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19.1 Study Manager

For questions about Study Manager, refer to the topics below.
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19.1.1 My Studies Page & Share Page

For more information on the My Studies page, refer to Create a Study. For more information on the
Share page, refer to User Access & Sharing.

19.1.2 Study Settings, User Roles, Modules

For more information on Study Settings, refer to Editing Study Settings. For more information on
User Roles, refer to User Access & Sharing. For more information on Modules, refer to Module

Management.

19.2 Study Runner

When users are entering data for testing or real world data collection, users will access OpenClinica
via Study Runner. Study Runner is made up of many other pages such as the Participant Matrix,
Queries Table, Data Review Tables, in addition to all Participant Details Pages and data. To access
Study Runner the first step is to publish a study. Usually, studies will be published to TEST first . In
addition to letting you use Study Runner features, publishing to Test generates OIDs that can be
used for edit checks. To learn more about publishing to test and accessing study runner review
section 5.1 Publishing Your Study. The following sections make up OpenClinica's Study Runner
environment.

*This page is currently in draft form and subject to change.
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https://docs.openclinica.com/oc4/building-forms-and-studies/create-a-study/
https://docs.openclinica.com/oc4/launching-and-managing-studies/useraccesssharing/
https://docs.openclinica.com/oc4/launching-and-managing-studies/useraccesssharing/editing-study-settings/
https://docs.openclinica.com/oc4/launching-and-managing-studies/useraccesssharing/
https://docs.openclinica.com/oc4/building-forms-and-studies/oc4-module-management/
https://docs.openclinica.com/oc4/building-forms-and-studies/oc4-module-management/
https://docs.openclinica.com/oc4/launching-and-managing-studies/publishing-your-study/
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19.2.1 Monitor and Manage Data

19.2.2 Reports
19.2.3 Submit Data
19.2.3.1 Queries

Access the appropriate Queries documentation based on your user role:

Queries and Clinical Research Coordinators (CRC)

Queries and Data Managers (DMs)
Queries and Monitors.

19.3 Study Designer

Approved for publication by Riley Bianchi. Signed on 2022-08-04 4:53PM
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19.3.1 Events

Once users have created a study event, they can configure the event by accessing the Event Card.
On the Event Card, users are able to update event name, description and properties, as well as set

up automatic event scheduling and notifications.


https://docs.openclinica.com/oc4/using-openclinica-as-a-crc/queries/
https://docs.openclinica.com/oc4/using-openclinica-as-a-data-manager/queries/
https://docs.openclinica.com/oc4/using-openclinica-as-a-monitor/queries-monitor/
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Comment

Kk klambert@openclinica.com changed the position of this
event to 3 on this study. 11 minutes ago

Description / Properties

Clicking on the Event name will make the field editable. The user can update the Event name as
needed, and Save. Updating the Event name will change the name of the event that appears within
Study Runner. This does not change the Event OID that was assigned at the time of Event creation.

Follow-Up

Save [%¢

Clicking on Edit under
Description will allow the user to add or update the Event description as needed. This is optionally
displayed on the Participant Dashboard for Participate and eConsent events.

Description

fNrite a comment
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events:

There are two main types of

e Visit-Based: An event that is scheduled to occur within the study and is associated with a visit



date. These visits are associated with a schedule that is outlined in the study protocol, and
each visit has a specific set of forms that are collected.
e Common: An event that isn’t necessarily associated with a visit but may occur any time
throughout the study, such as an Adverse Event. They can additionally be defined as:
o Repeating: Used when the event needs to have multiple instances of the event, such as
with an Adverse Event.
o Non-Repeating: Used when the event will only occur once, such as Early Termination.

Properties

Repeating Type + Visit Based :|

OID : SE_FOLLOWUP

Calendar Configurations

Calendaring allows the user to define automated Event scheduling based on the status of other study
Events.

Users can choose when to create and also when to close events:

e Occurs [x] day(s) after [Triggering Event]: Schedules this Event for a specific number of
days after another study Event, which are shown in the dropdown menu.
o Create [this Event] event record when: Only one of the following can be selected:
» [Triggering Event] has reached [status]: Schedules this Event when the
Triggering Event has reached a specific status. The options are Scheduled, Data
Entry Started, or Completed.
= [x] day(s) prior to event date: Schedules this Event a specific number of days
before the Event date.

¢ Close [this Event] event if not completed within [x] day(s) of event date: Once an Event
is scheduled, whether automatically or manually, the user can elect to close it automatically if
it has not been completed within [x] days.

Calendar +
Notificatic alender

Occurs 0 day(s) after| Screeningb v

Create Follow-Up event record when:

Screeningb has reached | Scheduled v
Members 0 | day(s) prior to event date
- Close Follow-Up event if not completed within, 5 | day(s) of

event date

Activity
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Calendar Notifications

The user can also configure notifications to be sent upon Event status change. Notifications can be
scheduled to send to one or more static email addresses or to the Participant. Important Note:
Using Calendaring notifications alongside the legacy OC4 rules within the same study is not

Motifications  + ‘

Send an Email/Text:

When : | Upon creation of this event V|
Members To: test@example.com, S{participant}
+ Subject:  In emails only
Activity Enter your email or text message body here
Message:
K  Writeg
4
Variables: S${participant} S{participant.firstname} S{participant.id}
Com S{participant.url} ${participant.accesscode} S{participant.loginurl}
S{study.name} S{=site.name} S{event.name}
K klambert( S{study.id} S{site.id}

supported.

e When: The timing for the notification to be sent
o Upon creation of this event: Notification will be sent as soon as the event has been
created.
o Before this event: Notification will be sent [x] days prior to the event date at the time
designated (based on the Participant's Site's time zone).

When : |Bef0re this event v|

5 | day(s) before at| 09:00 AM v|

o After this event: Notification will be sent [x] days after the event date at the time
designated (based on the Participant's Site's time zone).

When :|Aﬂerthis event v|
5 | day(s) after at | 09:00 AM v|

o This event is complete: Notification will be sent as soon as the event has been
completed.
e To: Notification can be sent to one contact, or a comma-separated list of multiple contacts.
The following types of contact information can be entered:
o Email address
o ${participant}: When the study has the Participate module activated, will send the
notification to the contact information entered into OpenClinica for a Participant. This
will send an email and a text message if the Participant has both an email address and a
phone number.
e Subject: The subject is used as the subject for email notifications only, and can be customized
using Variables.
e Message: The message can be customized using Variables.




Variables refer to specific study data and can be inserted into Subject and Message to customize the
message.

Parameter Description To Message Subject
${participant.firstname} The Participant First Name X
${participant.loginurl} The Participant URL with Automatic Login X
${participant.url} The Participant URL without Automatic Login X

The Name of the Study, as Defined in
${study.name} OpenClinica X X

The Single-Use Code the Participant Must Use to

${participant.accesscode} Access OpenClinica Participate X
${event.name} The Namg of the Event, as Specified in X X

OpenClinica

The Participant Contact Information, as Provided

When the Participant was Connected to the
${participant} Study. (This Could be a Mobile Number for SMS X

Notification, an Email Address, or Both);

OpenClinica Automatically Sends the Notification
${participant.id} Participant ID X X
${site.id} Site ID X X
${site.name} Site Name X X
${study.id} Study ID X X
Collaborate
Members

Shows the users involved in designing the study who can be associated with specific Events.
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Labels

A Label is a color or color with text that can be used to represent groups of Events. Labels can be
used to help facilitate building a study but have no functional implications. For example, a label can
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be added for events that require review.

Activity

The Activity Log displays design-related actions that have been taken on the Event. It also displays
the user who performed the action and when the action was performed. A Comment is text that
allows users in Study Designer to communicate with collaborators. This text remains in the Activity
Log for the event.



Activity

K  write a comment

kK klambert@openclinica.com renamed this event to Follow-
Up. 2 days ago

K klambert@openclinica.com changed this event description.

2 days ago

Kk klambert@openclinica.com renamed this event to Follow-
Up2. 2 days ago

19.3.2 Form Card
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1. Design

Click Design to use Form Designer to create or make changes to your form instead of or in addition
to using the Form Template. Using Form Designer

2. Upload

Click Upload to use the Form Template to create or make changes to your form instead of or in
addition to using Form Designer. Using the Form Template

3. Preview

Use Preview to preview the default version of the form for data entry. The button will change to
Preview (as a Participant) if it is marked as a Participate form.

OpenClinica Participate


https://docs.openclinica.com/oc4/building-forms-and-studies/oc4-design-study/oc4-design-study-form-designer/
https://docs.openclinica.com/oc4/building-forms-and-studies/oc4-design-study/oc4-design-study-using-the-form-template/
https://docs.openclinica.com/oc4/participate/

4. Description

Add, edit, or remove a brief description for the form.

5. Form Properties

Use the Form Properties section to mark a form as Hidden or Required. Here you can also set the
SDV status for the form. Form Properties Source Data Verification (Monitor) Source Data
Verification (Data Manager)

6. Participate Properties

*This section will only appear if the Participate module is activated for your study. Here, you can
specify if the form is a Participate form (where participants will fill out the form), if it will have a
Public URL, and if the form will be offline capable.

Design Participate Forms

7. Permission Tag

Use Permission Tags to determine which User Roles can access data from specific Forms in Study
Runner. Permission Tags User Access & Sharing

8. Data Dictionary

The Data Dictionary gives you form-specific information including form metadata, form properties,
and item metadata (such as Item OID, Item Group Name, Item Group OID, Item Type, and Insight
Table). The Data Dictionary is available via a link on each form card in Study Designer and can be
downloaded as a CSV file to view outside of Study Designer.

Locating Object Identifiers in a Study

9. Versions

This section displays all available versions of the form and indicates the default version. Click on the
menu next to the version name to display all available actions for the version. Publishing Your
Study Publish History Form Migration

10. Drafts

Drafts will display the pending version of the form. Click the menu to view all actions for the draft
including saving the draft as a version.

11. OID

Quickly view the form OID to reference for different form functions. Locating Object Identifiers in
a Study



https://docs.openclinica.com/oc4/building-forms-and-studies/oc4-design-study/#formproperties
https://docs.openclinica.com/oc4/using-openclinica-as-a-monitor/source-data-verification-monitor/
https://docs.openclinica.com/oc4/using-openclinica-as-a-data-manager/source-data-verification/
https://docs.openclinica.com/oc4/using-openclinica-as-a-data-manager/source-data-verification/
https://docs.openclinica.com/oc4/participate/oc4-oc4-participate-design-participate-forms/
https://docs.openclinica.com/oc4/building-forms-and-studies/oc4-design-study/#permissiontags
https://docs.openclinica.com/oc4/launching-and-managing-studies/useraccesssharing/
https://docs.openclinica.com/oc4/building-forms-and-studies/oc4-design-study/oc4-locate-object-identifiers-study/
https://docs.openclinica.com/oc4/launching-and-managing-studies/publishing-your-study/
https://docs.openclinica.com/oc4/launching-and-managing-studies/publishing-your-study/
https://docs.openclinica.com/oc4/launching-and-managing-studies/useraccesssharing/publish-history/
https://docs.openclinica.com/oc4/using-openclinica-as-a-data-manager/oc4-data-management/#Form Migration
https://docs.openclinica.com/oc4/building-forms-and-studies/oc4-design-study/oc4-locate-object-identifiers-study/
https://docs.openclinica.com/oc4/building-forms-and-studies/oc4-design-study/oc4-locate-object-identifiers-study/

12. Collaborate

The Collaborate section includes multiple features to facilitate collaboration with colleagues while
building your study. Members Labels Checklists Activity Comments

Additional Resources for Form Cards

Designing Forms

Use this section to get started designing forms within your study, learn about events, and
understand the basics with form templates.

Design a Study
Events & Forms
Logic and Functions

Use this section to go beyond the basics with your forms by using functions and logic. Form Logic
Functions

Example Forms

Use this section to view sample CDISC CDASH-compliant eCRF templates that can be customized or
imported as-is to the OpenClinica EDC platform.

Form Library (CDASH)



https://docs.openclinica.com/oc4/building-forms-and-studies/oc4-design-study/#members
https://docs.openclinica.com/oc4/building-forms-and-studies/oc4-design-study/#labels
https://docs.openclinica.com/oc4/building-forms-and-studies/oc4-design-study/#checklists
https://docs.openclinica.com/oc4/building-forms-and-studies/oc4-design-study/#activity
https://docs.openclinica.com/oc4/building-forms-and-studies/oc4-design-study/#comments
https://docs.openclinica.com/oc4/building-forms-and-studies/oc4-design-study/
https://docs.openclinica.com/oc4/building-forms-and-studies/oc4-design-study/oc4-design-study-events/
https://docs.openclinica.com/oc4/building-forms-and-studies/oc4-design-study/form-logic/
https://docs.openclinica.com/oc4/building-forms-and-studies/oc4-design-study/functions/
https://docs.openclinica.com/oc4/building-forms-and-studies/cdash-crf-library/

