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1 Introduction

This guide describes how to perform document actions such as calculating a document or
applying an electronic signature.
It is intended for users of PLA 3.0 who want to gain a deeper understanding of the steps
involved to perform these actions.
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2 Document actions

PLA 3.0 provides a set of actions you can perform on documents and document data. The
actions you can perform depend on the document type.
When you start an action, a progress dialog shows the current status of the action. Once the
action is completed, you can save a report and a log file of the action in PDF format.
Tip: To automatically close the progress dialog after the action was successfully

completed, activate the Close dialog after task completion option in your preferences.
Table 1. The following table lists all possible actions (in alphabetical order):
Action

Description

Acquire data

If a Data Acquisition Module is activated in
your database, you can acquire data from an
external source.

Calculate

Starts the calculation of the document.

Export tests

Exports the tests of an Equivalence margin
development document.

Refresh control chart

Refreshes the calculation of a Control chart
document.

Report

Creates a document type-specific report.

Signatures

Allows you to apply electronic signatures to
a document, the data area of a document, or
the content of a document.

Upgrade structure

Upgrades the structure of a document as
required by the currently active add-on
version.
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3 User interface of PLA 3.0
3.1 Action bar
Use the action bar on the left side of the document pane to access the editors and the
Dashboard, and perform actions on your documents.

Figure 1. Action bar in the document pane
The content of the action bar depends on the document type and the setup of the document.
The upper part provides links to the document Dashboard, the Content editor, the data
editors, and the document-specific audit trail.

The lower part allows you to perform document type-specific actions such as calculating a
document or applying an electronic signature. The available actions depend on the document
type.

3.2 Dashboard
Use the interactive dashboard to get an overview of your document data and view recent
changes.
On the action bar, the Dashboard is the top-most entry.

5/14

DU0027

Figure 2. Dashboard of a PLA 3.0 Dose-response analysis document
The contents and layout of the Dashboard depend on the document type and the status of
the document. For example, after a biological assay has been calculated, a graphical summary
of the calculation results is displayed. The contents is organized in sections. You can collapse
and expand each section by clicking on the section header.

6/14

Performing document actions | PLA 3.0 | Version 3.0.5

4 Calculating documents

After you entered the response values and finished the setup of your document, you can
calculate the reportable values.
Note: Depending on the complexity of the document setup, the calculation time can vary

from seconds to several minutes.

Procedure
To calculate a document:
1. On the action bar, click

Calculate.

Note: For Control chart documents,

Refresh control chart starts the calculation.

Results: The Calculation dialog shows calculation details and informs you about the
progress. The calculation result is displayed in the yellow status bar at the bottom of the
dialog.
2. Click Close.

What to do next
• To view a graphical summary of the calculation results, open the dashboard: On the action
bar, click Dashboard.
• To generate a detailed PDF report with the calculation results, on the action bar, click
Report.
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5 Creating reports
5.1 Create reports for a single document
Reports are created as PDF files and summarize the details and the results of an action that
was executed on a document. You can view the files in your default PDF viewer, print them
out, or save them.

Procedure
To create a report for a single document:
1. On the action bar, click

Report.

2. In the Create reports dialog, select the templates you want to use for the report. Which
templates are available depends on the document type.

Figure 3. Selection of report templates
3. Select the action you want to perform.
You can view the report in your default PDF viewer (Show), print the report on your
default printer (Print), or save the report in a folder (Save...).
Results: The report is created.

5.2 Create reports for multiple documents
Instead of creating a report for each document, you can create reports for multiple
documents at the same time. The documents can have different types and can belong to
different add-ons.

Note: Documents that do not support report creation are skipped.

Procedure
To create a report for multiple documents:
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1. In the detail view of the Navigator, control-click the documents for which you want to
create a report, right-click your selection and select Create report.
2. In the Create reports dialog, select the templates you want to use for the report. Which
templates are available depends on the document type.

Figure 4. Selection of report templates for multiple documents
3. Select the action you want to perform.
You can view the report in your default PDF viewer (Show), print the report on your
default printer (Print), or save the report in a folder (Save...).
Results: The report is created.
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6 Signing documents

When the work on your document is finished, you can sign it to prevent further change.
Electronic signatures in PLA 3.0 are compliant with 21 CFR part 11.

About this task
You can apply signatures to different areas of the document:
• Document: If you sign the whole document, it will be displayed read-only.
• Content: If you sign the content area, the document structure will be displayed as readonly.

• Data: If you sign the data area, the data editors will be displayed as read-only.
Note: Signing documents requires the 'Apply electronic signature' permission.

Procedure
To sign a document:
1. On the action bar, click

Signatures.

2. In the Electronic signatures dialog, click

Apply signature.

3. In the Apply electronic signature dialog, enter the following signature-related
information:
a. Area: Select the area that you want to sign. In this example, you sign the whole
document.
b. Template: Select the reason why you want to sign the document. You can use one of
the provided templates, or you can describe the reason in the Meaning text box.
c. Password: Enter your password.
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Figure 5. Apply electronic signature dialog
4. To confirm the signature, click Apply.
Results: Your signature is listed in the Electronic signatures dialog.

Figure 6. Electronic signatures dialog
5. Click Close.
Results: In the Content editor, the yellow information bar displays a corresponding
message.

Figure 7. Information bar of a signed document
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7 Upgrading the structure of documents
If a newly activated add-on version requires a different document structure, you have to
upgrade your existing documents.

You can edit documents only if they follow the structure required by the currently active addon version.

About this task
You can upgrade the structure of an individual document or all documents in a folder. You
can also create upgraded copies of your documents instead of upgrading the originals.

Upgrading a document structure removes all results from the document and, if your database
policies allow it, also all signatures.
Important: Structure upgrades cannot be reverted.

Procedure
To upgrade all documents in a folder:
1. In the Navigator, right-click the folder that contains the documents you want to upgrade.
2. From the context menu, select Advanced >

Upgrade structures in folder.

3. In the Upgrade document structures dialog, set up the upgrade logic.
a. Select the document modes you want to upgrade. The document mode determines
the purpose for which the document is used. You can upgrade documents, document
templates, performance qualification (PQ) definitions, or any combination of the three.
b. Select whether you want to create upgraded copies or upgrade the original documents.
c. By default, signed documents are excluded from the upgrade process. If your database
policies allow signature removal, you can include signed documents: Select the
Upgrade signed documents check box and enter your login credentials.

Note: This option is available only if you upgrade the original documents. If you
do not have the permission required to remove signatures, signed documents are still
excluded.

4. To start the upgrade process, click Proceed.
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8 Audit trail

Use the audit trail to access details on document-related actions. The audit trail on document
level contains a subset of the entries available in the system-wide audit trail.
The audit trail logs all document-related actions, starting with the document creation. Every
action creates an entry in the audit trail. The entry contains details about the type of action,
the date and time on which the action was performed, and the user who performed the
action.

On the action bar, the Audit trail is located below the data editors. Select an entry to view its
details:

Figure 8. Details of an audit trail entry

8.1 Filter audit trail entries
Apply filters to view only a subset of the available audit trail entries, for example, entries that
were created on a specific date or by a specific user.

Procedure
To filter audit trail entries:
1. In the audit trail toolbar, click

Filter.

2. In the Document audit trail filter dialog, use the following criteria to define your filter:
◦ Operator: The user who performed the action.
◦ Action: The type of action that was performed, for example, the creation of
a document (OBJECT_INITIAL), or the application of an electronic signature
(OBJECT_SIGN).
◦ Date: The date on which the action was performed. You can enter a specific date or a
time frame.
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Note: The filter for objects is not available on document level.
Example: The following filter displays only entries created by the operator 'Administrator'
on 25-August, 2020:

Figure 9. Audit trail filter on document level
3. Click Filter.
Results: The audit trail table is filtered according to your criteria.
4. To keep the filter active, click X to close the dialog. To reset the filter, click Reset before
you click X.
Tip: You can also reset the filter by clicking

Reset filter in the audit trail toolbar.

8.2 Export audit trail entries
Export audit trail entries to make them available in a log file, for example, if you want to print
them out.
Tip: Depending on the number of entries, the export can take several minutes. If you
require only a subset of the data, you can reduce the processing time by applying a filter
before starting the export.

Procedure
To export audit trail entries:
1. In the audit trail toolbar, click

Export.

2. In the Export audit trail dialog, on the Settings tab, navigate to the directory where you
want to store the log file.
3. Click Start.
Results: The log file is created in the selected folder. You can open it in any text editor for
further processing.
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