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System requirements

»  Client computers

*  Application server

e Database server

 Reporting server

Client computers

e Software for client computers

Software for client computers

Component Requirements

Operating system Microsoft Windows 10 or later.

Internet browsers Google® Chrome (latest public version).
Microsoft® Edge (version 88 or later).

Tools for downloading data Any or all of the following tools for downloading
data:

*  Adobe Acrobat Reader.

»  Microsoft Excel, for XLS or XLSX.
. Microsoft Word, for DOCX files.

e SAS System Viewer, for XPT files.
»  Base SAS, for SAS files.

* A ZIP archive manager.

Application server

¢« Minimum hardware for the application server

e  Software for the application server

Minimum hardware for the application server

Component Description

Processor 64-bit Intel 6-core 2.8 GHz or higher processor.

Actual requirements are based on the size of the
dataset and the expected number of concurrent
users.

Memory 16 GB RAM.

Actual requirements are based on the size of the
dataset and the expected number of concurrent
users.
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ORACLE Chapter 1
Database server

Component Description

Disk storage 600 GB for data.
Actual requirements are based on the size of your
dataset.

Connectivity (Internet speed for connectivity) 1 GB recommended.

Software for the application server

Component Description
Operating system Oracle Linux 9.
Software e Oracle Database Client that matches your

database version.
Select either the developer or the full
installation option. The installation must
include the SQL*Loader (sqlldr) utility.

*  WebLogic 14 (includes ADF runtime and
requires OEL9) with Java 21.

Database server

¢ Minimum hardware for the database server

e Software for the database server

Minimum hardware for the database server

Component Description

Processor 64-bit Intel 2-core 2.8 GHz or higher processor.

Actual requirements are based on the size of the
dataset and the expected number of concurrent
users.

Memory 16 GB RAM.

Actual requirements are based on the size of the
dataset and the expected number of concurrent

users.
Disk storage 1.2 TB for data.
Actual requirements are based on the size of your
dataset.
Connectivity 1 GB recommended.
Software for the database server
Component Description
Operating system Oracle Linux 9.
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ORACLE Chapter 1
Reporting server

Component Description

Software Oracle Database 19c
The following installation options are supported:
. Block size: 8k minimum
e Character set: AL32UTF8
e NLS_LENGTH_SEMANTICS: BYTE
e EZ Connect

Reporting server

» Requirements for the Oracle Analytics reporting server

Requirements for the Oracle Analytics reporting server

To use Oracle Analytics to report on Oracle Empirica Signal, your system must meet the
requirements defined in the Analytics Configuration Guide for Empirica Reporting. Make sure
that Oracle Empirica Signal and Analytics run on separate servers.
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Changes in the Oracle Empirica 2025.4.03
release

Topics:

e |ssues fixed

Issues fixed
«  Download
e Queries

¢ User interface

Download

39979741 - Downloading a report with stacked columns to Excel produces unstacked
headers

39979741 - Downloading a report with stacked columns to Excel produces unstacked
headers

Before

When users downloaded reports with stacked column headers to Excel, the download
combined the headers into a single row. This behavior removed the column groupings shown
in Oracle Empirica Signal and made the spreadsheet harder to interpret.

After

Excel downloads now preserve stacked column headers across multiple rows. The report
layout now matches the report displayed in Oracle Empirica Signal.

Queries

40001936 - Time portion of date is excluded in query construction

40001936 - Time portion of date is excluded in query construction

Before

Date filters ignored the time portion of a date-time value and used only the date when selecting
cases. For example, the system treated an end date of 20-Aug-2026 11:59:59 PM as 20-
Aug-2026 12:00:00 AM. As a result, the system excluded cases completed later that day, even
when they fell within the specified date-time range.

After

The system now uses the full date and time when applying date-based query filters.

Release Notes
G46722-03 October 2, 2026

Copyright © 2019, 2026, Oracle and/or its affiliates. Page 1 of 2



ORACLE Chapter 2
Issues fixed

User interface

e 39950289 - Deprecated event used to handle page closing and refreshing

39950289 - Deprecated event used to handle page closing and refreshing

Before

For Google Chrome and Microsoft Edge browsers, Oracle Empirica Signal used the
deprecated unload event to handle page closing and refreshing. This behavior could delay or
miss refresh actions.

After

The issue has been resolved. The system now responds correctly when users close popups or
move between pages.
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Changes in the Oracle Empirica 2025.4.02
release

Topics:
 Enhancements

e |ssues fixed

Enhancements
e User interface
* Reporting

User interface

« Load Date in the Source Data section of the Home page clarified (3848885)

e The Home page cards show overdue counts only when they are greater than zero

(38527536)

Load Date in the Source Data section of the Home page clarified (3848885)

The Load Date on Data Release cards in the Source Data section of the Home page
represents when the data was made available in the user environment. For local
configurations, load date is the date when the configuration was created in the environment.
For managed configurations, load date is the date the configuration was imported.

The Home page cards show overdue counts only when they are greater than zero
(38527536)

The Home page Tasks section shows the number of assigned Topic actions and the number of
them that are overdue, if greater than zero.

Reporting

« Renamed assignment value and new reporting column in OAS Signal Analytics

(38517644)

Renamed assignment value and new reporting column in OAS Signal Analytics
(38517644)

In the Shared Analysis filter, the Assigned To value has been renamed to Assignee, and now
includes both the assigned product reviewer usernames and product-event reviewer
usernames. A new Product Assignee column has been added to the Alert Due Dates and Alert
Status reports to distinguish the product-level assignee from the product-event level Assigned
To value. The reports will filter results if the selected Assignee exists in either column.
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Issues fixed

Issues fixed
e  Signal management
* Reporting

Signal management

e 38555660 - Custom PEC Graphs show incomplete data when scrolling

38555660 - Custom PEC Graphs show incomplete data when scrolling

Before

Switching between custom graphs with different number of data points in the PEC Detail
Graphs section did not reset the horizontal scroll position, causing data points at the start of a
new graph to be hidden when scrolling from right to left.

After

Now, when you select a different PEC Detail Graphs, the view resets to the start so all data
points are immediately visible.

Reporting

e« 38517504 - OAS Signal Analytics loading issues in the Signal Review section

38517504 - OAS Signal Analytics loading issues in the Signal Review section

Before

The Reviewed and Assigned To filters in the Shared Analysis Criteria filter sometimes did not
show all available values due to caching issues. Also, the Dismissed Alerts Report
experienced slow load and execution times.

After

The Reviewed and Assigned To filters now correctly display all values after resolving the
caching problems. The Dismissed Alerts Report now loads and runs faster with improved
performance.
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Changes in the Oracle Empirica 2025.4.01
release

Topics:
 Enhancements

e |ssues fixed

Enhancements

¢ Data mining runs

* Reporting

e Signal management
*  Topics

* User interface

+  Other

Data mining runs

« Data mining runs now include release version (37308880)

e System requirements - operating system updated (37734226)

Data mining runs now include release version (37308880)

Starting with this release, the data mining results downloaded in an Excel spreadsheet (.xIsx)
now include the Oracle Empirica Signal version in the run details.

System requirements - operating system updated (37734226)

Linux 9 is a minimum supported operating system and replaces Linux 7.6. Also, R 4.4.1 has
replaced R 4.0.5 to support Linux 9.

To install and run Oracle Empirica Signal 2025.4.01 version successfully please ensure that
your system has been updated.

Reporting

e Projects filter for topics in Oracle Analytics improved (33470521)

e Oracle Analytics Server extended to Signal Management data (36054788)

* Report on multiple topic workflow configurations in Oracle Analytics Server (23214915)
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Chapter 4
Enhancements

Projects filter for topics in Oracle Analytics improved (33470521)

Previously, the Project filter in Oracle Analytics showed all projects (assigned and unassigned)
created in Oracle Empirica Signal.

Now, the list of projects only contains projects associated with topics that are visible to you.

Oracle Analytics Server extended to Signal Management data (36054788)

Oracle Analytics Server (OAS) now provides access to Signal Management data for reporting
purposes.

Users with at least Bl Consumer permission, can now access Oracle Analytics directly from the
side panel in Oracle Empirica Signal using the dedicated icon.

To enable this option, Administrators must select the Enable Analytics checkbox in the Site
Options page, in Settings.

For new Oracle Empirica cloud customers, Signal Management reporting is installed by default
and added to OAS as a separate subject area.

Report on multiple topic workflow configurations in Oracle Analytics Server

(23214915)

You now have the option to report on more than one topic workflow configuration in Oracle
Analytics Server. In Oracle Analytics each workflow configuration will be in a separate subject
area.

If you use Oracle Empirica Signal on premise, see the Oracle Analytics Configuration Guide for
Empirica Reporting for more information about setting up the multiple topic workflow
configuration option.

If you use Oracle Empirica Topics, and you are a cloud customer, contact your Oracle
representative to add them for you.

Signal management

»  Age group or gender breakdown graphs open in separate windows (34239735)

*  Option to suppress tracked alert calculation for all interactive refreshes added (35393343)

»  Saved user display of Signal product-event combinations views updated after
administrative changes (37273496)

* View Signal Management permission extended with new Annotate Signal Management
permission (20402302)

Age group or gender breakdown graphs open in separate windows (34239735)

Release Notes
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When viewing the age group or gender breakdown graphs from Signal Review, Oracle
Empirica displays the graphs in separate windows.
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ORACLE Chapter 4
Enhancements

Option to suppress tracked alert calculation for all interactive refreshes added
(35393343)

Suppression of tracked alert calculations is now available for all types of signal configurations.
This can be set either by editing the configuration or when submitting the refresh. After the
refresh is completed, the refresh job status will be Completed with warnings.

Saved user display of Signal product-event combinations views updated after
administrative changes (37273496)

If a user has customized their product-event combinations view, such as by adding or removing
columns, then if an administrator updates the base view, the user’s view is reset to the new
base view.

View Signal Management permission extended with new Annotate Signal
Management permission (20402302)

In previous versions, the View Signal Management granted users access to the Signal Review
module and allowed them to close alerts.

Beginning with this release, permissions have been refined for greater control:

«  Existing permission — View Signal Management: Still grants access to the Signal Review
module and enables users to view signal configurations published to their login group.

* New permission — Annotate Signal Management: Required for submitting product notes,
product-event combination comments, alert reviews, or case annotations (if enabled).
Without it, users have view-only access. Suitable for users actively participating in the
signal/alert review process.

During the upgrade to 2025.4.01, the new Annotate Signal Management permission will be
automatically assigned to all existing user roles that already have the View Signal Management
permission at the time of upgrade, ensuring users retain their current capabilities.

The upgrade applies automatic permission updates only when View Signal Management
permission is assigned at the user level.

Administrators can now decide if they want to only assign the View Signal Management
permission or add the new Annotate Signal Management permission when creating new roles
or updating individual permissions, providing flexibility for users’ involvement in the signal and
alert review processes.

Topics

«  Email notifications now filed in a separate log (30489071)

« Signal evaluation method added as a standard Topic field to the Sample GVP topic
workflow configuration (33910100)

»  Topics REST API Service added for Save to Topic (31838171, 33575685)

e Users can select a topic workflow configuration when Saving to Topic (32559868)
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ORACLE Chapter 4
Enhancements

Email notifications now filed in a separate log (30489071)

Oracle Empirica now logs all outgoing notifications to customers. Email notifications are
captured in a separate file, improving the ability to monitor, audit, and troubleshoot
notifications.

Signal evaluation method added as a standard Topic field to the Sample GVP topic
workflow configuration (33910100)

The Method of Signal Evaluation has been added as a standard topic field to the Sample GVP
topic workflow configuration. It appears in the Summary of Safety Signals report generated in
Oracle Analytics for a workflow configuration based on the Sample GVP.

Topics REST API Service added for Save to Topic (31838171, 33575685)

The REST API includes topic service methods that retrieve information about topics or actions
or save to a topic or action. Any data that is retrieved is based on the user's work team
permissions and topic workflow configuration.

Using the Topics REST API, the user specifies the topic workflow configuration on which to
operate. The REST API has also been enhanced to get action detail information.

For full details, see the Topics REST API Guide.

Users can select a topic workflow configuration when Saving to Topic (32559868)

This enhancement allows users to create topics or save to topic to all topic workflow
configurations to which they have access without having to manually switch topic workflow
configurations. The selection defaults to the user's preference.

User interface

« Home page improved and experience is customizable (35407129)

Home page improved and experience is customizable (35407129)
A customizable Home page greets you when you log in to Oracle Empirica Signal and Oracle
Empirica Topics. The Home page can contain any or all of these four sections:

* Tasks: This section displays cards for alerts, completed and total product-event
combinations, progress reviewing alerts, topic workflow configurations published to you,
and work team counts. Alert cards take you to Signal Review. Topics card go to the Topics

page.
— Alert cards: Show the alerts and progress for signal management configurations.

— Topics cards: Show open topics and actions for you or work teams of which you are a
member.

* Source Data:
— Data Source cards: Show the load date and the time frame for each data source type.

— Signal management configuration cards: Show the configuration name, refresh
date, and as-of date for time-stamped data.

Release Notes
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Other

Chapter 4
Issues fixed

— Multi-enterprise sighal configuration cards: Show the refresh data and the sources
of the data.

* Help Center: This section provides links to the Oracle Help center where you can search
for information and view videos.

e Custom: This section contains the custom home page configured for your login group, if
any.

¢ New version naming format adopted: year +quarter + iteration (37827466)

e 34737863 - Table is not loading on Signal Review or Topics page while switching between
configurations

New version naming format adopted: year +quarter + iteration (37827466)

We have updated how we name product versions to make it easier for you to track changes
and understand release timing.

Starting from this release, we're switching to a calendar-based versioning format
oonooo0year.quarter.iteration for all new releases. Here are some of the benefits of this
enhancement:

e Provides better readability and chronological sorting

e Aligns versioning with your quarterly planning or compliance reports

e Tracking the release cadence is more predictable within a business quarter
We've transitioned from our previous format to a new structure:

Previously:

e 9.2.3 for major releases

e 9.0.54 for patches

Now:

e 2025.4.01 for major releases

e 2025.4.02 for patches

Previous releases using the old naming format are still available. Visit https://
docs.oracle.com/en/industries/health-sciences/empirica-signal/index.html

Issues fixed

Release Notes
G46722-03

¢« Download
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ORACLE Chapter 4
Issues fixed

Download

e 37892655 - Topic reports in Oracle Analytics Server display as non-existent

35008378 - Server error when downloading a table with more than 256 columns to
worksheet with format .xIsx

37892655 - Topic reports in Oracle Analytics Server display as non-existent

Before

Three reports, Days in Current Topic State, Topic Processing Time, and Summary of Safety
Signals show a "non-existent table" error in Oracle Analytics Server.

After

All reports now run successfully error-free.

Case series

o 37122999 - Case scores for Oracle Argus Mart always reflect latest case versions

37122999 - Case scores for Oracle Argus Mart always reflect latest case versions

Before:

Due to design limitations, Argus case score values were always calculated using the most
recent case data with every Oracle Argus Mart ETL run. When drilling into cases (case list and
case detail-level drill down) within Signal Review, the case scores visible on these screens
reflected the latest value for any case that was updated in Oracle Argus Mart after the signal
refresh.

After:

When drilling into cases, the case scores reflect the values based on the date of the signal
refresh.

Data mining runs

e 35159841 - Runs with PRR stratification enabled may fail with an out-of-memory error

35159841 - Runs with PRR stratification enabled may fail with an out-of-memory error

Before:

Calculations for stratified PRR rely on preallocated system memory. The memory requirements
increase with data size and number of distinct strata. When exceeding the available memory
resources, runs with stratified PRR enabled may fail.

After:

Memory defaults have been increased so that the memory requirements for calculations for
stratified PRR may not fail.
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ORACLE Chapter 4
Issues fixed

Download

e 37892655 - Topic reports in Oracle Analytics Server display as non-existent

e 35008378 - Server error when downloading a table with more than 256 columns to
worksheet with format .xIsx

35008378 - Server error when downloading a table with more than 256 columns to
worksheet with format .xlsx

Before:

If you downloaded a table with more than 256 columns to an Excel spreadsheet (.xIs), a server
error occurred.

After:

Downloading a table with more than 256 columns to an Excel spreadsheet (.xIsx) does not
trigger a server error.

Subscription data releases in Oracle Cloud

e 36770938 - Cancel does not work if job terminates irreqularly

36770938 - Cancel does not work if job terminates irregularly

Before:

In rare instances, the import of a subscription data release got stuck in the "Running" status
and the Cancel option didn't work.

After:

Even if an import terminates irregularly, it can be canceled.

Topic management

e 32568734 - Publishing topic workflow configurations to multiple login groups causes
incorrect removal of work teams from other groups

e 33374654 - Topic attachment count in the Topic table does not match the Topic Detail
panel

32568734 - Publishing topic workflow configurations to multiple login groups causes
incorrect removal of work teams from other groups

Before

When you published topic workflow configurations to more than one group and a user in one
login group edited a topic template or action type, the result was that only the work teams for
that user's login group were saved and the work teams from other login groups were deleted.

After

Now, when a user edits a topic template or action type, only work team visibility for their own
login group gets modified.
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Chapter 4
Issues fixed

33374654 - Topic attachment count in the Topic table does not match the Topic Detall

panel

Other

Before

When hovering over the Size and Attachment count columns, the headers did not provide
descriptions about their functionality. This lack of contextual guidance caused ambiguity,
leading to misinterpretation of the controls' intended purpose.

After

When you hover over the Size and Attachment count column headers, tool-tips display concise
descriptions of the columns in the Topics and Actions tables to reduce the risk of incorrect
usage.

*  New version naming format adopted: year +quarter + iteration (37827466)

e 34737863 - Table is not loading on Signal Review or Topics page while switching between
configurations

34737863 - Table is not loading on Signal Review or Topics page while switching
between configurations

Release Notes
G46722-03

Before:

If your table was scrolled to the right, and you switched between configurations from the Signall
Review and Topic Management pages, the table failed to load and returned an error.

After:

The table shows as expected after switching between signal configurations.
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Change log

Date

Revised part number

Description

October 2026

September 2026

October 2025

July 2025

January 2025

November 2024

February 2024

August 2023

April 2023

G46722-03

G46722-02

G39819-01

G31078-02

F87390-02

F87390-01

F91960-01

F82913-01

F70450-01

Revised document for the Oracle
Empirica Signal 2025.4.03
release.

Revised enhancements:

*  Users can select any topic
workflow configuration when
Saving to Topic (32559868).

*  Option to suppress alert
calculations for all interactive
refreshes added (35393343).

Revised document for the Oracle
Empirica Signal 2025.4.01
release.

Updated some back-end
structural elements that don't
impact the information in this
publication.

Added descriptions of two

Empirica 9.2.3 enhancements:

*  Miscellaneous column for
variables subtypes added to
Argus configurations
(36943197)

* Increased precision of
logistic regression results
(37054795)

Revised document for the Oracle
Empirica Signal 9.2.3 release.
Revised document for the Oracle
Empirica Signal 9.2.2.2 release.
Revised document for the Oracle
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