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4.2 Entering Data

The features of OC4 data entry include the following:

e Participant Matrix: Easily see the data entry status of participants.

¢ Auto-save: Automatically save during data entry.

¢ Conditional field display: Only see relevant fields during data entry.

¢ Automatic calculations and data checks: Automatically use calculations and checks.
¢ Queries: Easily create or view queries.

Before You Enter Data

To enter data into OpenClinica, you must do the following:

¢ Add a Participant
e Schedule an Event

See Adding Participants for more information on adding Participants.

Scheduling an Event

Once a Participant has been added, you can schedule events and start to enter data.

You can schedule events from the Participant Matrix, Participant Details screen, or the Tasks
menu.

To Schedule a Visit-Based Event from the Participant Matrix:

Click the Schedule button for the Participant and the Event that you want to schedule.

Select Schedule.

Select a Study Event Definition from the drop-down list.

(Optional) Select a Start Date/Time. The current date is the start date by default, but you can

change it.

(Optional) Select an End Date/Time.

6. (Optional) To schedule additional Events, click Schedule Another Event, and enter
information for that Event. Repeat as needed.

7. To go to the Participant Details screen to enter data, click the Proceed to Enter Data

button.
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To Schedule a Visit-Based Event from the Participant Details screen:

Click the Participant ID or View button next to a Participant on the Participant Matrix.
Under the Visits header on the Participant Details screen, click Add New.

Select a Visit Name from the drop-down list.

The current date is the start date by default, but you can change it.

(Optional) Click Show advanced options to change the Start Time or End Date/Time.
(Optional) To schedule additional Visits, click + Add another visit, and enter the new visit
information. Repeat as needed.

7. When you are ready, click Add visits.
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Note: Once a non-repeating event has been scheduled, it will no longer be available in the
Add Visits window for that participant.

To Schedule a Visit-Based Event from the Tasks Menu:

Click the Tasks button in the header bar of Study Runner.

Select Schedule Event.

Enter a Participant ID in the Participant ID field.

Select a Study Event Definition from the drop-down list.

(Optional) Select a Start Date/Time. The current date is the start date by default, but you can

change it.

(Optional) Select an End Date/Time.

. (Optional) To schedule additional Events, click Schedule Another Event, and enter
information for that Event. Repeat as needed.

8. To go to the Participant Details screen to enter data, click the Proceed to Enter Data

button.
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To Add a Common Event from the Participant Details screen:

1. Click the Participant ID or View button next to a Participant.
2. Under a header for a common event on the Participant Details screen, click Add New.

Note: For Common Events, such as Adverse Events and Concomitant Medications, a visit date is not
required, and the Add New button opens the form directly.

Entering Data

To Enter Data Directly into Forms:

1. Click the Add New button to add a form associated with the Event. This will open the form
directly for you to document.

2. Click the Edit button in the three dots menu to open the form.

3. Enter information into each field.

To Continue to the Next Page of the Form:

Click the Next button.

To Mark Data Entry Complete:

Click the Complete button.

To Close the Form and Continue Data Entry Later:

Click the Close button.

Note: If you cannot access a Form, the access to that Form might be restricted in your Study.

To Download Data for Files, Audio Recordings, Videos, Images, Annotations,
Drawings, or Signatures

Click the Download button that appears in the field. This button is available in Edit, Review-Only,



and Read-Only modes.

Event/Form Independent Attributes

Event/Form Independent Attributes are separate from the Event/Form Statuses. Each Event or
Form has a single status, but can have multiple attributes. For example, an Event might be
Completed, Signed, and Locked.

The Participant Matrix

Once you have entered data for Participants, use the Participant Matrix to view and navigate
Participant records.

The Participant Matrix lists visit-based events across the top and participant IDs down the side. Each
icon represents the status of the participant/event combination.

A legend of the icons is listed on the left side of the screen.

Hover over the icons in the Participant Matrix to see more details about the participant event.
Click an icon for options to view and/or edit data, depending on your access.

You can filter Events by status, including the independent statuses of Locked and Signed. You can
also filter Events with Not Locked and Not Signed.
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Note: If you filter Events with a status of Not Started, the Participant Matrix only includes Events
that were previously started and then deleted, i.e. Events that have never been started are excluded.

If you have a repeating Event for a Participant, the Participant Matrix shows the least complete
status. For example, if the first event is data entry started and the second event is completed,
only the status of data entry started will display.

For information on removing, reassigning, and restoring Participants, see Reviewing and
Managing Data.
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The Participant Details Page

To access the Participant Details Page, click on the Participant ID or the View button that
corresponds to that Participant.

The Participant Details Page is divided into sections. Below the General Information section,
there are sections for Visits and repeating or non-repeating Common Repeating.

The General Information section displays information about the Participant, the study, the site,
and the Participant status.

Common Events collect data that is not necessarily related to a specific visit, but may occur
between visits (e.g., adverse events, concomitant medications, or early termination). When you view
the Participant Details screen, all Visit-Based Events are listed first, followed by the Common
Events.

The Participant Details Page includes Visit-based Events and related forms followed by any
common events and related forms.

The page initially opens with the Visit-Based Events displayed and all Common Events collapsed.
To Expand the Common Events Section:

Click the Expand All link to expand all sections including Common Events or click an individual
common event section to expand only that section.
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The Update Event Screen

To update an Event status from the Participant Details screen, click the three-dot menu on the
event and select Edit.

Available statuses are Data Entry Started, Completed, Stopped, and Skipped.

If you are a Data Manager or Administrator, you can click the Lock Event button at the bottom of
the screen to lock the Event.



Update Study Event

Participant ID: 123

Event: Exam

Start Date/Time: ’01_N0v_2021 \ g * : v| (DD-MMM-YYYY HH:MM) ©
End Date/Time: ’ ‘ s : (DD-MMM-YYYY HH:MM) ©

Status: |data entry started v |

Submit Changes

Other Actions

Lock Event: &

If you are an Investigator or Data Specialist, you can click the Sign Event button to sign. You
cannot remove an Event from this screen.

Update Study Event

Participant ID: al123

Event: Exam

Start Date/Time: ‘01_NOV_2021 ‘ ey * : E] (DD-MMM-YYYY HH:MM) ¢
End Date/Time: o . DD-MMM-YYYY HH:MM) ©
| | ® f X

Status: | completed v|

Submit Changes

Other Actions

Sign Event: L

Event and Form Statuses/Actions

Events appear on the Participant Matrix, Participant Details screen, and many other screens
throughout Study Runner. If you click on the Event on the Participant Matrix, you can choose from
some of the actions.

Note: If you filter Events with a status of Not Started, the Participant Matrix only includes Events
that were previously started and then deleted, i.e. Events that have never been started are excluded.
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Results 1 - 6 of 6.

Form Statuses and Attributes do not appear on the Participant Matrix, but do appear on the
Participant Details screen, and many other screens throughout Study Runner.
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Use the three-dot Actions menu to view all available actions for the Events and Forms.
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Alternatively, hover over the form card to view the default action for the form and click the form
card to take the default action. The default action is based off of your role and the status of the
form.

Follow-Up [ Y Vitals 0

03-Nov-2021 :

Edit Follow-Up

For Common Events on the Participant Details screen, the Independent Attributes appear in the
Form Status column. Actions are available within the menu in the first column in the table.
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The form that was opened most recently is indicated by the yellow background.



Below are tables that display the statuses and actions you can take on Events and Forms. Below the
tables are instructions on how to perform each action.

Event Statuses

[table id=20 /]

Event Attributes

[table id=21 /]

Event Actions

[table id=22 /]

Form Statuses

[table id=52 /]

Form Attributes

[table id=53 /]

A red asterisk (*) on a form card indicates that the form is required.
Form Actions

[table id=54 /]

Events

To View an Event:

Click the View button in the three dots menu on the Participant Details screen.
Edit an Event:

Click the View button in the three dots menu on the Participant Details screen.
To Lock an Event:

If you are a Data Manager you can lock an Event so that no Form data can be entered or edited and
Forms cannot be removed, restored, or cleared.

Click the Lock button in the three dots menu on the Participant Details screen.

or



Click the Edit button in the three dots menu on the Participant Details screen. On the Update
Study Event screen, click the Lock button under Other Actions.

To Sign an Event:

If you are an Investigator or Data Specialist, you can sign an Event to indicate that all Forms have
been reviewed and approved.

Events must have a status of completed, stopped, or skipped before they can be signed. The Event
cannot have been archived or removed. To sign a participant event, first review the data captured in
the event, then change the status to signed.

Click the Sign button in the three dots menu on the Participant Details screen.
or

Click the Edit button in the three dots menu on the Participant Details screen. On the Update
Study Event screen, click the Sign button under Other Actions.

Note: If an Event is signed, changes to an item in a Form in that Event removes the signature. This
also occurs if an Event status is changed from completed, stopped, skipped or Not Scheduled after
being signed. In addition, this changes the Participant Status from signed to available and the
Event Status to completed.

Archiving/unarchiving or removing a form will unsign the Event. The exception is that when
archiving/unarchiving, a form with a status of Not Started will not be unsigned.

Multiple users can sign an Event, so even if an Event has already been signed, the Sign action will
still be available. If there are multiple signatures, the most recent one appears on the Form, and the
others appear in the Audit Log.

To Remove an Event:

Click the Remove button in the three dots menu on the Participant Details screen. Enter a
Reason for Change and click Remove Event from Study.

Note: If an Event is removed after being signed, the signature is invalidated, and if restored, the
form must be signed again.
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To Restore an Event:

If you have removed an Event you want to restore, click the Restore button in the three dot Event
Actions menu on the Participant Details screen. Enter a Reason for Change and click Restore
Event to Study.
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Note: If an Event is removed after being signed, the signature is invalidated, and if restored, the
Form must be signed again. When data was entered on the Form prior to the Event being removed,
The event this form is in has been removed appears at the top of the Form.

Forms

To View a Form:

Click the View button in the three dots menu on the Participant Details screen.



To Enter/Edit Form Data:

Click Edit in the three dots menu on the Participant Details screen. If you have permission to
access the Form, you can start entering or editing data.

If you edit a form that has already been completed, you must enter a reason for change.

Ethnicity ¢

Hispanic/Latino
Not Hispanic/Latino

Please enter a reason for change at bottom of page

Race

White

Black/African American

Asian

Native Hawaiian/Other Pacific Islander

Other
Comorbidities ¢

Hypertension

High Cholesterol
Coronary Heart Disease
Stroke

Retinopathy
Neuropathy

Other
Smoking Status

Current Smoker
Former Smoker

Non-Smoker

Please enter a reason for change at bottom of page

Looks like you've made some updates. Please tell us why:

Apply to all

Ethnicity

Smoking Status

If your changes do not meet form requirements, such as constraints, you will see a message alerting
you that specific values have errors and must be changed.



To Remove a Form:

Click the Remove button in the three dots menu on the Participant Details screen. Enter a
Reason for Change and click Remove Event CRF.

Note: If a Form is removed after being signed, the signature is invalidated, and if restored, the form
must be signed again.

Alerts & Messages * Remove Form from Event

Quick Access o
My Queries
Recent Event Definition Name: Eligibility and Consent
123 Visit#: 1
' Date Started:
Date Ended:
Status: data entry started
Instructions
Confirm REMOVAL of
this form from this
event. Data in this
removed form will be Event CRF
retained and viewable
on the form, but not
included in any CRF Name Version Status
extracted data sets. -
This remaoved form Eligible 1 initial data entry
can be restored at any
time. All queries
associated with this
form will be
Item Data

automatically closed.

If this event or

participant is currently Id Vel
signed, the signature
will be invalidated by
this action.

154 no

Info »
Reason for Change: *

error

Remove Event CRF

To Restore a Form:

Click the Restore button in the three dots menu on the Participant Details screen. Enter a
Reason for Change and click Restore Event CRF.

Note: If a Form is removed after being signed, the signature is invalidated, and if restored, the Form
must be signed again.



Alerts & Messages * Form to Event

Quick Access - Confirm restoration of this form to this event. Data associated with this form will be restored to this participant's record.
My Queries

F— If this event or participant is currently signed, the signature will be invalidated by this action.

123

Event Definition Name: Eligibility and Consent
Visit#: 1
T Date Started:

Confirm restoration of Date Ended:

this form to this Status: data entry started
event. Data associated

with this form will be

restored to this

participant's record.

Event CRF
If this event or
participant is currently
signed, the signature .
will be invalidated by CRF Name Version Status
this action. Eligible 1 initial data entry
Info »
Item Data
Id Value
154 no

Reason for Change: *

To Clear a Form:

To clear form data, click the Clear Form button in the three dots menu on the Participant Details
screen. The system does the following:

e Clears all data from the Form

Closes all queries associated with the Form
Removes a signature, if present

Sets the Status of the Form to Not Started
Records this action in the Participants Audit Log.

To Print a Form:

1. Click the Print button that appears at the top of the screen for each Form.
2. Enter information on the Options screen
a. (Optional) Check the checkbox next to Show to include Query and Edit History on the
printed Form.
b. Select a Paper Size.
c. Select a Paper Orientation.

Note: The Paper Size and Paper Orientation fields appear only for Forms with the Style of
theme-grid and printing options must be set correctly in your browser for these settings to take



effect.

3. Click the Prepare button to show a preview.
4. Click the Print button.

Options
To prepare an optimized print, please select the options below

Show History

show

Paper Size

® A4 O Letter
Paper Orientation

@ Portrait O Landscape

Remember to set these same print settings in the browser's
print menu afterwards!

CLOSE PREPARE

Note: If your form includes a visual analog scale item, the Background graphics browser setting
must be selected in the print screen so that the scale will display properly on the printed form.
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100: Vital Signs - Optimized Print 1 page

The form is curently displaying English text

This is Events Repeat 2: / Destination E Save as PDF v

This note is only shown for event not ordinal 2 in SE_EVENTS

Please enter vital signs below. BMI will be calculated if weight and height are entered

This patient has been randomly assigned to Group E Pages All

Was Temperature Measured?

Theseare raciobutons

) ves @
_ Layout Portrait -

Temperature Temperature Units
Triggered to 9.6 o selecting Temperature Measured = Yes
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The temperature you entered
= More settings ~

An answer has changed to another question that requires this question to be hidden, but we cannot hide it while it has data. Please clear out
the data or modify the dependent answers.

Were weight & height measured?

Checkthe box f Yes Paper size Letter v
ves

Respiratory Rate: Pulse:

entered. It will be
s changed.

Pages per sheet 1 v

Date of Birth Age at Event Start Date:
(inyears)

Margins Default v

Visit Date The subject's DOB is . The visit's date is 2024-06-18.
Defaults to Event Start Date.

20240618

Scale Default v

The current user's username s . The current user’s role is Data For more information about roles, please visit:
Manager.

Total Span Options Headers and footers

of the Multifocal

Gross Masses: Background graphics

heading text 1

Print using system dialog... (\X8P) (]
heading text 2

heading text 3 Cancel Save
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Queries

Review the Data and/or Add a Manual Query:

1. Click the Cancel button.

2. Review the value to make sure you entered it correctly.

3. If the value is correct, create the query that includes an appropriate message for that value.
Otherwise, change the value.

Allow the System to Automatically Create a Query for the Value in Question:

1. Click the Proceed button.
2. The system auto-generates a query based on the default message text defined in the Form.



Alert

Some field values have errors. These must be addressed before
the form is closed.

Click Cancel to return to the form to manually update the value or add
a query for each field marked in red.

Click Proceed to continue closing the form now. A query will be
automatically added for each field marked in red.

CANCEL PROCEED
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