What's new in Opcenter
Execution Pharma 2405

Evolving Mendix role-based modules and expanding a rich catalog
of manufacturing capabilities

Benefits

Use a web client via the operator cockpit
and equipment logbook to execute
manufacturing operations

Configure native interoperability between
the operator cockpit and the equipment
logbook app

Use ad-hoc processes triggered by exter-
nal events for easy process design

Reduce development effort and risk by
using installation simplification and a
new .NET SDK to implement tasks

Integrate easily with an external system
supporting the publish and subscribe
mechanism using the NATS client

Supports the latest Windows Server 2022

SIEMENS

Summary

Opcenter™ Execution Pharma (EX PH) software serves as the foundation for
leading pharmaceutical manufacturers and innovators that want to enable rapid
change, lean paperless manufacturing, consistent quality output and higher
profit margins. Offering native integration between the manufacturing execu-
tion system (MES) and the distributed control system (DCS) layer, Opcenter EX
PH expedites the design, execution and review of the manufacturing process
steps and provides flexibility in the master batch record (MBR) design process.

Opcenter EX PH 2405, which is a part of the Siemens Xcelerator business plat-
form of software, hardware and services, enables users to regulate and manage
processes without paper-based procedures or documents. With Opcenter EX PH,
you can easily configure and leverage out-of-the-box (OOTB) functionality to
facilitate design processes even if the user does not have specific information
technology (IT) skills.

siemens.com/opcenter
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Features
e Equipment logbook app and Opcenter EX
PH OOTB interoperability

e Seamless navigation between the equip-
ment logbook app and operator cockpit

e Support equipment’s decommissioning in
equipment logbook app

e Operator cockpit extension with new
packaged business capabilities: equip-
ment transfer and equipment move

e Operator cockpit task filtering and perfor-
mance enhancements

* Ad-hoc process triggering

OPCENTER

Powered by an advanced workflow engine and easy-to-use electronic work
instructions (EWIs), manufacturers can use Opcenter EX PH to direct manufac-
turing while recording and centralizing everything required for a completed
batch record. Further, leveraging MBRs facilitates managing key process
parameters.

As the system is fully compliant with U.S. Food and Drug Administration (FDA)
and Good Manufacturing Practice (GMP) regulations, manufacturers can opti-
mize batch manufacturing processes and streamline resources such as user
guidance, equipment allocation and standard operation procedures (SOPs).
The software can also systematically control the manufacturing execution at all
stages, including human operations or operations controlled by the automation
layer.

Using Opcenter EX PH enables manufacturers to reliably acquire critical process
data. Additionally, users can forward and backward search using the genealogy
and audit trail tools and review product batch records by exception to provide
faster and more efficient product releases. This significantly reduces the manu-
facturing review and release times and facilitates a faster time-to-market.

Opcenter EX PH 2405 includes several enhancements, delivers new OOTB
features, eases the engineering requirements and reduces the total cost of
operation (TCO) of a customer’s system.

Capabilities

Operator cockpit with additional standard PBC

This web-based and cloud-ready application manages manufacturing task
execution across the plant, based on the Siemens Xcelerator platform.
Additionally, you can extend or adapt it using the Mendix™ Low-code platform,

which is also part of the Siemens Xcelerator business platform.

Its purpose is to:

* Display the list of tasks the connected operator can perform according to the
task orchestration mechanism managed by the Opcenter EX PH workflow
engine

* Guide the operator through task execution based on a modern user
experience (UX)

Tasks executable from the operator cockpit are defined in a packaged business

capability (PBC).

In the next product versions, we will release more standard PBCs for the
operator cockpit.
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In this version, we addressed the following enhancements:

e Equipment transfer and move

* Electronic signature (single/single check) on deviation for combination PBC

e Cross-app navigation

* Performance and filtering improvements

Standard PBCs

With each new product release, the focus is on delivering new standard PBCs to extend operator
cockpit functional coverage. In version 2405, we introduce two new PBCs, equipment transfer

and equipment move, which have a similar functional behavior to their related execution in the
PIProcess application.

Performance and filtering improvements
It is now possible to link the device that runs the operator cockpit app with the workcenter.
Consequently, you can filter the tasks displayed in the operator cockpit in the workcenter.

We also implement several nonfunctional requirements, for example, improving the task’s display

performance.
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Example showing the workcenter filtering.

Benefits:
¢ More web capabilities
e Improved UX

Cross-app navigation

The operator cockpit now supports direct navigation to the equipment logbook app. This cross-
app navigation improves the UX and makes it easier to address use cases involving both
functionalities.
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Cross-apps navigation

The operator cockpit to the equipment logbook navigation.

Equipment logbook and interoperability Integration with the IT infrastructure is
scenarios straightforward using open standards. Open
The equipment logbook app centralizes equip- ID Connect (OIDC) and API Rest standards are
ment events in one place with an easy way to widely used to integrate the existing customer
create, correct, review and export logbook authentication system and other external
entries. The application is accessible via a systems, providing capabilities like enterprise
web portal designed to support desktop and resource planning (ERP), MES and automation.

tablet devices.

[oc] Logbook Details SIEMENS
We built this new OOTB feature based on a IR bosk ENDy Fistoy
microservice software architecture design »
pattern, encapsulating its own user interface [l = < e me
(Ul) and database. With this, the equipment

logbook can also be used easily where
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Opcenter EX PH is not yet deployed, quickly
providing value for the user community at a
low cost.
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Enhanced interoperability between the equipment logbook and MES.

With the 2405 release, the app comes with
three major enhancements:

¢ Cross-app navigation

e Enhanced logbook management (locking)

e Enhanced interoperability with Opcenter
EX PH

Enhanced interoperability with Opcenter
EX PH

For an infrastructure setup where the equip-
ment logbook app is used together with
Opcenter EX PH, each new logbook entry you
create in the equipment logbook leads to an
automatic audit trail insertion in Opcenter

EX PH.

This way, you can use Opcenter EX PH as a
unique point of review for the complete batch
record, gathering information from the MES
and the equipment logbook, which facilitates
the job of the quality assurance (QA) user.

From a technical perspective, this integration
between the equipment logbook and the MES
implements an architectural model involving

NATS technology.

Such a NATS architecture allows you to

easily implement additional interoperability
scenarios, if required (between the equipment
logbook app and the MES or any third-party
system).

Cross-app navigation
The equipment logbook now includes a direct

navigation towards the operator cockpit app.

Cross-apps navigation

e Opdenni Eoepenesst Logbal fo Praimas

The equipment logbook to the operator cockpit navigation.
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Enhanced logbook management {locking)

ki b

Decommissioning

Locking a logbook.

Enhanced logbook management (locking)
In the equipment logbook master data model,
it is now possible to decommission equipment,
which leads to locking its associated logbook,
meaning you cannot add or edit an entry in
that logbook.

Benefits:
¢ No additional effort to integrate the equip-
ment logbook app and Opcenter EX PH

¢ Better operator and assurance quality UX

Ad-hoc process triggering during process
execution

With the 2405 release, it is now possible to
trigger ad-hoc processes when executing
other processes.

WE WL

Locked

You can attach a new process to any task of
the on-going production, and the tasks will
behave for the operator exactly as the predic-
tive process. The system records all the activi-
ties of the ad-hoc process next to the attached
process, and you can retrieve them from the
same electronic batch record (eBR).

Additionally, you can trigger ad-hoc processes
from the process execution via a script

from the operating text in the workflow.
Alternatively, you can trigger them easily
from external systems via an application
programming interface (API) or database
triggers.

OPCENTER
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Open PI

OPCENTER

Running production

Ad-hoc process linked to running production

)
b Button from Pl Process

Task in the workflow

i == | Button from operating text

Qa External system

Benefits:

e Simplified process design

e Simplified synchronization with
external systems

On-premises weighing bar graph for
cloud deployment

The weighing remote bar graph, which shows
the weight on a scale, reacts in real time,
providing an optimal UX for weighing opera-
tors while deploying the system in a cloud
environment. With release 2405, we are
adding the protocol SICS2 multi protocol to

extend the support of scales and deployments.

Benefits:
¢ An optimal weighing experience while
deploying the MES in the cloud

¢ Reduced TCO by deploying in the cloud

Link to task

Parameters

SIEMENS

A new level of integration and

product extension

This release introduces new approaches

to extend the capabilities of the product,

including:

e New NATS broker service

e New .NET task software development
kit (SDK)

The new NATS broker service allows Opcenter
EX PH users to subscribe to various system and
component events. Opcenter will trigger API
business logic when an external system trig-
gers specific messages.

NATS technology is well known for its reliabil-
ity and performance. Its native integration into
the architecture service of Opcenter EX PH
makes it a robust solution to easily integrate
systems and components based on a publish
and subscribe mechanism.



What’s new in Opcenter Execution Pharma 2405 OPCENTER

The publish and subscribe integration mecha- Using .NET language enables most of the
nism is also used by the product to natively integrators to implement their new tasks but
integrate the equipment logbook and also ensures code quality and reduces mainte-
Opcenter EX PH. Further, it enables infinite nance, avoiding recompilation for each
scenarios to support complex project-specific product release.

integration requirements, like embedding

. . The new .NET task SDK allows you to answer
external devices for augmented or assisted . - .

. L . . . complex requirements by providing dedicated
reality or data acquisition and integration with .
. Uls to create complex workflows, scripts and
external systems to trigger ad-hoc processes . .
operator instructions.

on demand.

Benefits:
The new .NET task SDK simplifies developing . L . o
* Simpler customization capabilities, requiring

new workflow tasks. It allows integrators to less effort

implement new features in the workflow with « More capabilities to integrate systems and
less code and fewer errors. The .NET task SDK components

provides the default behaviors of the task  Better UX, providing a best-fit task for
(default report, parameters, etc.) that the operators at a reasonable cost

integrator needs to add only to the
expected behaviors.

Efficient weighing process
while MES is deployed in the cloud
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A perfect weighing experience with the on-premises weighing bar graph.
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Improved serviceability, supportability
and DAID

With each release, we improve the serviceabil-
ity and supportability of our product. With
Opcenter EX PH 2405, we extended the
scripted installation, now having scripts
perform most of the product workstations and
server installations. This decreases the installa-
tion time from 22 minutes to three minutes
without additional effort, avoiding possible
human errors during installation.

Technical support now covers Windows Server
2022, BIL 8.1 and Opcenter Execution
Foundation 2307.

Further, we enhanced the design architecture
and infrastructure deployment (DAID) docu-
ment, providing technical documentation to
extend the product via scripts with guidance
and an extended object description.

Benefits:
e Easier administration and deployment

¢ Simpler system definition

Summary of Opcenter EX PH 2405
enhancements

Operator cockpit app
e Equipment transfer and move

¢ Electronic signature (single/single check) on
deviation for combination PBC

e Performance and filtering improvements
e Cross-app navigation

OPCENTER

Equipment logbook app
* Enhanced interoperability with
Opcenter EX PH

* Enhanced logbook management (locking)
e Cross-app navigation

Shopfloor integration
e Supports batch jump and command
recipe structure

e Supports BIL 8.1 and configuration
simplification

Scale in the cloud

e Supports SICS2 multi protocol for the
remote weighing bar graph

Process Management
* Ad-hoc process triggering

Extensibility
e New NATS client service

¢ New .NET SDK for tasks

Service and support

* Extends script installation

e Supports Windows Server 2022

* DAID scripting guidance and object
description

* Configures agent service level of log

This version also includes several
upgrades to technical aspects, enhanced
security and bug fixes.

Siemens Digital
Industries Software

siemens.com/software
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