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The information in this presentation is confidential and proprietary to SAP and may not be disclosed without the permission of SAP. Except for 
your obligation to protect confidential information, this presentation is not subject to your license agreement or any other service or subscription 
agreement with SAP. SAP has no obligation to pursue any course of business outlined in this presentation or any related document, or to 
develop or release any functionality mentioned therein.

This presentation, or any related document and SAP's strategy and possible future developments, products and or platforms directions and 
functionality are all subject to change and may be changed by SAP at any time for any reason without notice. The information in this 
presentation is not a commitment, promise or legal obligation to deliver any material, code or functionality. This presentation is provided 
without a warranty of any kind, either express or implied, including but not limited to, the implied warranties of merchantability, fitness for a 
particular purpose, or non-infringement. This presentation is for informational purposes and may not be incorporated into a contract. SAP 
assumes no responsibility for errors or omissions in this presentation, except if such damages were caused by SAP’s intentional or gross 
negligence.

All forward-looking statements are subject to various risks and uncertainties that could cause actual results to differ materially from 
expectations. Readers are cautioned not to place undue reliance on these forward-looking statements, which speak only as of their dates, and 
they should not be relied upon in making purchasing decisions.

Disclaimer
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SAP in Life Sciences Industries

SAP customers in the 
pharmaceuticals, 

biotechnology, and life sciences 
industry generate a combined 

revenue of US$1.1 trillion

7 of the 10 greenest 
pharmaceuticals, biotechnology 
and life sciences companies run 

SAP S/4HANA.

The 10 largest companies 
in the pharmaceuticals, 
biotechnology, and life 

sciences industry are SAP 
customers

SAP Customers in Life Sciences

SAP customers produce 92% of the 
pharmaceuticals, biotechnology, and life 
sciences industry's total revenue

SAP S/4HANA customers in the pharmaceuticals, 
biotechnology, and life sciences industry 

generate a combined revenue of US$840 billion
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SAP brings all components together, along the Value Chain, to lead the way into the next era of enterprise management

SAP Business Suite for Life Sciences

powered by SAP Business 
Technology Platform

Financial 
management

Spend 
management

Supply chain
management

Human capital
management

Customer
experience

Semantically aligned SAP and non-SAP Data Products

LOB:

ü SAP Advanced Track and Trace for Pharmaceuticals

ü SAP Information Collaboration Hub for Life Sciences

ü SAP Intelligent Clinical Supply Management

Industry: ü SAP Batch Release Hub

ü SAP Cell and Gene 
Therapy Orchestration



SAP Batch Release Hub



7Confidential

In the past: Process batch release management

w

Evaluate the release checks
Sign in to the necessary systems 
(such as laboratory information or 
quality management systems) or 
review papers, search for data, and 
then assess the release checks.

Document the results
Record the release. Check 
results on a paper inspection 
form, follow good 
documentation practices, 
and then sign the document.

Make the batch usage 
or release decision
Log in to the ERP and 
make the final batch 
usage decision with the 
new stock posting.

Digitalize the results 
Digitalize the inspection records 
by scanning them into the 
document management system 
with all master data for easy 
retrieval during audits.

Find the inspection plan
Sign in to the ERP or 
document management 
system. Next, locate the 
particular inspection plan 
for this specific material. 

QA: Quality Assurance 

As is (today)

QA employee QA employee QA employee QA employee

QA employee

Manual bottleneck

Nineteen percent of batch release cycle time is bounded 
to manual data collection, evaluation, and documentation 
from several siloed systems that are not adequately 
integrated. 

Compliance risks

Human involvement in labor-intensive tasks 
increases the risk of errors and quality 
noncompliance, leading to higher costs 
associated with managing compliance risks.

Delivery postponement

Manual processes and human 
involvement can prolong batch release 
time, leading to delayed delivery, longer 
lead times, and increased inventory costs. 

Usage decision preparation 
Usage decision-making
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Reimagined: Process batch release management with SAP Batch Release Hub 
for Life Sciences

Make the usage decision
Use automatic updates on release 
check statuses and clear process 
visibility to help the QA employee make 
quicker, better-informed, and more 
compliant batch release decisions.

Prepare the usage decision
Use SAP Batch Release Hub for Life 
Sciences to digitally manage batch 
release inspection plans and 
automatically evaluate, document, and 
digitalize the results of release checks.

QA: Quality Assurance 

To be (future)

Usage decision preparation 
Usage decision-making

Improved compliance

Reduced risk of quality noncompliance by 
standardizing and simplifying the batch 
release process, thereby reducing the risk 
of human error

Reduced cost

Reduced compliance management costs 
by automating and simplifying time-
consuming and labor-intensive legacy batch 
release activities

Improved lead time

Reduced order fulfillment lead time by enabling faster batch 
release cycle time, thanks to automation and standardization

Reduced days in inventory, thanks to shorter batch release 
cycle times and order fulfillment lead times

QA employee
SAP Batch Release Hub 
for Life Sciences 

10%-20%
Reduced risk of quality 
noncompliance

Potential value

5%-25%
Reduced 
inspection costs

1%-25%
Reduced days in 
inventory
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Key capabilities of SAP Batch Release Hub for Life Sciences

• Flexibility and comprehensive 
configuration to support batch 

release scenarios such as raw material, 
bulk, and finished product release
• Predefined release checks with 

automatic evaluation as well as 
custom release checks to integrate 

manual checking activities

Automatic data evaluation                  
of predefined release checks such as 

batch components, regulatory 
approvals, and batch record review

Management of stock posting                          
to allow partial release scenarios in a 

regional warehouse or a distribution hub in 
a certain country

• User-friendly interface with role-
based and individualized worklists 

• In-app help functionality for faster 
knowledge sharing

• GxP2 (good practices) tools and 
services including e-signature, 
provisioning of change log, and 
signature log for diverse user changes 

• Freezing of data after release

Tight integration with SAP and third-party 
software such as laboratory and system-

manufacturing execution systems

SAP Batch 
Release Hub for 
Life Sciences
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Central platform for releasing batches, tightly integrated with the ERP backbone 

Outbound release 
decision

Supply chain 
data checks

DMS

ERP

Temperature

ICSM

Quality data 
checks

LIMS

QMS

Regulatory 
data checks

Artwork

RIMS

Manufacturing
data checks

ATTP

MES

GBT

Change 
history

SAP BTP 

services

Distribution and
warehousing

Manufacturing

SAP S/4HANA

SAP Batch 
Release Hub for 
Life Sciences

Release decision  
trigger

Cockpit
Batch release
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Various organizational setup and user responsibility management

Shipment

Germany

Distribution release scenario:

QA—Department C
Business entity C

Regional warehouses

Europe

Market release scenario:

QA—Department B
Business entity B

Distribution hub

Shipment

Austria

Distribution release scenario:

QA—Department D
Business entity D

Wholesale distributors 

Switzerland

Technical release scenario:
QA—Department A
Business entity A

Contract manufacturing organization 

Internal manufacturing site

Production: 

Drug substance
Drug product

Primary pack  
Finished product   

Shipment
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SAP Batch Release Hub for Life Sciences is a software-as-a-service (SaaS) 
cloud solution that enables faster and more accurate batch release decisions

Faster batch release 
cycle time

Intuitive training 
for new hires

Improved user 
experience

12

Scalability for smaller 
batch sizes 

Elimination of 
human errors 

Standard across 
the organization

ERP

Supply chain 
data check

Cockpit

Quality 
data check

Manufacturing
data check

SAP Batch 
Release Hub 

for Life 
Sciences

Cloud application 

Regulatory 
data check

ATTP

GBT: Global batch traceability 
QMS: Quality management system
RIMS: Regulatory information management system

Batch release

Artwork

MES

GBT

RIMS

LIMS

DMS

QMS

CTM

ATTP: Advanced track and trace for pharmaceuticals
CTM: Clinical trial management
DMS: Document management system
ERP: Enterprise resource planning
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§ Higher release productivity with fully automated batch assessment without human 
intervention

§ Full automation with business rules combined with zero-time batch release

§ Configurable automated outcomes/release decision for release scenarios(2511)

§ Release decision without e-signature  

Automated Batch Release
Release efficiency
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Since June 2024, customers can save more 
time releasing batches and can bring them 
to market faster. 

• Authorized Supply Chain Map

• Jurisdiction Control/Market Suitability

• Manage CMO Batches for Jurisdiction 
Control

• Re-evaluation of JC post release 
decision based on change in actual or 
reference data

Jurisdiction controls and supply chain maps launch
Commitment to innovation and solving real industry challenge 

Co-innovating with Gilead Sciences Inc. to develop new product capabilities 
that include jurisdiction controls and supply chain maps

PaySend
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SAP Batch Release Hub for Life Sciences
AI-assisted custom release checks

Challenge Solution Benefits

Melanie
Qualified Person

“As a qualified person, I want to 
accelerate batch releases and improve 
time to market for our products while 

continuously ensuring highest 
compliance.”

SAP Business AI technology in SAP Batch Release Hub for 
Life Sciences uses generative AI to analyze the 

documents attached to custom release checks of a batch 
and proposes results for the release check items. 

The solution empowers Melanie to save a significant 
amount of time by focusing on reviewing the 

recommendations provided while keeping the role of 
the final decision-maker. This accelerates the batch 
release process while empowering Melanie to ensure 

compliance and quality. 

Up to 60%
improvement in qualified person’s 

productivity

Increased
compliance

Improved
user experience
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SAP Batch Release Hub for Life Sciences
AI-assisted custom release checks

1 Source: SAP expert estimation based on customer feedback

Up to 60%
Improvement in qualified 
person’s productivity

The generative AI–powered 
analysis of documents 
attached to custom release 
checks reduces manual effort 
for the qualified persons by 
proposing AI-generated 
results directly in the UI for 
faster review, check of 
references, and signoff. 
Extensive search in the big 
documents by the QP is not 
needed anymore, and batch 
release decisions are 
accelerated.

~2 hours
Average time required by 
qualified person to do a 
custom release check1

~45 minutes
Average time required by 
Qualified person to do a 
custom release check1

New world
(process enabled by AI)

Value drivers Enablers Baseline
(process without AI)



SAP Intelligent Clinical Supply 
Management
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SAP Intelligent Clinical Supply Management (ICSM)

Vision

Reimagine Clinical Supplies Operations & Define an Industry Standard Solution
• Harmonize clinical and commercial SCM processes and systems� 
• Bring in new innovations to reduce cycle times and inventory levels� while adapting faster to changing trial 

and patient needs
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SAP Intelligent Clinical Supply Management I Scope Overview
Clinical Trial Supply Chain

Local Depot (3PL)

Internal Packaging 
Loc.

Drug  Product  
manufacturingAPI pilot  plant

US
US

EU

US

Clinics / 
Subjects

Clinics / 
Subjects

Clinical Sites/Investigators

Clinical Sites/Investigators

EU

US

© 2022 SAP, SAP affiliate company and Tenthpin. All rights reserved.  
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ICSM is a frontrunner for the Industry Cloud for Life Sciences providing end to end process operations and visibility to plan, source, manufacture, distribute and reconcile 
supplies for clinical R&D. This is a mandatory step to prove that new medications can improve patients' lives. With the S/4 standard extensions, the solution also addresses the 
specific blinding and randomization needs for clinical trials to facilitate manufacturing, packaging, labeling, and shipments of clinical supplies. Please see Video here.

7© 2021 SAP SE or an SAP affiliate company. All rights reserved.  ǀ CONFIDENTIAL
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Solution Overview

Solution Overview
SAP Intelligent Clinical Supply Management creates an ecosystem for improved visibility and collaboration

Future Direction*SAP Intelligent
Clinical Supply
Management

• Demand forecasting 
and demand planning

• Scenarios and 
Simulations

• Infusion of planned 
and actual patient 
enrollment

• Thresholds, alerts and 
automatic re-planning

• Treatment-specific 
blinding and clinical 
serialization

• Expiry and country 
specific shelf-life 
mgmt.

• Clinical packaging 
and labeling

• Warehouse 
management

• Intra-network 
distribution and clinical 
site shipments

• Site-level inventory, kit 
destruction and returns
management

• Study design -
complex treatment 
schedule, adaptive 
trials etc.

• Kit and supply chain 
design

• Integration to CTM 
systems

• Enrollment & 
dispensing Info

• MedNo Tracking 
(+ATTP)

• Site-Shipment orders 
and Tracking

ICSM
Planning & 
Forecasting

ICSM
Study Master

ICSM
Manufacturing 
& Packaging

ICSM
Distribution

ICSM
Dispensing

(ICSM)

Clin
Ops CMO 3PL HospitalIRT

ICSM

Network*

*This is the current state of planning and may be changed by SAP at any time without notice.

• Direct to patient shipments
• Decentralized trials support
• Cell & Gene therapy 

orchestration
• …

SAP BTP Cloud

Life Science
companies Patients

SAP S/4 add on IRT Integration

SAP Intelligent Clinical Supply Management I Solution Map 
End to end clinical supplies planning, operations and integration into clinical supply ecosystem

*This is the current state of planning and may be changed by SAP at any time without notice.



SAP Digital Manufacturing
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Complex legacy MES are powerful - but costly, rigid, and not suited for all plants. 
SAP Digital Manufacturing is a modern alternative worth exploring.

Challenges of complex legacy MES Benefits of a modern, light-weight MES

• Costly to implement & maintain
• Lengthy projects
• Rigid & inflexible
• Hard to scale
• Hard to innovate
• Outdated technology stack
• Not suited for all plants
• …

Scalable & future-proof platform

Tightly integrated

Out-of-the-box features

Cost-Efficient
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Seamlessly integrate your top floor to the shop floor

Shop
Floor

Level 0-2
Monitoring & 
Process Control

SAP S/4HANA or ECCERP

MES SAP Digital Manufacturing

Level 4
Enterprise
Business Processes

Level 3
Manufacturing Operations 
Management

ISA-95 Model
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Check-In

» SAP DM is future-proof, cloud-based MES

» You can immediately use well integrated standard capabilities

» And configure, analyze & extend beyond standard

» Scalable, from select use cases up to global roll-out across plants
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SAP Digital Manufacturing is a single application supporting a multitude of use 
cases inside your plants – going beyond known PI-Sheet capabilities

Resource Orchestration Execution

Insights Integration & Automation
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We can help you achieve your manufacturing goals across various processes.

Resource Orchestration Execution Insights Integration & Automation

SAP Digital Manufacturing

Benefits

» React to unforeseen events and maximize 
capacity utilization on the shop floor 

» Streamline workforce planning in line with 
demand

» Visualize constraints like labor, tooling and 
scheduling alerts to ensure efficient 
execution
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We can help you achieve your manufacturing goals across various processes.

Resource Orchestration Execution Insights Integration & Automation

SAP Digital Manufacturing

Benefits

» Paperless production and worker guidance 
ensuring full traceability incl. Electr. Signature

» Transparent and efficient process execution
including Non-Conformances, Review by 
Exception and SAP QM integration

» Powerful machine integration and flexible 
automation
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The future-proof analytics architecture automatically collects and stores data from shop 
floor events, which you can then visualize and analyze inside or outside of SAP DM.

Digital Manufacturing
for execution

Events
Confirmation
Yield / Scrap
Non-conformance
Downtimes
…

Enterprise Analytics

Manufacturing Data Layer
pre-configured database that

automatically stores your data in 
Manufacturing Data Objects (MDOs)

Public 
APIs

Read & Raw Data 
Export

Live Monitoring
Operational 
Analytics Advanced Analytics

Consumption & Visualization Layer
analyze data from the MDOs in pre-defined or custom reports & dashboards

Plant

Material Order

Shop Floor Control Data CollectionD
ig
it
al
 M

an
u
fa

ct
u
ri
n
g

fo
r i
ns

ig
ht
s

Resource
OEE

External 
Systems
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We can help you achieve your manufacturing goals across various processes.

Resource Orchestration Execution Insights Integration & Automation

SAP Digital Manufacturing

Benefits

» Full transparency into standard and custom 
KPI based on real-time manufacturing data

» Real-time visibility and performance 
monitoring across regions, plants, work centers 
and machines

» Easy configuration of dashboards with 
powerful visualizations to harmonize across 
plants
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We can help you achieve your manufacturing goals across various processes.

Resource Orchestration Execution Insights Integration & Automation

SAP Digital Manufacturing

Benefits

» Empower users through Low-Code / No-
Code
tools to easily configure the solution

» Reduce integration efforts through out-of-
the-box integrations with key solutions

» Realize innovative automation scenarios 
on the shop floor leveraging future-proof 
protocols
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SAP Reference Architecture for Life Sciences
Application Architecture Overview Diagram | MES Centric

Plant / 
Shopfloor /
Edge

Cloud / Corporate

SAP S/4HANA

QM

PP/DS

EWM

PP (-PI)

3rd Party Tools

Batch 
Release Hub

Integration 
Suite

MS Teams

SAP Digital Manufacturing
Resource 

Orchestration Execution

Integration & 
AutomationInsights

Plant A 

Production Connector & Cloud Connector

MQTT 
Broker

OPC UA
Server

PLC / LIMS 
/ SCADA . . 

Plant B 

Production Connector & Cloud Connector

MQTT 
Broker

OPC UA
Server

PLC / LIMS 
/ SCADA . . 

Plant C 

SuccessFactors
Extended Warehouse 

Management

Any MES

LIMS

Plant D 
Any MES

Signavio

SAP Business Technology 
Platform (BTP) Business Data 

Cloud

ICSM

PLM

PLM Cloud

DCS

PPG

CALM

…
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SAPIBP:Best-in-ClassLife SciencesSupply Chain PlanningCapabilities

Characteristics -Based Planning

ü Supply and demand matching based on 
characteristics

ü Regulatory / Compliance Planning
ü Country of Origin / Embargo
ü CBPwith Shelf-Life Planning

Shelf-Life Planning and Management

ü FEFO(First Expire, First Out) approach
ü Minimum Remaining Shelf Life (MRSL)

requirements matching for customer demands
ü Gating Factor Generation - "Projected Stock –

Shelf Life" alerts

New Product Introduction (NPI) 
Planning

ü Complex product launches with regulatory 
approval timelines and market introduction 
strategies

ü Curve Based Forecasting
ü Dummy / Placeholder Planning

Integrated CMO Management

ü Seamless Third-Party Manufacturing Integration
ü Real-Time Visibility Across Manufacturing

Network
ü Collaborative Planning with External Partners
ü Regulatory Compliance Coordination

Vaccine Planning Capabilities

ü End-to-End Vaccine Supply Chain Orchestration
ü Planning and Allocation by Characteristics
ü Priority-Based Allocation for Constrained Supply

Clinical Supply Planning

ü Seamless Clinical Demand Integration
ü Multi-Level Supply Planning
ü Optimization of shared inventory by pooling

supply needs across clinical and commercial 
products to reduce waste

ü Real-Time Replanning when ICSMpushes
updated clinical demand forecasts,

Collaboration and Integration
ü Microsoft Teams Integration : Task Synchronization, Direct Teams Channel Notifications
ü Real Time Integration with ICSM+ SAPS/4HANA
ü CMO Integration

Confidential



Source : SAPpresence in Industry, 2025 | Partial View*

Industry Perimeter

Biopharmaceuticals 15 
of the top 15*

GenericPharmaceuticals
9 of the top 10*

Major Healthcare 
Distributors*

Dermo-Cosmetics& Fast 
ConsumerHealthCare*

SAPis a trusted partner supportingmajor companies in
Life Sciences,Cosmetics, andConsumer Healthcare

Confidential



SAPIBP
KeyConstructs andValuesdrivers for LifeSciences Industry

Fully integrated
Planning and execution

ü End to end - Real time
integration with S4 H ANA with
D emand Supply Segmentation
and Batch Clas sification

ü Support for Non SAP systems 
with APIs

Scalable and
Performant Model

ü Products with version details 
infused as characteristics
(Ibuprofen è Dosage form, 
Potency..)

ü Leverage CBP attributes as 
Planning Levers
(Market, Regulatory
Qualification, category, country
of origin… )

Industry specific Uses 
cases

ü Regulatory / Compliance adherence 
– Commercial and Clinical supply 
chains

ü Supplier or Inhouse Production 
version selection based on demand 
attributes

ü Shelf Life and Safety stock planning

ü Finished Products, Bulk, Ingredients 
planning with characteristics 
propagation

Outcome based 
Planning

ü Drive targeted outcomes by 
proactively steering Supply 
plans to fulfil the outlined 
objectives (Markets, Channels, 
Brands)

35Confidential
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CanI avoid creating each and everyvariant in IBP– avoid data proliferation?

My company produces the same product but with different variations (Potency, Dosage forms, 
studies)?
How canI have moregranular but flexible levers in planningto steer the supply 
plan?

Are yoursupplychainsplanned the same way —whether they need to be
efficient or responsive —even when the business demands different strategies?

How canI ensurethat I match the right qualified batch, potency, or
specification to the right demand Market automatically?

Can planning already take care that the right product version goes 
to the right Market Demandwithout firefighting ?

WhyCharacteristics-BasedPlanning ?

Confidential



KeyUse-Cases

Quality A

Flagship Store WebShop Outlet Stores

Quality B

Supply and demand matching based 
on characteristics*

USA

Ver 1 Ver 3 Ver 4 Ver 2 Ver 5

Germany

Regulatory / Compliance Planning* Country of Origin / Embargo

Component Suppliers

Assembly
Plant

Customers

37

Supply Chain Segmentation – define and drive policies and objectives per Segme

Confidential



UseCaseSteering the SupplyPlanwith SupplyChainSegmentationLevers

38

Industry: All

A company uses two supply chain segments — Efficiency (lowest cost, stable flows) and Responsiveness/Agile (fast 
response, volatile demand).
These Segments allow the business to balance cost and service trade-offs, unlocking both efficiency and agility in one 
supply chain. Below are some examples.

With CBPin SAPIBP, youcanproactively steer supply decisions for segmentedsupply chainsbasedon their policies /  
strategies andmeasure their performance.

Lever SCSegment:Efficiency SCSegment:Responsiveness BusinessOutcome

Lot Sizing Large economical batches Small, frequent lots Costvs. agility

Lead Times & Frequency
Accept longer lead times, stable 
cycles

Shorter lead times, frequent 
replans

Lower cost vs. faster 
reaction

Inventory Policy Lean safety stocks Higher buffers
Working capital vs. 
service

Max Lateness & Max 
Earliness

Efficient Max early production 
with limits No or min Lateness

Balance on-time delivery 
delivery with lean 
inventory

Confidential



Industry: LifeSciences

39

A pharma manufacturer produces finished drugs from bulk drug substances, where potency 

and regulatory approvals dictate which production versions are allowed for target markets.

CBPensures allocation of approved batches and selection of approved production 

locations, product versions for fulfilling demands approved for various Markets/Countries

Use Case Embedding Regulatory Compliance (Drug Approvals and safety stock regulations) into Supply Planning

Confidential
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Usecaseexample supply chain

CDC72

DistributionProduction

PlantFA71

PlantFA72

CDC71 LDC721

LDC722

BNLX

DACH

NRDC

US

CA

ExampleRules:

• TheFDPcan be sold to customers 
in DACH,BNLX,US,CA

• TheFDPand the DS100 can be 
manufactured either in plant FA71 
or FA72
� Plant 71 & 72 is approved by US 

and Canada
� Plant 71 is approved only by 

DACH/ BNLX.
nDSversion 001 is approved by 

BNLX
nDSversion 002 is approved by 

DACH

Confidential



End to End–out of the boxRealTime integrationacrossS4, IBPandePPDS

S4 Demand Supply Segmentation

SAPIBPwith CBP

41Confidential



Cold Chain Management Solution (Partner)



Internal

Cold Chain Management Solution (CCMS) 

(*) TOR / TIR: Time out of Refrigeration / Time in Refrigeration

Master Data 
Maintenance

TOR, TIR, & Freeze-Thaw Cycle 
Tracking *

Batch Inheritance 
Logic 

Manual Corrections & 
Updates 

Audit & 
Investigations

Monitoring, Workflows, and 
Alerts 

SAP Industry Cloud 
Integration

Digital Batch Release 
Integration



Internal

Fusion CCMS High-Level Solution Architecture
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