y-M-D H:M:S) v

Field Label

Date/time - 1

Minimum:
Maximum:

Q Tip for min/max limit

-- select ontology service --

Action Tags / Field Annotation (optional) Required?* @ No O Yes

@NOW @HIDDEN-PDF @HIDDEN

Learn about (Y ETRRE) o using Field Annotation

Field Note (optional)

Save Cancel

9. Now to upload the consent. Click Add Field below the Date/time field to add the first
page of the consent.
a. For the Field Type: Choose “Descriptive Text (with optional
Image/Video/Audio/File Attachment)”

b. Inthe Variable Name: Type “econsent_pg1”
c. For the Attach an image, file, or embedded audio (under Variable Name on the

right side): Click + Upload file and select the .png or .jpeg file of the first page of

the consent.
d. For the Display format of attachment on page: Choose “Inline image/PDF.”

e. Click “Save”.

Edit Field x
You may add a new project field to this data collection instrument by completing the fields below and clicking the Save button at the bottom. When you add a new field, it will be added to the
form on this page. For an overview of the different field types available, you may view the B |Field Types video (4 mlnﬂ

B Codebook

Field Type: Descriptive Text (with optional Image/Video/Audio/File Attachment) v

Field Label [[] Use the Rich Text Editor [2' R
Variable Name (utilized in logic, calcs, and exports)
to naming of variable

Enable au
econsent_pgt (m] based upon s Field Label?

ONL

P [#] Smart Variables % Field Embedding

Optional media to embed or attach:

B Embed media (video, website, survey, etc.) [2

Display format of media: Inline Inside popup

Action Tags / Field Annotation (optional)
—or-

@ Attach an image, file, or embedded audio
t i o Field A
‘ e NM_New_Consent Page 1(1Lpdf [ remove

Display format of attachment on page:
O Link
@ Inline image/PDF

Audio file (play in embedded player on page)

© Compatibility_notice for embedded audio

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

Save Cancel
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10. Click Add Field above the first consent page.

a.

b.

For the Field Type: Choose “Begin New Section (with optional text)” to create a
section header.
Click “Save”.

11. Repeat step 9 until all pages of the consent form have been added.
12. OPTIONAL - If you want to add comprehension questions regarding the consent, follow
Steps 12-16 below.

a.
b.

Click Add Field below last page of consent.

For the Field Type: Choose “Descriptive Text (with optional
Image/Video/Audio/File Attachment)”

In the Variable Name: Type “comp_ques_desc”

In the Field Label: Type in the language below. Replace # with number of
comprehension questions.

“The following questions are designed to test your understanding of the Informed
Consent Document, which you just downloaded and reviewed with the research
team.

(Continued below)

Please complete all # questions.

Correctly answering all # questions will allow you to sign the consent document.
- Electronically sign this form using your finger or mouse.

- Click the "NOW" button to record today's date and time.

- Click the "SUBMIT" button when you are finished.

Once submitted, you will [enter the next step as applicable to your study here].”

Check the box next to Use the Rich Text Editor. (You may have to remove extra
parentheses if you copy and paste text.)
Click “Save”.
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Add New Field x

You may add a new project field to this data collection instrument by completing the fields below and clicking the Save button at the bottom. When you add a new field, it will be added to the

Field Type: Descriptive Text (with optional Image/Video/Audio/File Attachment) v 8 Codebook
Field Label 3 Use the Rich Text Editor [2
Paragraph v — B I Y <« g K @
ZE E = BvEB® Avey Qo L O Hov

Variable Name (ut

(-) o comp_ques_desc

[#]Smart Variables |l

The ing questions are designed to test your understanding of the Informed Consent Document, which Optional media to embed or attach:
you just downloaded and reviewed with the research team.

+} Field Embedding

® Embed media (video, website, survey, etc.) [2
Please complete all X questions.

Correctly answering all X questions will allow you to sign the consent document.

- Electronically sign this form using your finger or mouse. s T stior
- Click the "NOW" button to record today's date and time.

Display format of media: O Inline ® Inside popup
- Click the "SUBMIT" button when you are finished.

—or-

Once itted, you will a baselii ymp: survey with the research team. You will then be . § i

given further information about your study participation. @ Attach an image, file, or embedded audio
© Upload file

Action Tags / Field Annotation (optional)

(LY LRETS) or using Field Annotation

Save ‘ Cancel l

13. Click Add Field above the comp_ques_desc field.
c. For the Field Type: Choose “Begin New Section (with optional text)”
d. Click “Save”.
14. OPTIONAL — Adding consent comprehension questions.
a. Click Add Field below “comp_ques_desc” field.
b. For the Field Type: Choose “Multiple Choice — Radio Buttons (Single Answer)”
c. Inthe Variable Name: Type “comp_ques_1"
d. Inthe Field Label: Type in the first consent comprehension question (See
example below).
e. For Required: Mark “Yes”

Add New Field x

You may add a new project field to this data collection instrument by completing the fields below and licking 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 - Radio Buttons (Single Answer) v 8 Codebook

Field Label [ Use the Rich Text Editor [?] N
Variable Name (utiliz

My participation is voluntary and | can withdraw from the study at any time. comp_ques_1

Howtouse (ETNEETS i Embedarg
®©No O Yes

Identifier @ No O Yes

Custom Alignment Right/ Vertical Rv) v

Choices (one choice per line)  Copy existing choices
1. True Field Note (optional)
2, False Smal reminder text displayed underna

How do | manually code the choices?

Action Tags / Field Annotation (optional)

out

[ELTETTNE o using Field Annotation

Save ‘ Cancel ‘



g.
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In Choices (enter in separate lines):
1, True

2, False

Click “Save”.

15. OPTIONAL - Add branching logic for correct answers for consent comprehension
questions.

a.
b.

—h

> @

[ SE—

Click Add Field below “comp_ques_1".

For the Field Type: Choose “Descriptive Text (with optional
Image/Video/Audio/File Attachment)”

In the Field Label: Check the Use the Rich Text Editor box and enter the correct
answer for your consent comprehension question.

Example: “Participation is voluntary, and you may withdraw from the study at any
time for any reason.”

Click on the align center button to center the response. Uncheck the Bold font
function.

In the Variable Name: Type “comp_ans_1".

Click “Save”.

Add New Field x

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

Field Type: Descriptive Text (with optional Image/Video/Audio/File Attachment) v 8 Codebook
Field Label [ Use the Rich Text Editor [2 Variable Name. (ot 1 ot e o
Paragraph — B I Y<«»b® B@ =E===E & comp_ans_1
EE E2 BvE® ALY Qo L O Howtouse (T % Field Embedding
Participation is voluntary and you may withdraw from the study at any time for any reason. Optional media to embed or attach:

& Embed media (video, website, survey, etc.) [

Display format of media: O Inline ® Inside popup

@ Attach an image, file, or embedded audio
© Upload file

Action Tags / Field Annotation (optiona)

ut (EYTETERET or using Field Annotation

save Cancel

Click on the ¥ button in the “comp_ans_1 field”.

Click the circle next to Drag-N-Drop Logic Builder.

Drag the incorrect answer from the box on the left to the box on the right.
Click “Save”.



**Note: This message will only display if the participant selects the incorrect answer for the
consent comprehension question.

¥ Add/Edit Branching Logic x

Branching Logic may be employed when fields/questions need to be hidden under certain conditions. If branching logic is defined, the field
will only be visible if the conditions provided are true (i.e. show the field only if...). You may specify those conditions in the text box below
for the Advanced Branching Logic Syntax or by choosing the Drag-N-Drop Logic Builder method, which allows you to build your logic in a
much easier fashion by simply dragging over the options you want. You may switch back and forth between each method if you wish, but
please be aware that since the advanced logic allows for greater complexity, it may not be able to be switched over to the Drag-N-Drop
method if it becomes too complex.

Choose method below for the following field: comp_ans_1 - Participation is voluntary and you m...

ECNE LA T-TIN (#] Smart Variables ll v& Special Functions

O  Advanced Branching Logic Syntax How

—OR—

@® Drag-N-Drop Logic Builder

Displaying field choices for the following data collection instrument:
Consent Form v \

Show the field ONLY if...

Field choices from other fields @ALL below are true
(drag a choice below to box on right) O ANY below are true

econsent_version = Version 1 (1) = comp_ques_1 = False (2) 3%

econsent_dt_1 = (define criteria)

comp_ques_1 = True (1) Drag

comp_ques_1 = False (2) and

Drop

consent_form_complete = Incomplete (0)
consent_form_complete = Unverified (1) =
consent_form_complete = Complete (2)

Clear logic
Save Cancel

16. Repeat steps 14 and 15 for each consent comprehension question.
17. For the Signature of Participant:
a. Click Add Field below the last consent comprehension question.
b. For the Field Type: Choose “Signature (draw signature with mouse or finger)”.

Add New Field x

You may add a new project field to this data collection instrument by completing the fields below and clicking the Save button at the bottom. When you add a new field, it will be added to the

form on this page. For an overview of the different field types available, you may view the B Field Types video (4 min).

Field Type: Signature (draw signature with mouse or finger) v B Codebook

Field Label [J Use the Rich Text Editor [2 R
Variable Name (utilized in logic, calcs, and exports)

SIGNATURE OF PARTICIPANT: econsent_partsig [ Ersble uto naming of varibie

basad upon its Field Labe

ONLY letrs nd un s

Howtouse (DR ataey ZAZ90d |+ Field Embedding

Required?* O No @ Yes
K

Action Tags / Field Annotation (optional)

Learn a

it (GEYSTEIRERS) or using Field Annotation

Save Cancel

In the Variable Name: Type “econsent_partsig”.

In the Field Label: Type “SIGNATURE OF PARTICIPANT:”
. Mark “Yes” for Required

Click “Save”.

® oo

—h

14
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18. To add Consent Authorization Language:

a. Click Add Field above the “econsent_partsig” field.

b. For the Field Type: Choose “Begin New Section (with optional text)”.

c. Check the Use the Rich Text Editor box to the right of Field Label.

d. Inthe Field Label: Enter the desired consent authorization language.
Example:
CONSENT/AUTHORIZATION
| understand the information in this consent form. | have had a chance to read
the consent form for this study, or have had it read to me. | have had a chance to
think about it, ask questions, and talk about it with others as needed. | give the
study chair permission to enroll me on this study. By signing this consent form, |
am not giving up any of my legal rights. | will be given a signed copy of this
consent document.

e. Click “Save”.

Add New Field x

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

Field Type: Begin New Section (with optional text) v B Codebook
Field Label [ Use the Rich Text Editor [2

Paragraph — B I U< P B ==== 9 ¢

EE EE BvE®E AvEYy Qo L 3

CONSENT/AUTHORIZATION

I understand the information in this consent form. | have had a chance to read the consent form for this
study, or have had it read to me. | have had a chance to think about it, ask questions, and talk about it with
others as needed. | give the study chair permission to enroll me on this study. By signing this consent form, |
am not giving up any of my legal rights. 1 will be given a signed copy of this consent document.

Save Cancel

19. To add a Participant Printed Name:

Click Add Field below “econsent_partsig” field.

For the Field Type: Choose “Text Box (Short Text, Number, Date/Time,...)”
In the Variable Name: Type “econsent_partname”.

In the Field Label: Type “PRINTED NAME OF PARTICIPANT:”

Mark “Yes” for Required

Mark “Yes” for Indentifier

Click “Save”.

@ *0op0 T



Add New 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 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 B3 Field Types video (4 min).

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

Field Label

PRINTED NAME OF PARTICIPANT:

Action Tags / Field Annotation (optional)

Learn about ([EY e o using Field Annotation

20. To add a Date/Time signed field.

a.
b
C.
d.
e
f.
g.

[] Use the Rich Text Editor

~

B Codebook

Variable Name (utilized in logic, calcs, an

econsent_partname

Validation? (optional)

-— None —- v

— select ontology service - v

Custom Alignment  Right / Vertical (RV) v

Field Note (optional)

Save Cancel

Click Add Field below “econsent_partname” field.

For the Field Type: Choose “Text Box (Short Text, Number, Date/Time,...)”

In the Variable Name: Type “econsent_partdate”
In the Field Label: Type “DATE:”

For Validation: Choose “Datetime w/ seconds (M-D-Y H:M:S)” or choose your

preference for format.
Mark “Yes” for Required.
Click “Save”.

Add New 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 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 B3 Field Types video (4 min).

Field Type:

Field Label

DATE:

Text Box (Short Text, Number, Date/Time, ...)

Action Tags / Field Annotation (optional)

Learn about ([EYEaRrT o using Field Annotation

21. OPTIONAL - Only if using comprehension questions (This will make the signature,

[] Use the Rich Text Editor [2

B Codebook

Variable Name (utilized

econsent_partdate
es <+ Field Embedding
Validation? (optional) Datetime w/ seconds (M-D-Y H:M:S) v

Minimum:

Maximum:

-- select ontology service -- v
Required?* O No ® Yes
Prompt # field is blanl
Identifierz @ No O Yes
Custom Alignment  Right / Vertical (RV) v

Field Note (optional)

Save Cancel
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printed name of the participant and date only appear if all the comprehensive questions
are correct):

a. Clickonthe ¥ button in the “econsent_partsig” field.
b. Click the circle in the Drag-N-Drop Logic Builder.

c. Click the circle to select “ALL below are true” under Show the field ONLY if...
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Drag correct answers for each comprehension question you created to the box
on the right.

Repeat these steps for the following fields: “econsent_partname” and
“‘econsent_partdate”

22. To add a section for the Person Obtaining Consent:

a. Click Add Field below “econsent_partdate” field.
b. For the Field Type: Choose “Signature (draw signature with mouse or finger)”.
c. Inthe Variable Name: Type “econsent_staffsig”
d. Inthe Field Label: Type “SIGNATURE OF PERSON OBTAINING CONSENT:”
e. Inthe Action Tags: Type “@HIDDEN-SURVEY" and click Update & Close
Editor.
f. Click “Save”
Add New Field x
You may add a new project field to this data collection instrument by completing the fields below and clicking the Save button at the bottom. When you add a new field, it will be added to the
form on this page. For an overview of the different field types available, you may view the B Field Types video (4 min).
Field Type: Signature (draw signature with mouse or finger) v B Codebook
Field Label [[J Use the Rich Text Editor [2 LD (e e e

SIGNATURE OF PERSON OBTAINING CONSENT: econsent_staffsig

Required?* @ No O Yes
Identifier? ®@ No O Yes

Custom Alignment Right / Vertical (RV) v

Action Tags / Field Annotation (optional) Field Note (optional)

@HIDDEN-SURVEY

Learn about ([EYNEuRE g o using Field Annotation

Save Cancel

23. To add Language for Person Obtaining Consent:
a. Click Add Field above “econsent_staffsig” field.
b. For the Field Type: Choose “Begin New Section (with optional text)”.
c. Check the Use the Rich Text Editor box.
d. Add desired language in the Field Label box.

Example:

PERSON OBTAINING CONSENT

| have discussed this research study with the participant and/or his or her
authorized representative, using language that is understandable and
appropriate. | believe that | have fully informed this participant of the nature of
this study and its possible benefits and risks, and that the participant understood
this explanation. Protocol # (ADD IRB NUMBER HERE).




e. Click “Save”

Add New Field
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You may add a new project field to this data collection instrument by completing the fields below and clicking the Save button at the bottom. When you add a new field, it will be added to the

Field Type: Begin New Section (with optional text) v
Field Label
Paragraph - B I U
=]

PERSON OBTAINING CONSENT
1 have discussed this research study with the participant and/or his or her authorized representative, using
that is under dable and appropriate. | believe that | have fully informed this participant of the

(_)‘_

v
il

»

B @ A Q o I

nature of this study and its possible benefits and risks and that the participant understood this explanation.

Protocol #(ADD IRB NUMBER HERE).

B Codebook

Use the Rich Text Editor [?

Save Cancel

24. To add a Printed Name of Person Obtaining Consent:

Q

. Click Add Field below “econsent_staffsig” field.

b. For the Field Type: Choose “Text Box (Short Text, Number, Date/Time,...)"

c. In the Variable Name: Type “econsent_staffname”

d. In the Field Label: Type “PRINTED NAME OF PERSON OBTAINING CONSENT:”
e. In the Action Tags: Type “@HIDDEN-SURVEY" and click on Update & Close

Editor.
f. Click “Save”.

Add New 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 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: Text Box (Short Text, Number, Date/Time, ...) v
Field Label [J Use the Rich Text Editor [2
PRINTED NAME OF PERSON OBTAINING CONSENT:

Action Tags / Field Annotation (optional)
@HIDDEN-SURVEY

Learn about ([EYTEGREES o using Field Annotation

25. To add a Date/Time Signed field for the witness:

B Codebook

Variable Name (utilized in logic,

econsent_staffname =k}

upor

(ZZ |+ Field Embedding

-— None —- v

Validation? (optional)

-- select ontology service -- v
Required?* @ No O Yes
Prompt # field s blank
Identifier? @ No O Yes
Custom Alignment  Right / Vertical (RV) v

Field Note (optional)

Save Cancel

a. Click Add Field Below “econsent_staffname” field
b. For the Field Type: Choose “Text Box (Short Text, Number, Date/Time, ...)"
c. In the Variable Name: Type “econsent_staffdate”

d. In the Field Label: Type “DATE:”



e. For Validation: Choose “Datetime w/ seconds (M-D-Y H:M:S)”
f. In the Action Tags: Type “@HIDDEN-SURVEY" and click Update & Close

Editor.
g. Click “Save”

Add New 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 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: Text Box (Short Text, Number, Date/Time, ...)

Field Label

DATE:

Action Tags / Field Annotation (optional)
@HIDDEN-SURVEY

Learn about (Y TERE ) o using Field Annotation

v

[[J Use the Rich Text Editor [2]

B Codebook

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

ing of v
econsent_staffdate e g e
ONI numbers, and und e:

+ i Embedaing
Validation? (optional) | Datetime w/ seconds (M-D-Y H:M:S) v

Minimum:

Maximum:

he

—or-

-- select ontology service --

Required?* ® No O Yes

Custom Alignment  Right / Vertical (RV) v

A o page

Field Note (optional)

xt displayed undernest

Save Cancel
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EConsent Survey Login

1.

2.

EConsent Survey Login requires participants to authenticate (log in) to your surveys
before being allowed to view and complete the surveys. To set this up, click on the
Designer button in the Project Home and Design section on the left side menu.
Click “Survey Login” at the right of the Designer page under “Survey options”

Data Collection Instruments Form options: Survey options:

+ Create | a new instrument from scratch

R Form Display Logic | i= survey Queue | | ¥ Auto Invitation options ~ | | # Survey Login

& Survey Notifications |

8 Import ‘a new instrument from the official REDCap Instrument Library,

& Upload ‘ instrument ZIP file from another project/user or external libraries

3.
4.
5

®© N

For Enable survey login?: Choose “Enabled”

For Login field #1: Choose “consent_pin: ‘Consent Pin’”

For Apply the survey login to all surveys in project?: Choose “only to selected
surveys”

You can customize how many failed login attempts before locking a participant out if
desired.

Type a custom error message: (See example below)

Click “Save”

A Survey Login x
You may enable a Survey Login page on one or more surveys that will force your survey respondents to authenticate (log in) on your
surveys before they are allowed to view and complete the survey. Tell me more

Below, select the fields that you wish to serve as the login fields for the respondent to enter, as well as several other settings that
control how the survey login is applied to the surveys in your project. NOTE: Once a respondent has logged in to a survey, they will not
be prompted to enter their login credentials again if they return to that survey or begin another survey using the survey login within
the following 30 minutes.

AP Enable Survey Login? Enabled v

Fields to display on the survey login form

Login field #1 consent_pin "Consent Pin:" v

4 Add another login fleld

Customizations for survey login

Minimum number of fields above that are required for login 1 v

Apply the survey login to all surveys in project? Only selected surveys (set on Survey Settings v
Custom error message: Provide a custom error message that will be If you have trouble logging into this survey
displayed on the survey login form for when the user experiences please contact the study team at:

issues, such as not being able to log in successfully, so that they may Phone:

contact you for help. Email:

EXAMPLE: "If you have any trouble logging in to the survey, please contact <a
href="mailto:survey_admin@myinstitution.edu">survey_admin@myinstitution.edu</a> for HTML may be used in order to add links or to add style to
help. text

Security settings for survey login (optional)

Number of failed login attempts before respondent is locked out for a

0 = Disabled
specified amount of time, which is set below. 0

Amount of time respondent will be locked out after having failed login

. P 0 Minutes, 0 = Disabled
attempts exceeding the limit set above.

Save Cancel

20
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EConsent Survey Settings

1. From the Project Home and Design on the left side of the screen, click on the
“Designer” and then click “enable” to enable the eConsent (or title of your consent) as a

survey. Now you can edit the appearance of the survey and how it will be displayed to
the participant.

Data Collection Instruments Form options: Survey options:

® Form Display Logic ~ i Survey Queue ~ | | % Auto Invitation options ~
+ Create | a new instrument from scratch

P Survey Login @ | | & Survey Notifications
4 import | a new instrument from the official REDCap Instrument Library

Z Upload |instrument ZIP file from another project/user or external libraries

Instrument name Fields View Enabledas

por Enabledas instrumentactions  Survey related options

Contact Information and Status 6 (3 Enable Choose action + |
Screening 12 R Enable Choose action < |

£ Consent Form 1u R @ 7| [Chooseaction = | | @ Survey settings || +Automated Invitations
Test 0 (3 Enable Choose action + |

2. Clear survey title and survey instruction under Basic Survey Options.

3. In Survey Design Options, update survey design options per your institutions branding
guidelines (i.e. logo, theme/colors)
a. Logo (save the image below [final file needs to saved as a JPEG or PNG to be

uploaded] or you can request a logo at https://brandwise.unmc.edu/unmc/logo/ )
and upload it to REDCap for the Logo option

UNIVERSITY JOF COLLEGE
Nebraska | &2
Medical Center ! NURSING

b. Leave the default settings for radio buttons = “standard radio buttons and
checkboxes”, size of survey text = “large” and font of survey text = “open
sans”.

c. For survey theme: To make a customized UNMC theme, you will need to click
on “Customize”. To choose colors according to UNMC branding, see the following
screenshots for each custom color code.

i. Inthe General section on the left-hand side, for Page Background: Click

on the down arrow next to the color, and default setting should state
#lalala. If not, change it to #lalala.

General: Survey title and instructions: Section headers: Survey ques
zaige Background - v Text Color - v Text Color D v Text Color

olor

A\ v

Button Text Color ceclon El Background Color - Background

# Save custom then
Survey design pre

o
Tk tle

lalala

You cancel choose
as\

be displayed on youf survey.

are. The instructions can tell your survey participant about the purpose of the sun
2y have completed the survey. Below is a listing of various question types that mig

This is a section header to divide the survey page into sections.
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ii. For Button Text Color: Keep it at #000000 or change it to #000000 if it is
not.

Custom survey theme options:

General: Survey title and instructions: Section headers:

Page Background EI Text Color Text Color

Color

Button Text Color - v Background Color Background Color

# Save custom then
Survey design pre

Tt

tle

You ° ere. The instructions can tell your survey participant about the
as\ | #000000 2y have completed the survey. Below is a listing of various que

be
cancel choose

This is a section header to divide the survey page into sections.

iii. For Text Color under Survey title and instructions: Keep it at #000000.

Custom survey theme options:

General:

Survey title and instructions: Section headers: Survey questions:
Ealge Eackeround E Text Color - v Text Color l:’ v Text Color - y
olor
Button Text Color li] Background Color :ground Color: - v Background Color D v

# Save custom theme ‘ & Manage saved themes ‘

Survey design preview (sample survey):

This is the survey title -

#000000
Your survey instructions will go here. The cancel | choose| &Y participant about the purpose of the survey,
as well as what to expect once they have is a listing of various question types that might
be displayed on your survey.

This is a section header to divide the survey page into sections.
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iv. For Background Color under Survey title and instructions: Keep it at
#EFFEE.

Custom survey theme options:

General: Survey title and instructions: Section headers: Survey questions:
zalge 3 EounC E Text Color IE] Text Color \:I v Text Color - v
olor

Button Text Color E Background Color D v Background Color| - v Background Color I:I v

¥ Save custom theme ‘ & Manage saved themes ‘

Survey design preview (sample survey):

4
=l

|

This is the survey title

Your survey instructions will go here. The
as well as what to expect once they have
be displayed on your survey. cancel choose

/ey participant about the purpose of the survey,

i is a listing of various question types that might

This is a section header to divide the survey page into sections.

v. For Text Color under Section headers: Change it to white. Type #ffffff
(there are six of them to type).

Custom survey theme options:

General:

Survey title and instructions: Section headers: Survey questions:
zalge Background IE] Text Color - A Text Color l:l v Text Color - v
olor
.
Button Text Color E Background Color l:l v Background Color i Color l:l v
# Save custom theme ‘ & Manage saved themes ‘

Survey design preview (sample survey):

4
°
]
=]
N

This is the survey title

Your survey instructions will go here. The instructions can tell your survey participar
as well as what to expect once they have completed the survey. Below is a listing of
be displayed on your survey.

rvey,
ight

cancel choose

This is a section header to divide the survey page into sectio

vi. For Background Color under Section headers: Change it to UNMC red.
Type #ad122a.

Custom survey theme options:

General: Survey title and instructions: Section headers: Survey questions:

Zalge EaCEToUnC IEI Text Color - v Text Color Text Color E
olor
Button Text Color E’ Background Color|[__| ¥ Background Color [l ¥ Background Color|[__| ¥

# Save custom theme ‘ & Manage saved themes ‘

Survey design preview (sample survey):

This is the survey title

Your survey instructions will go here. The instructions can tell your survey participar T rvey,
¢ #adl22a %

as well as what to expect once they have completed the survey. Below is a listing of 3 ight

be displayed on your survey. cancel choose

This is a section header to divide the survey page into sections.

o
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vii. For Text Color under Survey questions: Keep it at #000000.

Section headers: Survey questions:
Text Color |:| v Text Color - v
Background Color . v Background Color

#000000
your survey participant about the purpose of the survey, cancel  choose

. Below is a listing of various question types that might

viii. For Background under Survey questions: Keep it at #3f3f3.

Section headers: Survey questions:

Text Color Text Color IE

Background Colorlil Background Color D v

survey participant about the purpose of the survey,
Jlow is a listing of various question types that might

#f3f3f3

cancel choose

d. After entering colors and logo, be sure to save this theme (click on the Save
custom theme below the General section on the left-hand side and name the
theme as desired).

e. Note: You will apply this custom theme to all surveys once you have created all
instruments for your project and for future projects.

Now in Survey Customizations: Update question numbering to “Custom numbered.”
For Pagination, choose “Single page.”

For Allow participants to download a PDF of their responses at end of survey?,
choose default setting “no.” If fields have the action tag @HIDDEN, that field/s will not be
displayed in the PDF.



10.

11.

12.

13.
14.
15.
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For survey-specific email invitation field, choose ‘email “email”.

Survey-specific email invitation field Vv -- select a field --
Designate an email field for sending survey
invitations for this survey only [? — i Lol
f : | email "Email:" | rticipant List. Also, i
S =700 used instead.

For ‘Required’ fields, display the red ‘must provide value’ text on the survey
page?, choose “no”.

* For 'Required’ fields, display the red 'must
provide value' text on the survey page?

Display only the red asterisk

M Alecalacvtbha farns vacion cnbloame bbb baw o8

Keep the default setting as “disabled” for allowing survey respondents to view
aggregate survey results after completing the survey? and text to speech
functionality.

Scroll down until Enforce ‘Survey Login’? in Survey Access, and select “Yes”.

No
. Enforce 'Survey Login'?
(All respondents will be required to enter login
credentials before beginning the survey and also
any time they return to the survey again.)

For the rest of Survey Access: Limiters are not necessary (response limit, time limit,
survey expiration, etc). Do not enable Save & Return Later option as the Survey Login
will override this setting.

For Survey Termination Options, enable “auto-continue to continue to next survey?” if
desired (baseline surveys).

For Survey Completion Text, you can delete this default text if desired.

Please do customize options accordingly.

Click “Save Changes”

If set to 'Yes', this survey will employ the Survey Login feature according to its settings defined il

To enable and modify Auto-Archiver + eConsent Framework (to store signed consent files in
the REDCap “File Repository” for the project and allow for witnesses to sign consent after the
participant signs):

1.

2.

Click on the Designer button in the Project Home and Design section on the left-side
menu.
Under form options on the right-hand side, click on e-Consent and PDF Snapshots.
There are 2 tabs on the top “e-Consent Framework and PDF Snapshots of Records”.
Click on “e-Consent Framework” and then click on “+Enable the e-Consent Framework
for a survey”. (The consent form needs to be ‘enabled’ before this step. If it has not, click
on “Back to Online Designer” and click enable next to the consent form that will be used.
It will have a ‘check mark on a green shield’ icon if it is already enabled.)
Under Primary settings, check the box next to “Allow eConsent responses to be edited
by users?”

a. Select “first_name “First Name:” for the First name field and “last_name “Last

Name:” for the Last name field.

Yes jing text beneath all 'Required’ fields: * must provide value
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b. Under “Force signature fields to be erased....”, select ‘econsent_partsig
“SIGNATURE OF PARTICIPANT:” If the participant happens to go back and
change a previous answer, this option will have the participant resign the consent
form.

5. Click on “Save settings”.

Modify e-Consent Settings x

2, e-Consent settings for survey "Consent Form" (consent form)
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" will be archived in the File Repository (with the
additional option to also store the PDF in a File Upload field). Other e-Consent related options can be set below, such as setting a 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: first_name "First Name:" v

Last name field: last_name "Last Name:" v

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

Additional settings
Date of birth field: -- select a field -- v

Custom tag/category for PDF footer: e.g., Pediatric

Note: This should be static text only.
Custom label for PDF header: e.g., PID [project-id] - [last_name]

Note: Piping may be utilized, including the use of Smart Variables. (@ Codebook| (LS Z UL ]

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

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

Signature field #1:  econsent_partisig "SIGNATUI v

6. Next click on the tab “PDF Snapshots of Records.” This will add a trigger for REDCap to
capture a PDF of a record of your choice (need for to activie this function to store a copy
of the consent).

7. For Step 1: Trigger conditions, Add/Edit Trigger for PDF Snapshot
choose “Consent Form” under Every
time the fOIIOWing survey is Every time the following survey is completed:
completed. “Consent Formr .

8. For Step 2: Scope of the snapshot, o
click on the yellow pencil icon and
select only “Consent Form”. Click PpyrE
“Update”

STEP 1: Trigger conditions - Define when the snapshot will be triggered.

When the following logic becomes true (only once per record): How to use th

STEP 2: Scope of the snapshot

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

the entire record's data).
Select instruments:

[ELEIRY | Cancel selectall deselect all ved data)
ulti-language Management)

Instruments:
O contact Information and Status
Consent Form

TEF ST ToSave ure

Save to File Repository

Save to specified field select a File Upload field
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9. For Step 3: Location(s) to save the snapshot: Keep the checkmark next to “Save to
File Repository”.

10. For Step 4: Snapshot file name, you can setup the file name to match the participant’s
name so downloaded consent files are easier to locate for a participant. Type in
[last_name]_[first_name]_record[consent] if this step is applicable.

11. Click “Save”.

STEP 2: Scope of the snapshot

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

2 [consent_form]

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

Save as Compact PDF (includes only fields with saved data)
[ store the translated version of the PDF (if using Multi-language Management)

STEP 3: Location(s) to save the snapshot
Save to File Repository

ect a File Upload field

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: [last_name]_[first_name]_record[consent] _YYYY-MM-DD_HHMMSS.pdf

Save Cancel
Other survey settings
1. Allow eConsent to be edited by users so research staff can return and sign after
participant completes eConsent.

a. On the Applications section on the left-hand side, Click on User Rights

b. Click on the staff member’s UserName that needs to be edited and then click on
“Edit user privileges”. This is also where you can remove the user if applicable.

c. Check the checkbox under “Edit Survey Responses” in line with the “Consent
Form”

d. There are Basic Privileges to the left-hand side that can be modified as well for
the username selected.

e. Click “Save Changes”.

Privileges for Viewing and Exporting Data

\ ile DF: rur
pletely separate and do not impact one

Data Viewing Rights Data Export Rights

No Read View Edit No De Remove Full

Access Only  &Edit survey Access Identified*  All Data

(Hidden) responses Identifier  Set

Fields

Contact Information and Status ‘:‘ ‘:' ‘:i' ':‘ . ‘:' @'
Screening O @ O O @) O]
Consent Form  (survey) O O] O O @

Test O ( : ) (O] ( : O ( : ) (O]



Setting Up Automated Survey Invitation for eConsent

1. In Designer (left-hand side), click on “Automated Survey Invitations” button for the
survey needed to be automated (helpful if wanting to send out repeated measures).

REDCap Training Project  rm a2

A Project Home 7= Project Setup = (4 Online Designer = [J3 Data Dictionary B Codebook

8 VIDEO: How to use this page O Create snapshot of instruments | Last snapshor: never [2]

The Online Designer will allow you to make project modifications to fields and data collection instruments very easily using only your web browser.
NOTE: While in development status, all field changes will take effect immediately in real time.

Data Collection Instruments Form options: Survey options:

W Form Display Logic ~ ‘ i= Survey Queue ~ ‘ ®g Auto Invitation options ~ J

+ Create | a new instrument from scratch
48 Import |a new instrument from the official REDCap Instrument Library
XL Upload |instrument ZIP file from another project/user or external libraries

A Survey Login @ | | & Survey Notifications |

Instrument name Fields ‘QS“FV Ensa‘?rlsgyas Instrument actions  Survey related options

Contact Information and Status 6 (% [Enable] [choose action

Screening 12 [ [Enable] [Chooseaction

Consent Form [V Y Choose action = | [ & Survey settings | [+ Automated Invitations |
Test 0 (B M Choose action =

2. Be sure the default “Active” is selected.

S0 Define Conditions for Automated Survey Invitations (ASI)

In this pop-up you may define your conditions for automated survey invitations that will be sent out for the survey (:

O Activate automated invitations for this survey?

Survey title: Consent Form

"Active" must be selected in order for automated survey invitations to be triggered and sent using the conditions specified in this
popup. You may make it Not Active (and vice versa) at any point in the future. [?]

@ Active () Not Active

3. Complete Step 1:
a. Enter the PI's email in the “From” field

b. Change subject to include the name of your study “X (enter name) Study
Consent Form”

C. Opt|ona| _ ——mt e e rr————

Modlfy survey From: gisele.tlusty@unmc.edu v

|nV|tat|On teXt (select any project user to be the 'Sender')

(See example To: [All participants who meet the conditions defined]

below) Subject: X Study Consent Form

Send test email

Open Sans v Paragraph v 10pt v B I U A v 2
SvEEEEB@B-P - S BHEBEe QLS o0

Thank you fo} your interest in participating in the X Study,

You may open the consent form in your web browser by clicking the link below:
[survey-link]

If the link above does not work, try copying the link below into your web browser:
[survey-url]

This link is unique to you and should not be forwarded to others.




4. Complete Step 2:
a. Check box for “When following logic becomes true

W STEP 2: Conditions

Specify conditions for sending invitations:
[J When the following survey is completed:

-- select a survey — v

[AND v

When the following logic becomes true:

©

VA

b. Enter the following logic: ([consent_email] = 1)

Logic Editor x

Use the text box below to compose your logic, calculation, action tags, etc. If you need more space, click the Fullscreen
Mode button to enlarge the text box. When you are finished, click the 'Update' button to minimize the Editor

window. Learn how to use (FIEAIEIS or open the (@ Codebook]
Cconsent_email] =1|

5. Complete Step 3:
a. Select “Send immediately”

@ STEP 3: When to send invitations AFTER conditions are met
® Send immediately
O send on next | - selectday - v at time B Hm

O Send the invitation days hours minutes

after v the exact time that the automated invitation was triggered v ﬂ

O send at exact date/time: BB mosyH:mM

6. Click “Update & close editor or Save”
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Enabling Email Communication for Surveys

1. Click on “Project Setup” either on the tab on the top or on the left-hand side near the top.
2. Under the third group Enable optional modules and customizations: click “Enable” for
“Designate an email field for communications (including survey invitations and alerts)”

& Enable optional modules and customizations

Enable | @ Repeating instruments

Optional Disable | @ Auto-numbering for records
1'm done! Enable | @ Scheduling module (longitudinal only) [?]

Enable | @ Randomization module [?]
@ Designate an email field for communications (including survey invitations and alerts)
Enable | @ Twilio SMS and Voice Call services for surveys and alerts [?]
Enable | @ Mosio SMS services for surveys and alerts @
Enable | @ SendGrid Template email services for Alerts & Notifications [2]

Additional customizations }

3. Choose “email” for the designated field
4. Click “Save”

Designate an email field for communications (including survey invitations and alerts) x

Choose an email field to use for invitations to survey participants:

v -- select a field --

| m irect specific email communications to the email address provided.

This includes sending survey invitations, automated survey invitations, survey confirmation emails, and Alerts
& Notifications. If a field is designated for that purpose, then any records in your project that have an email
address captured for that particular field will have that email address show up as the participant's email
address in the Participant List (unless an email address has already been entered for that participant in the
Participant List directly).
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Testing your project

Be sure to fully test your project prior to sending it to production by creating sample

participants and testing the consent functionality. Sending the consent to yourself is a great way
to test your project.

1. Click on Add / Edit Records. Click on + Add new record.

B 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, click the button
below.

NOTICE: This project is currently in Development status. Real data should NOT be entered until the
project has been moved to Production status.

Total records: 0

Choose an existing Record ID --select record -- v

+ Add new record

Data Search

Choose a field to search
(excludes multiple choice fields)

Al fields v

Search query

Begin typing to search the project data, then click an
item in the list to navigate to that record.

2. The next screen will display the Data Collection Instruments that are available for
participants to complete. Click on the grey round circle next to “Contact Information
and Status”. (If it is green, it is already done). Enter in random information for the fields
except for the “Consent Pin” (will need to reenter the same pin to test the consent) and

“Email” fields (need an accessible email test the consent). Choose “Complete” and click
on “Save & Exit Form”

REDCap Training Project  ro 6892 E
-Can
Actions: | 7 Modify instrument | % Download PDF of instrument(s) B Video: Basic data entry.

= Contact Information and Status

) Adding new Record ID 1.
Record ID 1
Contact Information

MRN
must provide value 54987

First Name:
Gisele
* must provide value

Tlusty

gisele.tlusty@unmc.edu

Phone Number:

(402) 111-1111
* must provide value
Consent Pin
1012
* must provide value

@ ves
No

Send consent email:

reset
Form Status

Complete? Complete v

Save & Exit Form m

- Cancel -
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3. Now click on the grey circle next to “Consent Form”. On the top right of the consent,
there is an Invitation status option. Click on “Survey options”. Then “Compose survey
invitation”.

= Consent Form

Invitation status: [5g |8 Survey options

. Editing existing Record ID 1. @ Open survey

Record ID 1 (# Log out + ¢ Open survey

Consent version: [-7] Compose survey invitation
Version 1

. Survey Access Code + & QR Code

Consent page 1

B

Keep the default “Immediately” selected for When should this email be sent?

Select the emails applicable for the “To” and “From” fields. Select the correct email for
the “To” field to be able to test out the consent form.

Add a Subject title.

Click “Send Invitation”

Click “Leave page”

In one’s email account, click on the Consent Form link in the email sent.

0. Enter the “Consent Pin” (the example uses ‘“1012’). Complete the survey. Go back and
modify any spelling errors and applicable changes if necessary, before moving the
project to “Production” status.

o

= ©0o N
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Completing the eConsent form with the Participant

In-Person Consenting
1. Open the “Contact Information and Status” form.

a. Ask the participant for the PIN or Password that they would like to use to access
the eConsent form. The PIN/Password field is not validated so the participant can
use as many or as few digits, letters, or characters as they would like. The
PIN/Password should be memorable for the participant to remember but should
not contain any identifiable information (birthday, etc.).

= Contact Information and Status

Editing existing Record ID 1.

1%

Record ID To rename the record, see the record action drop-down at top of the

* must provide value

Email:

isele.tlusty@unmc.edu
* must ﬁlrt:"f‘ljc value g ty@

Phone Number: (402) 456-7890

Consent Pin:

* must provide value

b. Enter “no” in “Send consent email” field.
c. Leave the form status as “Incomplete” and then click “Save and Exit Form.”
2. Open the “Consent Form” by clicking on the grey circle.

Record ID 1
Data Collection Instrument Status
Contact Information and Status ©

Screening
Consent Form (survey

Test

3. Click “Survey options” at the top of the eConsent from and then “Open survey” and give
the iPad/laptop to participant.
= Consent Form
nvitation status: [5g = Survey options
 Editing existing Record ID 1.
Record ID 1 (* Log out + @ Open survey

Consent Version: S (7 Compose survey invitation

., Survey Access Code + &5 QR Code

PT NAME
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4. REDCap will prompt the participant for the PIN/Password that they just set up.

(2 Survey Login x

Survey title: ™"

Before beginning or continuing this survey, you must first log in by successfully entering the
correct values below. You must successfully enter a value for the field below. Please note
that the login is *not* case sensitive.

eConsent PIN/Password: |

O show value

Log In

5. Review contents of the consent form with participant.
6. Have participant complete the comprehension questions.

a. Signature fields will not open unless all the comprehension questions are
answered correctly. Popups have been added if a participant answers a question
incorrectly.

|

The following questions are designed to test your understanding of the Informed Consent Document, which
you just downloaded and reviewed with the research team.

Please complete all X questions.
Correctly answering all X questions will allow you to sign the consent document.

- Electronically sign this form using your finger or mouse.
- Click the "NOW" button to record today's date and time.
- Click the "SUBMIT" button when you are finished.

Once submitted, you will complete a baseline symptom survey with the research team. You will then be given
further information about your study participation.

My participation is voluntary and | can withdraw from the O True

study at any time. —~
() False
reset

7. Have participant enter their name, signature, and today’s date at the bottom of the
eConsent form.
a. If the participant requests additional time to review the consent, that is okay if all
the above steps have been completed.

My participation is voluntary and | can withdraw from the ® True

study at any time.
g Y O False

reset

CONSENT/AUTHORIZATION
1 understand the information in this consent form. | have had a chance to read the consent form for this study,

or have had it read to me. | have had a chance to think about it, ask questions, and talk about it with others as
needed. | give the study chair permission to enroll me on this study. By signing this consent form, | am not
giving up any of my legal rights. I will be given a signed copy of this consent document.

SIGNATURE OF PARTICIPANT: %= Add signature

PRINTED NAME OF PARTICIPANT:

DATE: EIE) | Now ‘ M-D-Y H:M:S

Next Page >>
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8. Inform the participant that once they sign and date, the survey will auto-continue into the
remaining baseline surveys (if this step was completed above).

***Continue to “Adding Staff Signature and Downloading PDF of Consent” below

Over the Phone Consenting
1. Open “Contact Information and Status” form.

a. Ask the participant for the PIN or Password that they would like to use to access
the eConsent form. The PIN/Password field is not validated so the participant can
use as many or as few digits, letters, or characters as they would like. The
PIN/Password should be memorable for the participant to remember but should
not contain any identifiable information (birthday, etc.).

= Contact Information and Status

Editing existing Record ID 1.

[

Record ID T the record a t att t
MRN:
et e h23456
* must provide value
Email:
* must provide value gisele.tlusty@unmc.edu

Phone Number: (402) 456-7890

Consent Pin:
SN 456
* must provide value

b. Enter “yes” in the “Send consent email” field.
c. Leave the form status as “Incomplete” and then click “Save & Exit Form.”

i. Once the Contact Information and Status Form is saved, an email
containing a link to the eConsent form will be immediately sent to the
participant’s email.

2. Direct the participant to their email and to click the link in the email they just received.
X Study Consent Form

@ Tlusty, Gisele C © & &« ~ & & () -
@ To: @ Tlusty, Gisele C Tue 7/30/2024 3:23 PM

Thank you for your interest in participating in the X Study,

You may open the consent form in your web browser by clicking the link
below:
Consent Form

If the link above does not work, try copying the link below into your web
browser:
https://unmcredcap.unmc.edu/redcap/surveys/?s=nSAaYBJW3oNW|BYa

This link is unigue to you and should not be forwarded to others.
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3. REDCap will prompt the participant for their PIN/Password that they just set up.

{2 Survey Login x

Survey title: "Consent Form"

Before beginning or continuing this survey, you must first log in by successfully entering the
correct values below. You must successfully enter a value for the field below. Please note
that the login is *not* case sensitive.

Consent Pin:

O show value

LogIn

4. Review contents of the consent form with participant.
5. Have participant complete the comprehension questions.
a. Signature fields will not open unless all the comprehension questions are
answered correctly. Popups have been added if a participant answers a question
incorrectly.

The following questions are designed to test your understanding of the Informed Consent Document, which
you just downloaded and reviewed with the research team.

Please complete all X questions.
Correctly answering all X questions will allow you to sign the consent document.

- Electronically sign this form using your finger or mouse.
- Click the "NOW" button to record today's date and time.
- Click the "SUBMIT" button when you are finished.

Once submitted, you will complete a baseline symptom survey with the research team. You will then be given
further information about your study participation.

My participation is voluntary and I can withdraw from the O True

study at any time. P
() False
reset

6. Have participant enter their name, signature, and today’s date at the bottom of the
eConsent form.
a. If the participant requests additional time to review the consent, that is okay if all
the above steps have been completed.
7. Inform the participant that once they sign and date, the survey will auto-continue into the
remaining baseline surveys (if this step was completed above).

My participation is voluntary and | can withdraw from the ® True

study at any time. .
O False
reset

CONSENT/AUTHORIZATION
1 understand the information in this consent form. | have had a chance to read the consent form for this study,
or have had it read to me. | have had a chance to think about it, ask questions, and talk about it with others as

needed. | give the study chair permission to enroll me on this study. By signing this consent form, | am not
giving up any of my legal rights. I will be given a signed copy of this consent document.

SIGNATURE OF PARTICIPANT: .2~ Add signature

PRINTED NAME OF PARTICIPANT:

DATE: BB [ Now | m-DvHMs

Next Page >>
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Adding Staff Signature and Downloading PDF of Consent

1. Return to eConsent form after participant has completed it and add staff name and
signature.

a. Atthe top of the “Consent Form,” click on “Edit Response.”
= Consent Form

# Survey response is editable = Edit response |

&) Response was completed on 07/30/2024 3:31pm. Response was initially started on 07/30/2024 3:31pm. The total
completion time of the response is 33 seconds. You have permission to edit this survey response from its original values. In order
to begin editing the response, you must click the Edit Response button above. View all contributors to this response.

Record ID 3

b. Scroll down to the “Person Obtaining Consent” section and add staff name,
signature, and date/time.

i. Leave form status as “Complete” and then click “Save & Stay”
2. To download completed eConsent form, scroll back to the top of the “Consent Form.”
a. Click “Download PDF of Instrument(s)” and the “This survey with saved data.”

Actions: | 5 Modify instrument ‘ % Download PDF of instrument(s) @ Video: Basic data entry

=% This survey (blank)
= Consent Form —

’ % This survey with saved data
«” Record ID 3 successfully editec

£ This survey with saved data (via browser’s Save as PDF)
& Survey response is editable £ This survey with saved data (compact)

% All forms/surveys (blank)
(@) Response was completed on

completion time of the response % All forms/surveys with saved data
contributors to this response.

4 3:31pm. The total
1its original values. View all

£ All forms/surveys with saved data (compact)
Record ID 3

b. APDF will download. Save the PDF per protocol procedures.



