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1 About This Document

This document defines the functional scope of SAP Batch Release Hub for Life Sciences.

Further restrictions may apply based on your license agreement with SAP. Functions and capabilities described
in the documentation of this product may exceed the functional scope of the product to explain integration
with other SAP products that must be licensed separately.

Documentation

The following documentation is available for SAP Batch Release Hub for Life Sciences:

• This feature scope description
• Information on setup, configuration, operations, and security
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2 About SAP Batch Release Hub for Life
Sciences

SAP Batch Release Hub for Life Sciences is your central point of access to the information necessary for
making fast and accurate release decisions in the pharmaceutical industry.

SAP Batch Release Hub for Life Sciences provides you with the information you need to prepare, review, and
make compliant release decisions. By centralizing the relevant data from diverse source systems in one place,
the solution helps you manage the complexity of the release decision process and detect any deviations early
in the process.
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3 Features

Get an overview of the key features that are available for SAP Batch Release Hub for Life Sciences.

Feature Description

Dashboard of key metrics for
batch release decisions

Prioritize and manage your batch release workload using a dashboard of key metrics that
provides insight into the status and urgency of your batch release decision items.

Worklist for reviewing, pre-
paring, and setting release
decisions for batches

Evaluate batch release decision items and the relevant release checks using a role-based
worklist that's tailored to support persons responsible for the evaluation and release of
batches.

The worklist enables users to do the following with the batch release decision items they're
responsible for:

• Prioritize release decision items

• Get an immediate overview of the status of each item

• Assign items for processing

• Determine the countries/regions that are suitable for release

• View the suitable customers and change their suitability if required

• Manage the release quantity for a batch

• Add comments

• Upload attachments

• Set a release decision with an e-signature

• Reprocess completed release decision items to set a new release decision, if necessary

• Regenerate new or in-progress release decision items to apply recent changes in con-
figuration or to change the release type

• Cancel new or in-progress release decision items when they are no longer required

Optionally, SAP S/4HANA customers can configure their systems to display the following
information for a batch release decision item when applicable:

• Additional batch characteristics

• Evaluations of multiple specifications
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Feature Description

Worklist for reviewing, pre-
paring, and setting release
decisions for packaging con-
trol numbers (PCNs)

Evaluate PCN release decision items and the relevant release checks using a role-based
worklist that's tailored to support persons responsible for the evaluation and release of
PCNs.

The worklist enables users to do the following with the PCN release decision items they're
responsible for:

• Prioritize PCN release decision items

• Get an immediate overview of the status of each item

• Assign items for processing

• View the countries/regions that are suitable for release and change the suitability if
required

• Upload attachments

• Set a PCN release decision with an e-signature

• Reprocess completed release decision items to set a new release decision, if necessary

• Regenerate new or in-progress release decision items to apply recent changes in con-
figuration or to change the release type

• Cancel new or in-progress release decision items when they are no longer required

Automated batch release Configure release types for which batches can be released automatically and without an
e-signature.

Organizational setup Use quality departments to organize users, locations, and responsibilities relevant for the
processing of release decisions. You can create user responsibility templates to help you
organize and assign responsibilities efficiently. In addition, you can search for and review the
responsibilities that have been assigned to the users in your quality departments.

Configuration framework for
release decision processing

Configure deviation statuses, release check statuses, release checks, release decisions, and
release types based on preconfigured content. You can configure release process flows or
inspection types to automatically determine the relevant release types for a batch release
decision. You can configure PCN release process flows to automatically determine the
relevant release types for a PCN release decision.

You can enhance certain release checks to include the release check data for the related
components of the batch. In addition, you can configure the system to automatically reset a
user-set release check status when there are changes to the release check data.

You can configure the restriction drivers and processing steps that are relevant for jurisdic-
tional control in the batch release process.

Optionally, you can replicate your own custom country/region master data and manage the
activation status of the countries/regions.

Preconfigured release checks
and business rules

Use preconfigured release checks that each include a business rule for automated evalua-
tion of the release check status as provided by the source system.

You can use these release checks as a basis for creating your own variants of a particular
release check type.
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Feature Description

Custom release checks Integrate manual checking activities in your release decision process by creating custom
release checks that consist of a list of checklist items.

You can configure an AI-assisted custom release check that allows an AI-generated proposal
for a checklist item. To use the AI-assisted custom release check, customers must enable
the AI feature, which in turn requires the purchase of AI units.

Jurisdictional control Use the following jurisdictional control features to examine whether the procurement, man-
ufacturing, and distribution processes within your supply chain are compliant with the
specifications authorized by the relevant health authority:

• Create authorized supply chain maps for target materials and destination countries or
regions. Add the included materials and processing steps, and then add the restriction
drivers that apply for each material and processing step.

• View the authorized supply chain maps for your target materials in each relevant coun-
try or region. For a material at a processing step, you can view the restriction drivers
and their authorized reference values.

• View the supply chain tables for your target materials in each relevant country or
region. For a material at a processing step, you can view the restriction drivers and their
authorized reference values. You can also see which restriction drivers are relevant for
jurisdictional control.

• Implement the jurisdictional control check to evaluate whether a batch is compliant
with the specifications authorized by the relevant health authority. In the jurisdictional
control check, users can do the following:

• Enter missing actual values for restriction drivers that are configured as requiring
manual data entry

• Review and set the status of restriction drivers that are configured as requiring
manual evaluation

• Set the suitability of batches for use in a target material and country/region

• Reevaluate the jurisdictional control check to determine whether previously released
batches are still compliant.

Integrate externally produced batches into the jurisdictional control process with the follow-
ing features:

• Configure the contract manufacturing organization (CMO) suppliers that are relevant
for externally produced batches

• Manage user authorizations for processing externally produced batches

• Process externally produced batches and enter the missing actual values of restriction
drivers

Transport of configuration
settings

Transport your configuration settings from a source tenant to a target tenant.
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Feature Description

Tracking of changes Track changes made in objects used for release decision processing and actions associated
with the setting of release decisions.

Track events related to e-signatures for release decisions.

Track events related to e-signatures for the approval and publishing of authorized supply
chain maps.

Integration with source sys-
tems

Use public application programming interfaces (APIs) to integrate with diverse systems that
provide data for batches, PCNs, and release checks.

This flexible framework enables you to integrate with the following, for example:

• SAP S/4HANA or any ERP system

• Other SAP products, such as SAP Intelligent Clinical Supply Management, SAP Global
Batch Traceability (SAP GBT), and SAP Advanced Track and Trace for Pharmaceuticals

• Other systems relevant for the batch release process, such as a laboratory informa-
tion management system (LIMS), regulatory information management system (RIMS),
quality management system (QMS), or manufacturing execution system (MES)

Extensibility Use the available capabilities for extensibility to meet your specific business needs:

• Extend data structures to include customer-specific fields

• Extend release check details to display customer-specific fields

• Implement customer-specific logic for business rules executed for release checks

Monitoring of data from
source systems

Monitor and manage incoming data from source systems to ensure smooth data flow and
detect any data inconsistencies or errors quickly.

Reports for batch release de-
cisions

Create PDF reports that enable you to get all the information relating to a single batch
release decision as well as a summary of all the batch release decisions made in one or
more locations.
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Important Disclaimers and Legal Information

Hyperlinks
Some links are classified by an icon and/or a mouseover text. These links provide additional information.
About the icons:

• Links with the icon : You are entering a Web site that is not hosted by SAP. By using such links, you agree (unless expressly stated otherwise in your
agreements with SAP) to this:

• The content of the linked-to site is not SAP documentation. You may not infer any product claims against SAP based on this information.

• SAP does not agree or disagree with the content on the linked-to site, nor does SAP warrant the availability and correctness. SAP shall not be liable for any
damages caused by the use of such content unless damages have been caused by SAP's gross negligence or willful misconduct.

• Links with the icon : You are leaving the documentation for that particular SAP product or service and are entering an SAP-hosted Web site. By using
such links, you agree that (unless expressly stated otherwise in your agreements with SAP) you may not infer any product claims against SAP based on this
information.

Videos Hosted on External Platforms
Some videos may point to third-party video hosting platforms. SAP cannot guarantee the future availability of videos stored on these platforms. Furthermore, any
advertisements or other content hosted on these platforms (for example, suggested videos or by navigating to other videos hosted on the same site), are not within
the control or responsibility of SAP.

Beta and Other Experimental Features
Experimental features are not part of the officially delivered scope that SAP guarantees for future releases. This means that experimental features may be changed by
SAP at any time for any reason without notice. Experimental features are not for productive use. You may not demonstrate, test, examine, evaluate or otherwise use
the experimental features in a live operating environment or with data that has not been sufficiently backed up.
The purpose of experimental features is to get feedback early on, allowing customers and partners to influence the future product accordingly. By providing your
feedback (e.g. in the SAP Community), you accept that intellectual property rights of the contributions or derivative works shall remain the exclusive property of SAP.

Example Code
Any software coding and/or code snippets are examples. They are not for productive use. The example code is only intended to better explain and visualize the syntax
and phrasing rules. SAP does not warrant the correctness and completeness of the example code. SAP shall not be liable for errors or damages caused by the use of
example code unless damages have been caused by SAP's gross negligence or willful misconduct.

Bias-Free Language
SAP supports a culture of diversity and inclusion. Whenever possible, we use unbiased language in our documentation to refer to people of all cultures, ethnicities,
genders, and abilities.
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© 2025 SAP SE or an SAP affiliate company. All rights reserved.

No part of this publication may be reproduced or transmitted in any form
or for any purpose without the express permission of SAP SE or an SAP
affiliate company. The information contained herein may be changed
without prior notice.

Some software products marketed by SAP SE and its distributors
contain proprietary software components of other software vendors.
National product specifications may vary.

These materials are provided by SAP SE or an SAP affiliate company for
informational purposes only, without representation or warranty of any
kind, and SAP or its affiliated companies shall not be liable for errors or
omissions with respect to the materials. The only warranties for SAP or
SAP affiliate company products and services are those that are set forth
in the express warranty statements accompanying such products and
services, if any. Nothing herein should be construed as constituting an
additional warranty.

SAP and other SAP products and services mentioned herein as well as
their respective logos are trademarks or registered trademarks of SAP
SE (or an SAP affiliate company) in Germany and other countries. All
other product and service names mentioned are the trademarks of their
respective companies.

Please see https://www.sap.com/about/legal/trademark.html for
additional trademark information and notices.
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