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Overview of the Manual

The goal of this manual is to show how one might setup a REDCap project to support a
research study with multiple conditions, such as factorial experiments common in the
Multiphase Optimization Strategy (MOST) framework. This manual is not meant to replace
extensive and excellent documentation of REDCap. We will point to specific REDCap
documentation where readers can find more details when appropriate.

The manual is organized into three parts: 1) identification of common MOST study
elements which need to be implemented in REDCap; 2) an overview of the REDCap system;
and 3) an example REDCap project to illustrate how one might use REDCap to manage
research conducted in the MOST framework. The example project is intentionally small, to
focus on overall organization, but the ideas in the example can easily be extended to more
study conditions, events, and data collection fields.

MOST Study Elements

It is helpful to start by thinking of different elements likely to be needed for MOST and
other research studies. Major elements to consider include the following:

unique identifiers for individual participants
assessments

participant locator information
randomization

intervention component activities
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Unique identifiers

MOST studies will typically have a longitudinal component with individual participants
returning, in person and/or online, for multiple activities. Consideration should be given to
how individuals will be recognized over time.

Possible elements of a unique identifier:
1. First two letters of individual’s LAST name
2. Firstletter of individual’s FIRST name


https://projectredcap.org/
https://publichealth.nyu.edu/w/ioi
https://projectredcap.org/resources/videos/
https://projectredcap.org/resources/videos/

First letter of mother’s FIRST name
Month of birth, two digits

Day of birth, two digits

Last two digits of year of birth
Gender at birth (M or F)

No W

An example: CLCJ060769M

Projects can create a process for collecting the unique identifier that includes a check on
the length (exact number of characters) and, if this is the participant’s very first study visit,
a check that the unique identifier does not already exist in the project.

The unique identifier will be used to recognize an individual participant over time and keep
all data related to that participant together through data management steps, so it is critical
that it be collected and entered accurately whenever it is needed. Project staff should be
trained on the process for collecting and working with the unique identifier, and it may be
useful to inform participants that the elements of the identifier need to be reported
consistently over time.

Assessments

MOST studies will typically have at least four kinds of assessments of individual
participants:

1. screening for eligibility

2. locator information to facilitate contact with individuals over time
3. baseline interview

4. one or more follow-up interviews

It is important to keep in mind that some individuals who are screened will not be eligible,
and therefore will not continue into the main study. There also may be a lag of uncertain
length between the start of screening for a potential participant and enrollment of that
participant if eligible. For REDCap setup, the implication is that screening should be a
separate piece of the study. This allows the timing of follow-up interviews and intervention
activities to depend on the date of enrollment/baseline rather than the date on which
screening started.

Locator information with ongoing updates

A number of REDCap fields will be devoted to information to facilitate contacting individual
participants over time for study activities. These may include:

1. cell phone number

2. email address

3. mailing address

4. names and contact information for family members, friends, or service programs likely
to know where/how to find an individual participant



These fields may be entered and updated by project staff rather than participants directly.

REDCap allows different users (i.e., staff on the project) to have or not have the rights to do
different things within the system, and locator may be one part of the project where access
is limited to specific staff.

Locator information can be updated when an individual participant is present for an
assessment or intervention activity, so think about how updates to locator fields will be
integrated into a regular project workflow.

Intervention component activities

Think of fields needed within REDCap to document aspects of intervention component
delivery. Components may be sessions with individual participants, group activities, or
technology (e.g., text messages). At a minimum, the date, staff, duration, and completion
status of an activity should be captured. Other fields related to intervention activities may
include ratings of fidelity, measures of engagement/satisfaction, and descriptions of
content discussed.

Condition-specific activities and data collection

The typical MOST study will have at least four different conditions and may have many
more conditions. Some study activities and data collection will be condition-specific (only
relevant for some of the study conditions). As will be described below, REDCap has a way
to define events and related data collection that are specific to subsets of study
participants.

Need to monitor and drive completion of common and condition-
specific study activities

REDCap divides the whole study into arms, which are groups of events which may be
common to all participants or specific to a subset of participants.

To be more concrete, a participant in a condition which is assigned to the active level of a
component gets events specific to that component (e.g., an intervention session). Other
events, such as a baseline interview, will be common to many more participants. Some
events may be univeral, such as a screening interview to determine eligibility for the study.
Event scheduling and data collection within the REDCap system is on an as needed basis.

Keeping track of intervention components and study conditions

As you prepare to set up REDCap to manage a study, it can be useful to create a table
showing the study conditions and which level of each component they receive. Giving the
study conditions names, rather than referring to them only with numbers or letters, can
make it easier for staff to think about and discuss activities needed for specific conditions.
Consider a 2 x 2 x 2 full factorial design. A table to guide REDCap setup may look something
like this:



Condition Name Video Text Messages Support Groups

1 tuna 20 minutes Yes Yes
2 salmon 20 minutes Yes No
3 marlin 20 minutes No Yes
4 bass 20 minutes No No
5 trout 3 minutes Yes Yes
6 shark 3 minutes Yes No
7 carp 3 minutes No Yes
8 halibut 3 minutes No No

In this example, study conditions are given fish names. With more than 16 conditions,
names may not be helpful /feasible. Each study condition will have a unique set of planned
activities, which REDCap calls events. Part of setting up a REDCap project for the study will
involve mapping out all of the events each condition will experience, and at each of these
events, one or more instruments may be designated for data collection.

Overview of REDCap

Before you begin the setup of a MOST study, familiarize yourself with the REDCap system.
Good starting points are the brief and detailed overview videos.
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Types of REDCap Projects

REDCap offers a variety of project types.
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REDCap can be used for almost any type of data collection. The most comman uses are dinical
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example explores a traditional project type being used to capture and track operational
bookkeeping information.
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Figure 2. Types of REDCap Projects

If your interest is using REDCap to manage the complex set of activities in a typical MOST
study (multiple conditions, condition-specific and common activities), you almost certainly
want the Longitudinal+Scheduling (multi-use data entry forms, defined time points)

project type.
Ways to Build a REDCap Project

In addition to the various whole project settings within REDCap, there are two ways to
build the data collection fields of a REDCap project: the online designer and the data
dictionary.

Online Designer

The online designer is an intuitive, point-and-click interface which allows users to build
data collection fields. Online designer also allows users to select instruments from the
REDCap Shared Library, a repository of instruments which can be selected and inserted
into your own project. If an instrument the project needs exists within the library, this can
save time and reduce errors.


https://web.vanderbilt.edu/clients/video-player/player.php?dir=redcap&file=online_designer01.mp4
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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.
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Figure 3. Online Designer

This is what the interface to add a new field within online designer looks like:

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 §3 Eield Tvpes video (4 min).

Variable Name (utiized dunng data export)
Enable auto naming of
variable upan its
ONLY lefiers, numbers, and underscores Field Label?
Required?* ® No O Yes
* Prompt if field s blank

Identifier? ® No O Yes

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

Choices (one choice per line)  Copy exsting choices

Custom Alignment | Right / Vertical (RV) ||

Align the position of the field on the page

How do | manually code tha choioes? Field Note (optional)
Small reminder tex displayed undemeath field

Action Tags / Field Annotation (optional)

& Leam gbout Acfion Taus or ysing Field Annotalion

Figure 4. Add Fields with Online Designer

Data Dictionary

The data dictionary is a comma-delimited file with a very specific structure that can be
used to specify fields in REDCap. An advantage of working directly in the data dictionary is
that similar items can be setup more quickly by copying and pasting aspects of fields that
are shared across the items. Many of the cells in the data dictionary may be blank/unused.


https://web.vanderbilt.edu/clients/video-player/player.php?dir=redcap&file=redcap_data_dictionary02.mp4
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2 unique_id unique_id text unique_id
3 scrl_timestamp_auto  screen_1_interview  <center><text Auto datetime stamp datetime_mdy
4 scrl_date screen_1_interview text Today's Date: date_mdy
5 scrl_staff screen_1_interview text Staff Initials
6 scrl_before_date screen_1_interview text <br>Enter the date 6 weeks before today: [scr1_date]<br><br><div class="red":date_mdy
7 scrl_notif_date screen_1_interview descriptive [scrl_befc
8 scrl_recruited screen_1_interview radio How did you hear about us? 0, Peer referral | 1, Screening event | 2, Gay City News | 3, Metro ad | 4, amNewYork ad | 5, Craigs
9 scrl_recruited_other screen_1_interview notes If Other, please specify: [scrl_recr
10 scrl_loc screen_1_interview radio  Where is this interview taking 0, Over the telephone | 1, HTH2 Field Site | 2, CAMBA, Brooklyn, NY | 3, Housing Works, Brooklyn,
11 scrl_loc_other screen_1_interview text Where is this interview taking [ser_loc)
12 scrl_prescr_consent  screen_1_interview radio  Does the participant consentto 0, No | 1, Yes
13 serl_hth1 screen_1_interview radio As far as you remember, did you {0, No | 1, Yes | 997, Don't Know | 998, Refuse to Answer
14 scrl_sex screen_1_interview radio What was your biological sex atb 1, Male | 2, Female | 998, Refuse to Answer
15 scr1_dob screen_1_interview text What s your date of birth? date_mdy y
16 scrl_auto_age screen 1 interview calc Current age | calculzr f([scrl_dob], [scrl_date], "y", "mdy"), 0, true)
17 scrl_auto_age_descr screen_1_interview descriptive<center><div class = "red"> <strong> NEXT QUESTION - FOR INTERVIEWER ONLY</strong><br><br>Based on the Participant’s current
18 rand_condition screen_1_interview radio s the participant:<br><br><div cl: 1, Younger than 36 | 2, 36 or Older
19 scrl_rand_descrl screen_1_interview descriptivi<center><div class = [scrl_autc
20 scrl_rand_descr2 screen_1_interview descriptivi <center><div class = [serl_autc
21 scrl_livingin screen_1_interview radio  Where have you been living durin0, Manhattan | 1, The Bronx | 2, Queens | 3, Brooklyn | 4, Staten Island | 5, Larger NYC metropolit
22 scrl leave screen 1 interview radio Do you have any plans to leave th0, No | 1, Yes |998, Refuse to Answer o
‘

HTH2MAINPROJECT DataDictionary

Figure 5. Data Dictionary

Here is a brief description of the content specified in each of the 18 columns of the data
dictionary:

Column Description

1. Variable / Field Name A short name for the field which will become a variable
name in exported data

2. Form Name Identifies a group of fields that go together; for
example, locator form groups locator fields

3. Section Header Provides a way to include headers and instructions
between data collection elements

4. Field Type Common types include text, descriptive, radio,
checkbox, file, and notes

5. Field Label More detailed text associated with the field; for
example, the content of an interview item

6. Choices, Calculations, OR Response options or a calculation based on fields
Slider Labels collected earlier
7. Field Note A way to add instructions or other content to the field;

for example, “minutes” for a duration
8. Text Validation Type OR Specifies the kind /format of data expected; for

Show Slider Number example, date_mdy for a date field

9. Text Validation Min Minimum allowed value for a field with validation

10. Text Validation Max Maximum allowed value for a field with validation

11. Identifier? Flags fields with identifying information (e.g., name) to

facilitate de-indentified exports



12. Branching Logic (Show
field only if...)

13. Required Field?
14. Custom Alignment

15. Question Number (surveys
only)
16. Matrix Group Name

17. Matrix Ranking?

18. Field Annotation

A way to specify who should complete the field, based
on data collected in other fields

Does the field have to be completed before continuing?

A way to control the alignment of the content shown
when the field is completed

Auto-numbering is available, but custom item
numbering for surveys can be specified here

A way of grouping fields together into a matrix; fields
with the same matrix name go together

Used to rank choices in a matrix group; implies no two
fields can have the same value

Not displayed; can be used to set defaults, hide fields,
and for other purposes

Both the online designer and the data dictionary allow customization of formatting, as both
understand HTML code. The example MOST project illustrates some of these possibilities

below.

Interview Items and Other Data Collection Fields

Item types

REDCap offers a wide variety of survey and interview item types.

o Text box (short text, number, date/time, etc)

e Notes box (paragraph text)

e Calculated field (derived from other fields)
e  Multiple choice (drop-down list OR radio buttons)
e  Checkboxes (check all that apply)

e Yes/No
e True/False

e  Signature (with mouse, finger, or other device)

e Slider/Visual Analog
e  File upload
e  Descriptive text


https://web.vanderbilt.edu/clients/video-player/player.php?dir=redcap&file=field_types02.mp4

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 bottem. 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:
Text Box (Short Text, Number, Date/Time, ...)
Notes Box (Paragraph Text)

Calculated Field

Multiple Choice - Drop-down List (Single Answer)

Multiple Choice - Radio Buttons (Single Answer)

Checkboxes (Multiple Answers)

Yes - No

True - False

Signature (draw signature with mouse or finger)

File Upload (for users to upload files)

Slider / Visual Analog Scale

Descriptive Text (with optional Image/Video/Audio/File Attachment)
Begin New Section (with optional text)

Figure 6. Field Types
Branching logic

Branching logic is the way REDCap refers to interview skip patterns. These are employed
when fields need to be hidden during certain circumstances. For instance, you may want to
hide the question “How many hours per week do you watch TV?” until a ‘Yes’ answer is
checked for the previous question, “Do you watch TV?”.

Piping

Piping refers to inserting the response from an earlier data collection element into the
content of a later data collection element. Collected data can be piped not just to the field
label of a subsequent field, but to any of the following places:

e Field Label

e Field Note

e  Section Header

e  Matrix field column headers

e  Option labels for multiple choice fields (radio, drop-down, checkbox)
o Slider field labels (i.e. text displayed above slider bar)

e  Custom record locking text (if defined, displayed at bottom of form)
e  Survey Instructions

e  Survey Completion Text

e Survey invitation emails (sent via Participant List or Automated Invitations) - includes
both subject and message

e  (Custom text displayed at top of Survey Queue
e Inside the URL for a survey’s ‘Redirect to a URL’ setting



All you need to do to pipe a data value into any of these valid places is insert into your text
the variable name inside square brackets.

Calculated fields

Calculations should be considered a tool not data. Calculations should be reapplied during
data analysis. Do not reference calculated fields within calculated fields. When multiple
calculations are performed on the same data entry form, the order of execution is
determined by the alphabetical order of the associated field names.

Problem: Here, Calculation 2 will occur before Calculation 1!
Calculation 1 [weight_met]=[weight]*.45359237
Calculation 2 [BMI]=[weight_met]/([height]"2)

To avoid this problem, calculate BMI in one step.
Data validation

Data validation provides ways to ensure collected data is entered in an expected format or
falls within an expected range. For example, a field collecting participant age in years could
specify that only whole numbers from 0 to 150 are allowed. When a response outside of the
allowed range is given, REDCap will prompt the survey respondent or staff entering data to
revise the entry.

Forms vs. Surveys for Data Collection

Two ways of collecting/entering data in REDCap are Forms and Surveys. Forms are for data
entered by project staff, not directly by participants. Forms might be used to enter the
results of biological testing or responses to items in a staff-administered personal
interview. Surveys are for data entered directly by participants. Surveys may take place at a
study field site, as an audio computer-assisted self-interview, or participants could be
invited by email (or in other ways) to complete a survey in a location of their choice and
with some flexibility around exactly when it happens (e.g., a participant could take a survey
by following a link on their home computer at 9:45pm on a Sunday).

Events and Arms

The entry point for setting up events within REDCap is the Project Setup tab. This is where
one can define study events and designate instruments used for each event.

10
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Figure 6. Defining Events

Each arm in the project is a collection of events in a sequence. In a MOST study, each
condition may have a unique sequence of study events, and arms in REDCap are a way to
specify different events for different participants. For study conditions which receive
multiple components, REDCap setup is an opportunity to consider the order in which those
components will be delivered to participants, and whether temporal overlap among
components is permissible or not. REDCap setup is a good time to consider how
intervention component activities and assessment activities are temporally organized.

Think about the timeline of study events for an individual study participant. All potential
participants start with screening events used to determine eligibility. This is a one of the
events which will be common to all participants. Other events common to all participants
may be: 1) a baseline interview; 2) randomization to a condition; and 3) one or more
follow-up interviews. Based on the results of randomization, condition-specific events will
come into play. The typical MOST study will need at least one arm for the common events
occurring prior to randomization as well as arms for each unique study condition. For
example, a 2 * 2 * 2 full factorial design with 8 unique conditions would have at least nine
arms in REDCap. If you organize the project for your MOST study in this way, REDCap will
warn you that a record (participant) is present in more than one arm of the project. But it
does allow this, and with the same participant in more than one arm you benefit from
REDCap handling randomization, study activities before randomization, as well as
condition-specific events.

Days-offset

Days-offset is part of defining events for an arm. When the scheduling module is turned on,
days-offset specifies the “ideal” time for an activity as well as a range during which the
activity can be completed. Implicitly, days-offset also specifies the order in which events for
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an arm will take place, as well as the interval of time between events. Offset Range puts a
window around the event time, providing flexibility in the exact timing of the event. Each
arm has its own definition of events, including days offset.

Defining Longitudinal Events (5 min)

Designating Instruments for Events

Each event can be connected with one or more data collection instruments to be completed
during the event. This allows the same instrument to be completed on more than one
occasion. Think of a grid with specific data collection instruments as row names and
specific events as column names. The designation of instrument for events entails
identifying which instruments should be administered during each event. As each arm has
a unique set of events, designation of instruments is done separately for each arm.

Designating Instruments for Events (3 min)

Events and instruments can be repeated in a longitudinal project
There are at least three ways to repeat collection of the same data fields over time.

One approach is to embed the same interview item in different instruments (with
different variable names). This is an attractive approach if you have fairly long baseline and
follow-up interviews which need small changes from one time point to another and you do
not want to break up the interview into many smaller instruments. Having the baseline
interview as a single instrument will mean less starting and stopping within a long
interview session. Also, if create distinct instruments with overlapping items, you can
customize aspects of each interview. For example, piping can be used to remind the
participant of the last interview date.

A second approach is to specify every event ahead of time and repeat one or more
instruments across multiple events. This approach is attractive for elements of study
activities that are more structured and planned out ahead of time. For example, you may
have a baseline interview and a small number of follow-up interviews which need to take
place within a specific window of time. An instrument you plan to administer multiple
times can be specified once. The time points at which interviews will be administered are
specified as events. Then instruments are linked to events as described under Designating
Instruments for Events. This approach allows you to use REDCap to schedule when each
of the planned events will happen for individual participants.

A third approach is to turn on functionality for repeating instruments or, in a longitudinal
project, repeating instruments and/or events an unlimited and unknown number of
times. The is useful when an event needs to be repeated frequently or an unknown number
of times. One example of where this may be the most efficient approach is asking about
contacts in an intensive intervention component. The number and spacing of contacts will
vary across participants and will not be known in advance. Rather than generating many
contact events or fields, a small set of fields related to a contact (date, mode, staff, duration,
outcome) can be repeated as often as needed.
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A mix of these approaches can be used for different instruments. The approach used has
implications for how data will be organized when exported (longer vs. wider format). Be
prepared to figure out how the exported data are organized and to do some reshaping of
the exported data.

Repeating Instruments and Events (33 min)
Scheduling and Calendar Application

Scheduling

When a participant experiences the first event in an arm, other events in that arm are
scheduled based on defined events and their days-offset. It is very common to make
changes to a participant’s default schedule to a time more convenient for the project and
participant (e.g., moving an event from a Sunday to a Monday). Record-specific scheduled
events will appear on the project’s calendar, along with the record’s unique identifier.

Scheduling Module (7 min)

Calendar

Calendar can be used to see what record-specific events are scheduled and to enter a data
collection form associated with the scheduled event (e.g., if the scheduled event is a
baseline interview, following the calendar link will open the baseline interview data
collection forms). The calendar shows the event and the unique identifier, so project staff
know which participants need which events on a given day.

The Calendar (7 min)

Randomization Module

The randomization module sets up REDCap to randomly assign participants to specific
study groups.

Setup includes the following steps:

1. Define your randomization model

2. Download template allocation tables (as Excel /CSV files)

3. Upload your allocation table (CSV file)

Randomization can be stratified by one or more variables collected before the
randomization step. User rights functionality can control which project staff are allowed to
randomize. After the value of the random group is assigned, the random group field
becomes read-only and the value cannot be changed (by design!).

The table of allocations used by REDCap is generated outside of REDCap and saved in
comma-delimited format. The comma-delimited allocation table is uploaded to REDCap as
the third and final step in setting up the randomization module. In the example shown in
the figure below, participants are assigned to one of eight study conditions and random
assignment is stratified by gender.
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https://web.vanderbilt.edu/clients/video-player/player.php?dir=redcap&file=repeating_forms_events01.mp4
https://web.vanderbilt.edu/clients/video-player/player.php?dir=redcap&file=scheduling02.mp4
https://web.vanderbilt.edu/clients/video-player/player.php?dir=redcap&file=calendar02.mp4
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* Format Painter - ’ ° Formatting~ Table~ Styles- - - - & Filter - Select -

Clipboard Font Alignment Number Styles Cells Editing -~

S Copy =
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1 scond gender
2 8 1
3 6 1
4 4 1
5 5 1
6 7 1
7 3 1
8 1 1
9 2 1
10 6 1
11 8 1
12 1 1 |
12 a":h - 1 - -

: Include
more assignments than you believe you will need in the table of allocations to allow for
participant drop-out and drop-in as well as uncertainty in the proportion of participants
enrolled in each strata. For example, if the study design calls for randomization to eight
conditions stratified by gender and forty participants in each condition, you might generate
an allocation table with sixty assignments per condition in each strata (i.e., a total of 60 * 8
*2=960).

Here is an example of generating the allocation table for stratified random assignment
using R:

library(tidyverse)
DF <- expand.grid(Person = 1:800, scrl_gender = 1:2)
DF <- DF %>% mutate(Block = cut(Person, 100))
set.seed(732212)
DF <- DF %>%
group_by(scrl_gender, Block) %>%
mutate(rand scond = sample(3:10)) %>%
ungroup()
write.table(DF %>% select(rand_scond, scrl_gender), file = "atab.csv", row.na
mes = FALSE, sep = ",")

Randomization Dashboard

When the project is underway, and some participants have been assigned to conditions, the
Randomization Module includes a dashboard showing the number of participants (records)
assigned to each condition in each strata, which is useful for tracking enrollment progress.
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=» Add/ Edit Records
- Creats new records or edit/view existing ones
Applications
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1§ Data Exports, Reports, and Stats
s Data Import Tool
.| Data Comparison Tool
|= Logging
Field Comment Log
File Repository
& User Rights and g DAGs
% Record Locking Customization
¥, E-signature and Locking Mgmt
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R REDCap Mobile App
(& Supplemental Detail: move project
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Help & Information

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

% Contact REDCap administrator

Figure 8. Randomization Module Dashboard

Reports

MOST Manual

2% Randomization

Randomization is a process that assigns participants/subjects by chance (rather than by choice) into specific groups, typically for
clinical research and clinical trials. The randomization module in REDCap will help you implement a defined randomization model
within your project, allowing you to randomize your subjects (i.e. records in your project). In this module, you first define the
randomization mode| with various parameters. Based on the defined parameters, the module creates a template allocation table,
which you can use to structure the randomization table you will import. The module also monitors the overall allocation progress
and assignment of randomized subjects. Nate: It is recommended that only peaple with experience in randomization set up the
Randomization module. More details

Setup  Dashboard

The table below displays the allocation dashboard for use in DEVELOPMENT status. All assignments are grouped to show in
aggregate the count of records that have been randomized for each row (i.e. combinations). Assignments that have been used will
get counted in the ‘Used' column while those that are still unallocated will get counted in the 'Not Used’ column. Once all
assignments have been used for a given row/combination, it will display a checkmark icon in its row. The headers in the table may
be clicked to sort the table by that column either in ascending or descending order.

Used  NotUsed Allocated records pRAN

o 100
0 100
o 100
1 99
0 100
[} 100
o 100
0 100
0 100
o 100
o 100
o 100

CLCIDE0763M

Condition {rand_scond)

tuna (1)
tuna (1)

salmon (2]

salmon (2)

trout (5)

trout (5)

(scri_gender)

Female (1)
Male (2)
Female (1)
Male (2]
Female (1)
Male (2)
Female (1)
Male (2)
Female (1)
Male (2)
Female (1)

Male (2)

Reports can show data fields to understand collected data and facilitate project

management.

There are four steps to building a report:
1. Select users who can access the report
2. Select data fields to include in the report

3. Select cases to include using logic applied to data fields (e.g., only show female

participants)

4. Select data fields used to order the results (e.g., sort report by age)
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11 Pre-Rand status Report

2 Post-Rand status Report

3) Screen 1 status Report

4) Screen 2 status Report

5 Randomization status Report
& Baseline status Report

I Help & Information =

HTH2_Test_Project
Data Exports, Reports, and Stats & VIDEO: How to use Data Exports, Reports, and Stats

" Create New Report 1§ My Reports & Exports « Other Export Options  |i_| View Report: Baseline status Report

Number of results returned: 22 [ il Stats & Charts | | 4 Export Repart | | &) Print Page | [ Edit Report
Total number of records queried: 22

(records’ = total available data across all designated events)

Baseline status Report

baseline_interview_complete | locator_form_complete

cdce090150F  Screen 1 (Arm 1: SCREENER)

i060769m  Screen 1 (Arm 1: SCREENER)

ccj060769m  Screen 2A (Arm 1: SCREENER) Tncomplete (0)

dsdav061692F Screen 1 (Arm 1: SCREENER)
dsdav061692f Screen 2A (Arm 1: SCREENER) Complete (2)
dsdav061692f Baseline Interview (Arm 2: ASSESSMENT) Incomplete (0)

dsday061602f Core Intervention (Arm 8: GOAT)

qefp0B0476m  Screen 1 (Arm 1: SCREENER)

gefp080476m  Screen 2A (Arm 1: SCREENER) Complete (2)
gefp0B0476m  Baseline Interview (Arm 2: ASSESSMENT) Complate (2)

MABBOS79FH  Screen 1 (Arm 1: SCREENER)

MABBOS7OFH  Screen 2A (Arm 1: SCREENER) Incomplete (0)
MABROS79FH  Baseline Interview (Arm 2: ASSESSMENT) Incomplete (0)

ri2g051476f  Screen 1 (Arm 1: SCREENER)

[i20051476f  Screen 2A (Arm 1: SCREENER) Incomplete (0)

Figure 9. Reports Example

Record Status Dashboard

The Record Status Dashboard allows project staff to see which data entry forms have been
completed for different individual participants.

~Get a public survey link or build  participant

or inviting respandents.
= g
"% Scheduling

Generate schedules for the calendar

using your defined events
[F) Record Status Dashboard
~View data collection status of all records
= Add/ Edit Records
Create new records or edit/view existing ones
| Applications -
[ calendar
lig Data Exports, Reports, and Stats
«+ Data Import Tool
[} Data Comparison Tool
Logging
Field Comment Log
File Repository
& UserRights and gi DAGs
% Record Locking Customization
@, E-signature and Locking Mgmt
38 Randomization
‘e Data Quality
&l APl and | API Playground
[& Supplemental Detail: move project
to production

Reports / Editreports |~
1) Pre-Rand status Report

2) Post-Rand status Report

7 Screen 1 status Report

4 Screen 2 status Report

% Randomization status Report

& Baseline status Report

Help & Information =

@ Help & FAQ
H Video Tutorials

™ Siooect a New Eeatiire

[7] Record Status Dashboard (all records)

Displayed below is a table listing all existing records/responses and their status for every data
collection instrument (and if longitudinal, for every event). You may click any of the colored buttons Legend for status icons:
in the table to open a new tab/window in your browser to view that record on that particular data
collection instrument. Please note that if your form-level user privileges are restricted for certain
data collection instruments, you will only be able to view those instruments, and if you belong to a
Data Access Group, you will only be able to view records that belong to your group.

@ Incomplete () Incomplete (no data saved) 2]
~ Unverified (&) Partial Survey Response
@ Complete & Completed Survey Response

Dashboard displayed: | [BIEMIS dasnboard] # Create custom dashboard

Displaying record | Page 1 of 1: "cdce090159f" through "SHTY06 ||| of 7 records ALL (7)3 records per page

Displaying: Instrument status only | Lock status only | All status types

Arm 1: SCREENER =~ Arm 2: ASSESSMENT ~ Arm 3: BEAR Arm4: CAT ArmS5: DOG = Arm6: EAGLE  Arm 7: FISH
Arm 8: GOAT ~ Arm 9: HORSE  Arm 10: LION  Arm 11: MOTH  Arm 12: OWL  Arm 13: PANDA  Arm 14: RABBIT
Arm 15: SNAKE ~ Arm 16: TIGER  Arm 17: WHALE ~ Arm 18: YAK

Screen Screen
1 Screen 2A 28

Screen Screen

Screen1| 2a  Locator

Unique ID | interview |Interview Form | interview
cdce090159f . ° S L2
clcj060769m ® ( & )
dsday061692f| @ ( @ )
ef 76m | & @ @ )
MABBO579FH | & (€ )
riag051476f @ @ @ ®
SHTY060837F | @ @ @ L

Figure 10. Record Status Dashboard
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Data Export

Pulling REDCap data by API

REDCap project data can be exported using an “Application Programming Interface” (API),
which is just a way to request the export within a program rather than manually pointing
and clicking. Thus, API makes the process of regularly exporting data for summaries and
project management smoother and more efficient. Using API for export will most likely
require a user- and project-specific token which is requested from your institution’s
REDCap administrator. The token is a security measure used to authenticate a user’s
identity and rights to work with the data programmatically for a specific REDCap project.
APl is likely something only one or a very limited number of project staff will need and
have rights to use.

Here is an example of an R program which exports all data from a REDCap project and
saves it in Rdata format:

library(redcapAPI)
library(openxlsx)

tkns <- read.xlsx("tkns.xlsx")

rcon <- redcapConnection(url = 'https://openredcap.nyumc.org/apps/redcap/api/
', token=tkns[4,3])

projdata <- exportRecords(rcon, batch.size = 700)

save(list=c('projdata'), file = "projdata.Rdata")

The MS-Excel file contains the token needed for authentication. Reading it from a file this
way keeps the token private. The combination of the institution’s REDCap server, the user’s
identity, and the token uniquely identify the project from which data should be exported.

For these steps to work, you may need to be behind your institution’s firewall, or may need
to establish a secure VPN connection with your institution if working remotely. Contact
your institution’s REDCap administrator if you have problems getting data export via API to
work.

Once the exported data have been saved locally or in a secure shared folder, detailed
regular summaries can be run.

Data from smaller projects can be exported manually within REDCap too

REDCap can export to the following formats: comma-delimited; SPSS; SAS; R; Stata; and
XML. The export interface can be accessed from the Project Home tab of your REDCap
project.
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¥ Exporting "All data (all records and fields)"

‘Select your export settings, which includes the export format (Excel/CSV, SAS, SPSS, R, Stata) and if you wish to perform de-identification on
the data set.

Choose export format De-identification options (optional)
= The options below allow you to limit the amount of sensitive information that
@ CSV [ Microsoft Excel (raw data) you are exporiing out of the project. Check all that apply.
Known Identifiers:

cSV I Mi ft Excel (labels) [ Remove &l taggad Identifier fiekds (tagg=d in Data Dictionary)
[ Hash the Record ID fiekd (comverts record name unrecognizable value)

Free-form text:
= SPSS Statistical Software [ Remove unvalidated Taxt fields (i e Text fields other than dates, numbers, efc |

[ Remove Notes/Essay box fields
Date and datetime fields:

§Sas sAs statistical Software
[ Remave all date and datatime fisids

—OR—
- [ shit all dates by value between 0 and 364 days
@ R Statistical Software {shifted ameunt defermined by algorthm for each record) Wl is date shifting?
Deselect all oplions

EEIE] Stata Statistical Software
Additional export options

[ Export survey identifier field and survey timestamp field(s)?
CDISC ODM (XML)

Export Data Cancel

Figure 11. Manual Data Export within REDCap

Things more easily done outside of REDCap

It is very likely you will want and need to do things with the collected data that are
impossible or difficult to do within the REDCap system. A fairly efficient approach is to
regularly export data from REDCap, and then generate the summaries and files needed to
facilitate project management. The ability to use an application programming interface
(API) to pull data from REDCap in a program greatly improves the efficiency of this
workflow. I have used a combination of tools including various R packages and GitHub to
support the Heart-to-Heart 2 MOST study. The redcapAPI R package uses the REDCap API
to pull current project data, then there are many data management, summarizing, and list
making steps in R, and web pages generated in R are hosted on GitHub. GitHub and similar
tools have options for both public and private repositories. In addition to the web pages, it
can be useful to generate MS-Excel files which list individual participants and highlight
completed and needed study activities. The openxlsx R package can be used to write MS-
Excel files from R.

Review intervention activity gaps

Generating a simple list of participants with intervention activity due and completion dates
can be useful for managing and driving completion of intervention activities. This can be a
useful supplement to what can be achieved within REDCap with Reports and the Record
Status Dashboard.

18


https://www.r-project.org/
https://github.com/
https://cran.r-project.org/web/packages/redcapAPI/index.html
https://www.r-project.org/
https://www.r-project.org/
https://github.com/
https://cran.r-project.org/web/packages/openxlsx/index.html

H oS- $-
(EUTH et Draw  Pagelayout Formulas  Data  Review  View
o o = AutoSum -
X cut Consoles |11 A & £ Wrap Text Genera! E P Dy g= Bx[n EF““ Y PO
5 Copy - A -
Paste BJIU- . A - = Merge & Center - $ + % 3 <200 Conditional Formatas Cell  Insert Delete Format . Sort & Find &
- Format Painter - - ’ ¢ %0 formatting - Table - Styles- - - - & Filter - Select -

Clipboard

Number

Styles

Cells

Editing

1 unique_id rand_scond rand_date mil_Staff mil_date mi2_date mi3_date date  Number of Sessions
2 | FIGP@62270M SNAKE | @4/03/2017 04/10/2017 | ©4/24/2017 ©5/@3/2017 05/17/2017

3 | RODM120964F OWL | 04/17/2017 | LS 04/26/2017 05/18/2017 ©5/24/2017 ©06/08/2017 | 4
4 | BRLRO71857F WHALE ©4/25/2017 | LS 05/@3/2017 | ©5/11/2017 ©5/23/2017 06/08/2017 | 4
5 | SCED@22765M PANDA | @5/08/2017 BM 85/17/2017 | ©5/25/2017 ©06/08/2017 06/22/2017 | 4
6 | ROGC101783M PANDA 85/12/2017 | BM | ©5/17/2017 | 06/02/2017 ©6/16/2017 3
7 | BRHCB83057M OWL 05/19/2017 | LS 06/16/2017 | ©7/10/2017 ©08/18/2017 | 3
8 | CHBH@22359F RABBIT | ©5/31/2017 | BM 06/07/2017 | 06/21/2017 ©7/05/2017 ©7/24/2017 | 4
9 | SAJD@81164M RABBIT | @5/31/2017 LS 06/13/2017 | ©6/27/2017 ©7/11/2017 07/26/2017 4
10 BEKM102068M OWL 06/21/2017 BM 07/07/2017 | 07/24/2017 2
11 LABJ101673M SNAKE 06/28/2017 | LS 07/10/2017 | 97/18/2017 ©08/03/2017 ©8/16/2017 | 4
12 MCMDB82468M OWL 1 ©5/17/2017 | AK 85/25/2017 06/16/2017 ©6/22/2017 ©87/17/2017 | 4
13 COTB@22263M PANDA | ©7/10/2017 BM 07/26/2017 ©08/10/2017 ©9/08/2017 09/29/2017 4
14 RODHB72966M WHALE ~  @7/12/2017 | LS 07/27/2017 @8/11/2017 ©8/23/2017 ©89/07/2017 | 4
15 WAPAB31166F OWL 97/14/2017 BM 08/1@/2017  ©8/25/2017 10/27/2017 10/27/2017 4
16 TAJR®31264F OWL | @7/17/2017 | BM 07/31/2017 | 08/23/2017 ©9/18/2017 10/06/2017 | 4
T ""[Core [ Sessions | Support. Groups | Health Coach | PAP | Navigation | Qualiative | @ Lo oeaatmans )

Figure 12. MS-Excel Intervention Activity Tracking List

Review follow-up interviewing gaps

Generating a simple list of participants with interview target, earliest, and due dates, as
well as days remaining and interview completion, can be useful for managing and driving
completion of interviews. This can be a useful supplement to what can be achieved within
REDCap with Reports and the Record Status Dashboard.
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Figure 13. MS-Excel Interview Tracking List



REDCap Development and Production Modes

REDCap has a development and a production mode. The development mode allows one
to incrementally build and test project components. The production mode is meant for real
data collection and project management. It is possible to make some changes after moving
the project from the development to the production mode, but once in production changes
should be made with extreme care.

REDCap is actively developed

Researchers using REDCap to manage MOST and other types of studies need to be aware of
new features and system changes which may impact aspects of your project. These changes
are generally enhancements (new features) which don’t have to be adopted in the middle
of a project. New REDCap features may require changes to this manual over time.

A MOST REDCap project providing an example

The example illustrates the steps to set up a REDCap project for a 2 x 2 x 2 full factorial
design. The intervention components in the example project are: 1) video; 2) support
groups; and 3) text messages. Video has brief and detailed levels while the other two
intervention components are either on or off.

Condition Name Video Text Messages Support Groups
1 tuna 20 minutes Yes Yes
2 salmon 20 minutes Yes No
3 marlin 20 minutes No Yes
4 bass 20 minutes No No
5 trout 3 minutes Yes Yes
6 shark 3 minutes Yes No
7 carp 3 minutes No Yes
8 halibut 3 minutes No No

Therefore, the example study has 8 conditions.
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Enter the New Projects Tab of REDCap to select a project name and

type

hEDCaP Home MMyProjects < NewProject @ Help&FAQ H Training Videos WM Messenger Loeeedinas g wyprofile e Log out

=+ Create a new REDCap Project

¥ou may begin the creation of a new REDCap project on your own by completing the form below and clicking the Create Project
butten at the bottom.

Project title:
Title to be displayed on project webpage

Purpose of this project: - Select One ---- ﬂ
How will it be used?

Project notes (optional):

Comments describing the project's use

or purpose that are dispiayed on the

My Projects page.

Start project from scratch ® Create an empty project (blank slate)

or begin with a template? O upload a REDCap project XML file (CDISC ODM format) [2
Ousea template (choose one below)

Template title Template description

P

Figure 14. Project Setup

Longitudinal Project Setup Steps

Main Project Settings

Enable: Use surveys in this project

Enable: Use longitudinal data collection with defined events
Enable: Repeatable instruments and events

Enable: Scheduling module

Enable: Randomization module

Disable: Auto-numbering for records
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Figure 15. Main Project Settings
Arms

Arms will be created to organize events related to the following study parts:

1. screening for eligibility

2. assessments common to all participants, including locator, a baseline interview,
randomization, and two follow-up interviews

3. condition-specific events which utilize schedules tailored to individual study
conditions and collect data related to the intervention activities in each study
condition

Create 10 study arms with Define My Events. Specific intervention conditions have been
given fish names.

Instruments

The example project has the following 13 instruments:
1. Unique Id
2. Screening
3. Baseline Interview
4. Patient Health Questionnaire 9
5. GAD-7

6. Brief Video
7. Detailed Video
8. Support Groups
9. Text Messages
10. Locator
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11. Randomization Form

12. Core Component Form

13. Randomization Check Form

As described above, instruments can be created via Online Designer or the Data

Dictionary.

Events

The example project has the following 41 events across the 10 arms:

event_name

Screening and
Locator

Baseline

Randomizatio
n

First Follow
Second Follow
Core

Detailed
Video

Group 1
Group 2
Group 3

Text Message
1

Text Message
2

Core

Detailed
Video

Text Message
1

Text Message
2

Core

Detailed
Video

Group One

m
1

N

W W NN

w W w w

arm_nu day_offse

t
0

70
150

10
20
30
50

60

10

20

10

offset_mi
n

0

10
10

Ul U1 U1 Ul

offset_ma
X

20

10
10

20
20

Ul O

Ul U1 U1 Ul

unique_event_name

screening_and_loca_arm_
1

baseline_arm_2
randomization_arm_2

first_follow_arm_2
second_follow_arm_2
core_arm_3
detailed_video_arm_3

group_1_arm_3
group_2_arm_3
group_3_arm_3
text_message_1_arm_3

text_message_2_arm_3

core_arm_4

detailed_video_arm_4
text_message_1_arm_4
text_message_2_arm_4

core_arm_5
detailed_video_arm_5

group_one_arm_5
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Group Two 5 20
Group Three 5 30
Core 6 0
Detailed 6 1
Video

Core 7 0
Brief Video 7 1
Group 1 7 10
Group 2 7 20
Group 3 7 30
Text Message 7 50
1

Text Message 7 60
2

Core 8

Brief Video 8 1
Text Message 8 10
1

Text Message 8 20
2

Core 9 0
Brief Video 9 1
Group 1 9 10
Group 2 9 20
Group 3 9 30
Core 10

Brief Video 10 1

Instrument Designations

group_two_arm_5
group_three_arm_5
core_arm_6

= o U1 Ul
o1 © U1 Ul

detailed_video_arm_6

core_arm_7

brief video_arm_7
group_1_arm_7
group_2_arm_7
group_3_arm_7

or o1 U1 U1 »r O
o1 U1 U1 U1 U1 O

text_message_1_arm_7
5 5 text_message_2_arm_7

0 core_arm_8
1 5 brief video_arm_8
5 5 text_message_1_arm_8

5 5 text_message_2_arm_8

core_arm_9

brief video_arm_9
group_1_arm_9
group_2_arm_9
group_3_arm_9
core_arm_10

= o Ul U1 U1 kO
o1 © U1 U1 U1 U1 O©

brief video_arm_10

The example project has the following 93 instrument designations. These specify which
instruments should be completed during each event.

arm_num
1

N N N =

unique_event_name
screening and_loca_arm_1
screening_and_loca_arm_1
baseline_arm_2
baseline_arm_2
baseline_arm_2

form

screening

locator

baseline_interview
patient_health_questionnaire_9
gad7
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baseline_arm_2
randomization_arm_2
first_follow_arm_2
first_follow_arm_2
first_follow_arm_2
second_follow_arm_2
second_follow_arm_2
second_follow_arm_2
core_arm_3
core_arm_3
core_arm_3
detailed_video_arm_3
detailed_video_arm_3
group_1_arm_3
group_1_arm_3
group_2_arm_3
group_2_arm_3
group_3_arm_3
group_3_arm_3
text_message_1_arm_3
text_message_1_arm_3
text_message_2_arm_3
text_message_2_arm_3
core_arm_4
core_arm_4
core_arm_4
detailed_video_arm_4
detailed_video_arm 4
text_message_1_arm_4
text_message_1_arm_4
text_message_2_arm_4
text_message_2_arm_4
core_arm_5
core_arm_5
core_arm_5
detailed_video_arm_5

locator
randomization_form

patient_health_questionnaire_9

gad7
locator

patient_health_questionnaire_9

gad7

locator

locator
core_component_form
randomization_check_form
detailed_video

locator

support_groups

locator

support_groups

locator

support_groups

locator

text_messages

locator

text_messages

locator

locator
core_component_form
randomization_check form
detailed_video

locator

text_messages

locator

text_messages

locator

locator
core_component_form
randomization_check_form
detailed_video
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detailed_video_arm_5
group_one_arm_5
group_one_arm_5
group_two_arm_5
group_two_arm_5
group_three_arm_5
group_three_arm_5
core_arm_6
core_arm_6
core_arm_6
detailed_video_arm_6
detailed_video_arm_6
core_arm_7
core_arm_7
core_arm_7

brief video_arm_7
brief video_arm_7
group_1_arm_7
group_1_arm_7
group_2_arm_7
group_2_arm_7
group_3_arm_7
group_3_arm_7
text_message_1_arm_7
text_message_1_arm_7
text_message_2_arm_7
text_message_2_arm_7
core_arm_8
core_arm_8
core_arm_8

brief video_arm_8
brief video_arm_8
text_message_1_arm_8
text_message_1_arm_8
text_message_2_arm_8
text_message_2_arm_8

locator
support_groups
locator
support_groups
locator
support_groups
locator

locator
core_component_form
randomization_check _form
detailed_video

locator

locator
core_component_form
randomization_check_form
brief video

locator
support_groups
locator
support_groups
locator
support_groups
locator

text_messages

locator

text_messages

locator

locator
core_component_form
randomization_check_form
brief video

locator

text_messages

locator

text_messages

locator
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9 core_arm_9 locator
9 core_arm_9 core_component_form
9 core_arm_9 randomization_check_form
9 brief_video_arm_9 brief_video
9 brief video_arm_9 locator
9 group_1_arm_9 support_groups
9 group_1_arm_9 locator
9 group_2_arm_9 support_groups
9 group_2_arm_9 locator
9 group_3_arm_9 support_groups
9 group_3_arm_9 locator
10 core_arm_10 locator
10 core_arm_10 core_component_form
10 core_arm_10 randomization_check_form
10 brief video_arm_10 brief video
10 brief video_arm_10 locator

Moving Through Activities for One Participant

With the example project, you can add new records to move through activities for
individual participants and plan workflows for your own MOST study.

The only event in the screening arm, a brief eligibility interview, is common to all potential
study participants. There could be additional events in the screening arm for things like
results of biological tests and documentation of a status related to eligibility criteria. The
goal of the screening arm is to assess various aspects of eligibility criteria, documenting
who is eligible and, if not eligible, the reasons why. Only potential participants who are
eligible proceed to the main study. Informed consent may be obtained from eligible
individuals near the end of the screening arm.

After screening may be a good time to generate a schedule for an eligible and enrolled
participant. Schedule generation is arm-specific. The schedule can be modified over time to
accommodate rescheduling and no-shows.
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3 Scheduling

Generate schedules for the calendar
using your defined events

[Z) Record Status Dashboard
View data collection status of al records

2 Add/ Edit Records

Create new records or edit/view existing ones

link or bulld a participant

Applications =
" Calendar
i Data Exports, Reports, and Stats
«s Data Import Tool
[}, Data Comparison Tool
| Logging
Field Comment Log
File Repository
& UserRights and gb DAGs
% Record Locking Customization
@, E-signature and Locking Mgmt
38 Randomization
« Data Quality
®l API and | API Playground
R REDCap Mobile App
(&) Supplemental Detail: move project
to production

Help & Information -

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

¥ Contact REDCap administrator

4 Scheduling & VIDEO: How to use the scheduling module (7 min)

Create Schedule ~ View or Edit Schedule

The Schedule Generator will allow you to generate a new schedule based upon your Events and their Days Offset that have been
defined on the Define My Events page. You may generate a schedule for a new or existing unique_id below by selecting a Start Date,
which will be used as the starting point for projecting schedule dates using your Days Offset. Once scheduled, you may then view it
on the Calendar, after which, if desired, you may also perform data entry for that calendar event. You may create a new project
record here while performing scheduling or you may choose a currently existing one that has not yet been scheduled.

Add new unique id: OR | CLCJ060769M (Arm 1: Screening)| V|

Start Date: -
08/31/2018 )

Select Arm:
Generate Schedule

Projected Schedule for "CLCIO60769M" (NOTE: The dates below have NOT yet been scheduled.)

The projected schedule below was automatically generated for unique._id "CLCJ060769M" based on your pre-defined Events for
Arm 2. You may change the value of any dates generated below simply by clicking inside the date box and selecting a new date.
Any dates generated below that fall on weekends will be listed in red., Click the Create Schedule button to finalize this schedule,
which will then be added to the Calendar.

A ﬂl Date / Day of Week Event Name
(optional)
08/3112018 Friday

Range max: 09/10/2018

Baseline

08312018 | Friday

Range max: 09/10/2018

Randomization

i 11092018 | Friday -

Figure 16. Schedule Generation

- Generate schedules for the calendar
using your defined events
[F] Record status Dashboard
View data collection status of all records
= Add/ Edit Records

Create new records o

edit/view existing ones
Applications E|

) calendar

i Data Exports, Reports, and Stats

= Data Import Tool

| Data Comparison Tool

Logging

Field Comment Log

File Repository

& User Rights and g DAGs

% Record Locking Customization

%, E-signature and Locking Mgmt

28 Randomization

 Data Quality

wi APl and il API Playground

R REDCap Mobile App

& Supplemental Detail: move project
to production

Help & Information =

@ Help & FAQ
Hl video Tutorials
 Suggest a New Feature

administrator

Create Schedule  View or Edit Schedule

The Schedule Generator will allow you to generate a new schedule based upon your Events and their Days Offset that have been
defined on the Define My Events page. You may generate a schedule for a new or existing unique_id below by selecting a Start Date,
which will be used as the starting point for projecting schedule dates using your Days Offset. Once scheduled, you may then view it
on the Calendar, after which, if desired, you may also perform data entry for that calendar event. You may create a new project
record here while performing scheduling or you may choose a currently existing one that has not yet been scheduled.

Add new unique id: OR |- choose existing unscheduled - [w|

Start Date:
083172018 [

select Arm:
Generate Schedule

« Successfully Scheduled "KASE041769F"

unique_id "KASE041769F" was successfully scheduled for the dates and times below and has been added to the Calendar. You
may now edit this schedule or add more information, such as changing the status (e.g,, 'Cancelled’, ‘Confirmed’) or adding
descriptive notes, by clicking the View or Edit Schedule tab above.

Schedule for "KASE041769F"
o Edit & pring
Time Date Event Name
1:00pm | 0B/31/2018 Fridey  Baseline
11:00am = 0D8/31/2018 Fridsy  Randomization
11:30am | 11/09/2018 Friday First Follow

6:00pm | 01/28/2019 Monday = Second Follow

Figure 17. Completed Schedule

Record-specific scheduled events appear on the project calendar, along with the record
unique identifier, and this is a good way to know what activities are coming up.
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Figure 18. Project Calendar

The first event in the assessment arm is a baseline interview. Other events in the
assessment arm include one or more follow-up interviews and randomization.

Once the randomization module has been completely set up, the randomization form will
show a button to push for assignment.

# Project Home or = Project Setup. _ \ I \) I | A

W REDCap Messenger N | B
Data Collection # Editinstruments MOST Manual - Cancel - |

2.7 Manage Survey Participants §
a participant Actions: | T Modify instrument I ‘2 Download PDF of instrument(s) & VIDEQ: Basic data entry

~ Randomization Form

. Editing existing unique_id jeb1

Event Name: ion (Arm 2: )
Create new records or edli/view exsting ones unique_id jeb
) unique id jeb1 Selectother record  Today's Date I B (Foday
Randomization (Arm 2: Assessment) * must provide value
Study Condition
Randomize
* must provide value L= J
Applications .
DO NOT change the auto-filled response.
[ Calendar
Y Data Exports, Reports, and Stats Form Status
ws Data Import Tool
.| Data Comparison Tool Complete? Incomplete V|
|= Logging
R A .
Field Comment Log Lock this record for this form? .
" . Iflacked. no user will be able ta edit this record on this form until someane with Lock/Unlack 4 Locl
File Repository privileges unlacksit
& User Rights and g DAGs
%% Record Locking Customization Save & Exit Form
¥, E-signature and Locking Mgmt
28 Randomization
& Data Quality - Cancel - |
@l APl and @il APl Playground
R REDCap Mabile App
e e D e p Delete data for THIS FORM anly

to production NOTE: To delete the entire record (all forms/events), see the v

Figure 19. Randomization

A random assignment to a study condition is made on the assessment arm, and that result
needs to be carefully handed off to the correct condition-specific arm. The Randomization
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Check Form is a safety measure to ensure the condition-specific arm the participant is
being added to matches the condition assigned by the randomization module. If a mistake
has been made and there is not a match, project staff can cancel/back out, recheck the
correct condition for the participant, and then add them to that arm.

REDCap

emc13 | Log out
& My Projects
A Project Home or = Project Setup
8 REDCap Messenger
Project status: Development

Data Collection # Edit instruments

2.~ Manage Survey Participants
{2 Scheduling
[7] Record Status Dashboard
T Add/ Edit Records

unique id jeb1

Core (Arm 3: tuna)

Locator
Core Component Form

Randomization Check Fo

Applications

[ Calendar
14 Data Exports, Reports, and Stats
s Data Import Tool
Data Comparison Tool
|* Logging
Field Comment Log
File Repository
& User Rights and gi DAGs
& Record Locking Customization

N Y Save & Exit Form A
U CLINICAL AND T
H H( TRANSLATIONAL —
( :TS | SCIENCE INSTITUTE :
MOST Manual
Action: 2 Modify instrument || % Download PDF of instrument(s) % VIDEO: Basic data ent
= Randomization Check Form
. Editing existing unique_id jeb1
Event Name: Core (Arm 3: tuna)
unique_id Jjeb1
Enter the Study Condition
R |
tuna
You are currently in the WRONG study arm. &alinon
Go to the Randomization Form, and check the correct study condition marlin
bass
trout
Form Status shark
carp
Complete? ‘
halibut
Lock this record for this form?
If locked. no user will be able to edit this record on this form until someone with Lock/Unlock Lock
privileges unlocks it

Figure 20. Randomization Check Form

A participant assigned to the tuna condition of the example project will experience the
Core intervention, the detailed video, three support group meetings, and two text messges.
The Core event can be used to deliver any information or intervention content that will be
common to all participants.

Scheduling of condition-specific events can start once random assignment has been
completed and checked.

One follow-up is timed to occur soon after all intervention components should have been

received.

A second and final follow-up is timed to occur 150 days after baseline.

In the example project, nearly every event prompts for a new collection of locator. This may
be overkill. You may not want/need locator information for potential participants merely
being screened. For your own MOST study, consider when locator should be collected for
the first time, and when it should be updated/repeated.
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Supplemental File: An Example REDCap Project for a MOST Study

You can download the example REDCap project (XML) here.

This XML file can be pointed to when creating a new project within REDCap.

hEDCap Home [@MyProjects < New Project @ Help & FAQ [ Training Videos W Messenger Logsedinas g My Profile GeLog out

= Create a new REDCap Project

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

Project title: My Project
Title to be displayed on project webpage

P‘-IFINT‘SQL‘§|l this project: Practice / Just for fun |
How will it be used? —

start project from scratch O Create an empty project (blank slate)
or begin with a template? ® Upload a REDCap project XML file (CDISC ODM format) [2

Select XML file: Browse...

O Use a template (choose one below)

Figure 21. Create New Project from XML File

Concluding Thoughts
e Nearly every piece of REDCap has a training video embedded inside the application
e Do not be afraid to create a project and explore away in development mode

e  Contact Chuck Cleland (cmc13@nyu.edu) with any comments or suggestions for
improving this manual
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