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1 Feature Scope Description

About this Document

This document shows you which features are provided with SAP Intelligent Clinical Supply Management.

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.

Features

SAP Intelligent Clinical Supply Management leverages the power of SAP S/4HANA software together with
the SAP Business Technology Platform (BTP) to automate and improve the clinical trial supply process

and enhance visibility into the status of clinical supplies worldwide. This advanced solution addresses the
blinding and randomization needs of clinical trials and facilitates demand forecasting and the manufacturing,
packaging, labeling, and distribution of clinical finished products.
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Features

Feature

Description

Planning

Setup of study master data including completion checks

Support for blinded and unblinded studies and various study
types, such as double-blind, dose escalation, adaptive stud-
ies, and platform trials

Modeling of complex treatment schedules, with graphical
visualization

Automatic calculation of required site seeding demand
based on-site information

Integration with Clinical Trial Management Systems and In-
teractive Response Technology (IRT) Systems

Rough demand forecasting for early demand planning on
drug substance or drug product level

Deterministic demand planning - calculation and scheduling
of demand including support for subject switching and drop-
outs

Thresholds, alerts, and automatic re-planning
Supply pooling across studies

Integration with Interactive Response Systems (IRT) to con-
sider actual data in the calculation

New app to manage study approvals (optional)

New configuration for distribution depots/network (time-de-
pendent assignment)

Randomization group switches

Automatic receipt of site-seeding-related updates from a
clinical trial management system (optional)

Extended management of additional identifiers

Avoidance of IRT identifier verification in IRT master data
calls

Enhancement of the Manage Approvals app to include a site
group view and kit type information in approval items, and
enhanced workflow management

Restriction of access to study data based on IRT vendor

New Fiori app to manage programs for specific lead mole-
cules

New Fiori app to visualize material demand across studies,
placeholder studies and rough demands

Feature Scope Description for SAP Intelligent Clinical Supply Management
Feature Scope Description

PUBLIC



Feature Description
New Fiori app to create and maintain identifiers for the com-
ponents of a kit type design
Support for protocol-independent supply pooling for serial-
ized and blinded kits
Integration with SAP Master Data Governance for CFG crea-
tion requests
Approval Cockpit Enhancements:
®* Enhancement of the Fiori app Configure Approval Set-
tings
® New app to configure approval item templates (op-
tional)
®* New app to configure approval item identifiers
* New configuration for approval items in the Configure
Workflow Settings app
®* Change log and APIs provided for the approval process
Program Level Planning Enhancements:
® Material catalog provided, including integration with
SAP Master Data Governance
® Bulk push for placeholder study demand
® Addition of local contacts and collaboration section for
programs
Artificial Intelligence:
® Integration of Joule for conversational and navigational
help
® Predictive Subject Dynamics in the Manage Studies app
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Feature

Description

Manufacturing

Treatment-specific blinding and clinical serialization of treat-
ment kits

Country/region-specific shelf life management and exten-
sion functionality

Support for shelf-life extensions and relabeling at sites
through depots

System-supported batch allocation and expiry date calcula-
tion

Support clinical batch release through integration with SAP
Batch Release Hub

Master data monitor to check readiness for packaging.

Clinical trial-specific enhancements for in-house GS1-com-
pliant labeling.

Integration with contract manufacturing organizations, for
example, via subcontracting purchase orders.

Handling of regulatory information, including shelf lives:

® Support for flavors

® Interface to receive information from regulatory infor-
mation management (RIM) systems.

® Regulatory alerts and push notifications to planners.
Medication number lists

® Optional generation of medication numbers via SAP
Advanced Track and Trace for Pharmaceuticals

® Approval of medication number lists

® Generation of mock lists
Central app and repository for molecule-based descriptions
Support for rework orders
Costing: support for WBS elements in purchase orders
Support for retention samples of packed medication kits
Support for batch matching tests
Management of batch withdrawal for destruction

Seamless integration with the Batch Release Hub for techni-
cal release of batches as soon as production is completed.
Triggering of updates/creation of MRP area data for study
material packaging sites and distributing depots from the
planning component

Use of SAP Advanced Track & Trace for Pharmaceuticals
(SAP ATTP) is now optional
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Feature

Description

New Fiori app Batch Genealogy for a Study
New Fiori app Orders with Issues
Rework for external manufacturing

Label print orders with app for integration with external la-
beling tools

Creation of shelf life data sets for requested materials using
atemporary material ID - both manual creation in the Man-
age Shelf Life Data app and via an interface to a regulatory
information management system

Reservation of medication kits in the Manage PCNs app

Enhancement of the Material Where-Used List screen in the
standard SAP Fiori app Maintain Bill of Material with clinical
trial-specific filter and fields

Support for supply pooling scenarios in all relevant Fiori
apps, and pool-based medication lists

Release of standard purchase orders with assignment of
medication numbers, and functionality that enables custom-
ers to implement the creation and release of standard pur-
chase orders.

Fiori app Manage Product Master Data with clinical trial spe-
cific data

Retention sample quantity shown in the standard Fiori apps
Manage Planned Orders, Manage Process Orders, and Man-
age Purchase Orders. These apps have been optimized to
show clinical data. For example, in the Manage Process Or-
ders app fields are shown or hidden depending on the order
type and scenario.

Change log provided in the Fiori app Manage Country Lists
for Booklets

Change log in Fiori app Manage PCNs includes timestamps
and not only dates.

Download of comments and issues in the Fiori app Orders
with Issues

Support for alphanumeric PCN IDs

Switch from file upload to internal number generation for
medication lists

Withdrawal from supply and planning of expired or soon-to-
expire batches at locations of third-party logistics providers
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Feature

Description

Display of parent order and of batch details for rework and
relabeling orders in the Fiori app Manage PCNs.

Change log provided in the Manage Molecule-Based De-
scriptions for Printing app

Determination of barcode relevance in material BOMs based
on Customizing

ABAP program for initial stock upload allows deletion of up-
loaded PCNs

Barcode generation with different prefixes and delimiters

Migration of clinical trial related fields during material BOM
migration (using standard data migration objects)

Creation of study-specific shelf life data sets even when re-
lated materials are pooled

Medication number generation using SAP Advanced Track-
ing and Tracing for Pharmaceuticals for studies involving
pooled materials

Manage Medication Lists app includes protocol IDs in ex-
ports of medication numbers to csv files

ABAP report Release Process or Purchase Order supports
the release of rework orders

Manage PCNs app allows the creation of label printing or-
ders per country or depot, depending on Customizing set-
tings

Configuration of messages displayed in supply apps by mes-
sage context: Message Box, Approve, or Release.

Enhancement of Process Order and Purchase Order APIs to
include Pool ID and Pool Description
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Feature

Description
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Distribution of clinical finished goods (open label and serial-
ized with medication kits) between depots and to clinical
sites (domestic and cross-border), participating in a study.

Validation of orders between depots and from clinical sites
in accordance with regulatory rules and clinical trial compli-
ance checks.

Assignment of batches to stock transport orders in accord-
ance with regulatory rules and clinical trial compliance
checks.

Integration of third-party logistics providers based on medi-
cation kits.

Shelf-life extensions with subcontracting purchase order
scenarios.

End-to-end traceability of medication kits based on SAP Ad-
vanced Track & Trace for Pharmaceuticals.

Visibility into inventory levels at clinical sites.

Supply chain activities such as dispensing, scrapping, and
returns handling of medication kits.

External APIs for IRT providers promote the application of
GS1 standards to clinical trials.

Management of medication kits without SAP ATTP

Assignment of clinical site business partners to multiple
studies

Import of sales orders for clinical trials via file

Seamless integration with the Batch Release Hub for coun-
try releases

Receipt of incoming reports about medication kit inventory
from IRT systems via API

New SAP Fiori app to display consolidated inventory reports
from multiple IRT systems

Support for pooled medication kits in relevant apps

New IRT inventory report lists available serialized medication
kits that can be ordered by subscribed remote systems

Stock transport order process, site shipment process, and
inventory tracking supported for pooled medication kits

Creation of generic stock with a pool identifier and without
study and protocol identifiers.

Automatic batch assignment for split PO items
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Feature

Description

New RF screen for Medication Kit Guided Picking
Batch restriction validation in distribution processes

Quality Batch Status (QBS) validation in distribution proc-
esses

Deadline monitoring (with transaction Trigger Recurring In-
spections of Batches) enabled for serialized CFG batches

Batch status added to Fiori app Display Medication Kits
Supply pooling for serialized CFGs
Inventory counting for pooled, serialized CFG (IM locations)

Import sales order enabled for pooled, serialized CFGs with
automatic assignment of medication kits

Pool ID added to Fiori app Manage Outbound Deliveries

Clinical site business partner enhanced with a configurable
purpose code that can be set for each study assignment of
a clinical site to differentiate between central pharmacies,
pass-through depots, and regular sites, for example.
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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 o : 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.
®  SAPdoes 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.
L]

Links with the icon ’h": 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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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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