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Overview

Advanced Therapies (Advanced Therapy) represent the forefront of personalized medicine, offering transformative
outcomes for conditions once viewed as untreatable. While Advanced Therapy promise highly individualized
interventions tailored to a patient’s unique biology, their potential is matched by the unprecedented complexity of
their delivery.

Key Features

From patient sample collection to final infusion, Advanced
Therapies (ATO) demand precise coordination across a vast,

distributed ecosyst.em of hospitals, lab.oratorle.s, o ’/‘. /r -
manufacturers, couriers, and regulatory bodies. This = / ' ‘
introduces a range of operational, regulatory and logistical N ‘

challenges that often compromise product integrity, patient -
safety, and compliance, with potentially life-threatening R

consequences.

Maintaining Chain of Identity (COI) and Chain of

Custody (COC)

Research cites, apheresis material or cell therapy batches
can degrade by 10-20% in efficacy if not handled or
documented correctly during transfer or processing.*

Risk of Cross-Contamination or Mislabeling: A single
mismatch between patient ID and sample or product label

can lead to catastrophic outcomes, including administering

the wrong therapy to a patient.

Manual Record Keeping Errors: Traditional tracking systems —
are not designed for individualized batch management, =,
increasing the risk of identity loss or custody discrepancies.
Complex Stakeholder Touchpoints: The therapy passes
through hospitals, labs, logistics carriers, and manufacturers
—each requiring flawless synchronization and verification.
Regulatory Exposure: Breaks in COI/COC compromise
patient safety and result in non-compliance with global
regulatory standards, potentially triggering audits, penalties, )
or product recalls.

Orchestrating a Multi-Stakeholder, Time-Sensitive Supply Chain

Reports indicate over 2,000 Advanced Therapy clinical trials were active globally, each requiring tightly controlled
logistics involving multiple geographies and agencies*

Decentralized, multidisciplinary, and built on strict time constraints, an Advanced Therapy supply chain often
operates within a 48-72 hour window from manufacturing to administration.

Disjointed Ecosystems: Hospitals, apheresis centers, contract manufacturers, and couriers often use disparate
systems, making it difficult to create a unified, real-time operational view.

(*Source: Nature Biotechnology, Cytiva 2023, Advanced Therapy Clinical Trials Market Share Analysis Report, 2024-2033, Nova1Advisor*)




Time Sensitivity: Most Advanced Therapy therapies have short shelf lives. Delays, even by hours, can render a
therapy unusable, leading to wasted batches and delayed patient care.

Geographic Dispersion: Global trials and commercial deployments involve moving sensitive biological material
across borders with variable compliance requirements.

Lack of Real-Time Visibility: Without integrated tracking systems, supply chain stakeholders operate reactively,
increasing the risk of late deliveries or lost shipments.

Scaling Operations While Maintaining Quality

With development costs exceeding $1 billion per product,
high stakes define Advanced Therapy landscape* adding
pressure on scaling operations while maintaining the
individualized nature of each therapy is challenging.

Batch Size of One: Unlike traditional therapies produced in
bulk, Advanced Therapy are manufactured in single-patient
batches, creating significant scalability hurdles.

Resource Bottlenecks: Scaling production requires
proportional increases in staff, systems, and facility capacity,
which can quickly become cost-prohibitive.

Transition from Clinical to Commercial: Moving from a =
clinical trial environment to full-scale commercial operations
requires retooling of systems, workflows, and quality control
processes.

Limited Infrastructure: Many organizations lack the digital
infrastructure required to support real-time, individualized
manufacturing at scale.

Human Errors in a Manual Environment

Endless critical handoffs and manual processes, often outsize consequences with the smallest of human errors.

Manual Data Entry and Paper-Based Processes: From labeling to COC documentation, several processes rely on
human input that’s prone to transcription errors.

Unstandardized Workflows: Different stakeholders use multiple processes and formats, driving to inconsistencies
and delays in communication or execution.

Lack of Error Prevention Mechanisms: Without system-level checks, minor errors, such as an incorrect date or
patient ID can hamper timelines.

High Training Overhead: Given the complex nature of the therapies, new staff members or partners require training
in error-free, protocol-compliant execution, which is time-consuming and costly.

(*Source: Drug and Discovery Trends, April 2024/ MIT NEWDIGS, Biopharma Dive, ARM 2024*)




Global Regulatory & Data Compliance Mandates

Region-specific regulatory standards and compliance are ever evolving, potentially delaying market approval by 6-
12 months or leading to clinical holds, significantly impacting the commercialization timeline.

Stringent Documentation Requirements: Regulators demand comprehensive audit trails, covering every action
from biospecimen pickup to therapy infusion.

Sensitive Patient Data Handling: Every touchpoint must protect identifiable patient information, complying with
HIPAA, GDPR, and local data privacy laws.

Frequent Regulatory Changes: Regulatory frameworks evolve continuously, requiring agility in compliance.
Cross-Border Variability: Differing international regulations around sample transport, customs, and digital records
introduce further complexity.

Key Features

The digitally orchestrated environments improve task success rates by 25-40% by reducing human dependencies
and enabling proactive error resolution, achieving comprehensive visibility and orchestration across the Advanced
Therapy supply chain is no longer optional, it is a survival imperative.

Get an overview of the key features:

Drives Supply Chain Excellence

Full Lifecycle Traceability Real-Time Tracking and Alerts Regulatory Grade Quality Assurance

From providing the ability to view/manage all the past/planned, and future manufacturing processes, SAP ATO
meticulously documents every movement, action, and transfer, ensuring the sample and therapy maintain an
unbroken chain-of-identity (COI) and chain-of-custody (COC). Equipped to enable real-time tracking and
notifications on shipment status, location, and condition (temperature, timing), ATO supports the overarching
treatment management feature by maintaining a transparent, immutable record of every transaction.

(*Source: Advanced Therapy Clinical Trials Market Share Analysis Report,
2024-2033, Nova1Advisor*)




Cost Efficiency & Speed

Optimized
Resource

Unified Ecosystem Reduction in Expedited Delivery

Coordination Manual Errors Timelines

Utilization

By integrating development/delivery processes onto a unified
platform, organizations eliminate siloed operations and
enable cost-effective coordination across the entire therapy
lifecycle. This end-to-end visibility, combined with workflow
automation and built-in error prevention mechanisms,
significantly reduces rework, material loss, and shipment
delays, contributing to operational cost reductions.
Additionally, streamlined processes and automated task
orchestration compress lead times, accelerating delivery of
life-saving therapies in time-sensitive cases. Real-time
planning and dynamic resource allocation further minimize
idle time and optimize throughput, driving measurable
improvements in efficiency, speed, and scalability.

Elevating Data and Label Management

Enhanced
Predictive
Analytics

Role-Based Data | Seamless Label Audit-Ready
Access Integration Documentation

Safeguard data integrity by ensuring only authorized
personnel can access or alter critical treatment records,
maintaining strict privacy and compliance standards.
Moreover, it integrates with existing label generation
systems to produce therapy-specific and patient-specific
labels that meet all regulatory requirements, while logging
every label change and print event to provide full traceability
during inspections and audits. In parallel, ATO leverages
historical data to forecast production bottlenecks in
advance, empowering teams to make proactive capacity
adjustments and maintain seamless, compliant therapy
delivery.




Key Differentiators

Orchestrating Complexity Into Confidence

SAP ATO, partnered with Novatio, provides a digital backbone built to integrate every stakeholder, from apheresis
centers and CMOs to treatment sites and couriers, onto a single platform, ensuring every patient-specific order is
executed with precision, speed, and compliance. Novatio enables organizations to move beyond fragmented
processes to a streamlined, scalable model that places the patient at the centre of every decision.

Order Management

At the core of SAP ATO is intelligent patient-centric order management, where every therapy is initiated as a
unique, traceable journey. Orders are not just transactions, they are tied to individuals, and Novatio ensures
that each one is captured, validated, and processed with the fidelity that personalized medicine demands.
This is backed by an airtight controls embedded into the workflow via our proprietary accelerators to
maintain effortless communication. Whether material is in transit, in process, or being administered,
traceability and compliance remain unbroken.

Smart Task Orchestration

What truly elevates SAP ATO is its intelligent task orchestration layer. Instead of relying on manual
coordination, the platform assigns and synchronizes tasks across all parties in real time. Notifications,
dependencies, and exceptions are handled proactively, ensuring every stakeholder stays aligned with

the patient’s treatment timeline. In an environment where delays could result in missed treatment
windows, this orchestration translates into life-saving precision.

Smart Forecasts

By identifying potential disruptions such as delays in collection, temperature excursions, or
manufacturing capacity constraints, the system flags issues early, enabling swift resolution before they
impact delivery. For therapies with narrow viability windows, this capability is not optional; it is essential.

. P Unified Status Views

SN £

%Ni];. Novatio’s implementation of SAP ATO ensures that every entity across the therapy lifecycle has secure,
U unified status views. This transparency and real-time visibility act as another critical pillar to accelerate

decision-making and provide a shared truth across clinical, manufacturing, and logistical functions.

Perfect Integrations

Novatio tightly integrates SAP ATO with manufacturing execution systems (MES), enterprise resource
planning (ERP), and third-party logistics providers to help close the loop between lab scheduling, batch
disposition, and real-world transportation. Each biospecimen’s journey is immaculately timed,
monitored, and controlled, eliminating idle time, preventing loss, and ensuring regulatory-ready
traceability.




Why Novatio

Novatio Powers Journeys in Life Sciences— A Strategic Differentiator

Our cross-functional teams bring hands-on experience delivering complex, multi-stakeholder solutions across
highly regulated industries, ensuring both compliance and performance at scale.

Our agile delivery model is backed by continuous innovation, enabling clients to harness the power of Al,
intelligent automation, cloud-native platforms, and real-time analytics. What truly sets us apart is our future-
focused mindset: we stay actively engaged in partner ecosystems, SAP leadership councils, and global industry
forums, ensuring that every solution we build is aligned with best practices and engineered for what's next.

WHY LEADING
INNOVATORS
CHOOSE NOVATIO

Trusted Transformation Partner

@ Proven success in guiding enterprises through
complex technology shifts, legacy
modernization, and digital scale-ups, always
with confidence, clarity, and control.

m]] Strategic Technology Alliances
,-&’m Strong collaborations with SAP, UiPath,
= Automation Anywhere, and Google allow us to

deliver integrated, future-ready solutions that
evolve with your business.

O0—O End-to-End Service Spectrum
@ From advisory to implementation, change
0—O management to managed services, we cover the

full lifecycle ensuring continuity and impact
beyond go-live.

Accelerated Time to Value

%“@Q) Speed meets precision with our pre-built

( ) accelerators, proprietary frameworks, and agile
delivery models bringing faster outcomes with
reduced risk.

Client-Centric Mindset

(@\ We lead with empathy, build with purpose, and
j obsess over value creating meaningful,
measurable success for every client.

Recognized Thought Leadership

O Active voices in industry forums and innovation
platforms, we bring fresh perspective, practical
insights, and market relevance to every
engagement.

Delivery Excellence & Governance

oA With strong program governance and outcome-
W focused execution, we ensure accountability,
alignment, and quality at every milestone.




Service Terms & Conditions

Novatio Solutions operates under standard terms and conditions
for all solutions and services provided, unless otherwise specified
in a separate agreement. To learn more about our commitments
and service policies, read the

Novatio Service Agreement Terms & Conditions

About Novatio

Novatio Solutions LLC is a US-based IT services and consulting
organization, headquartered in Orlando, Florida, and operational
since 2014. We specialize in Al-driven solutions and supply chain
management, empowering people and organizations by driving
innovation, fostering collaboration, and accelerating growth
through transformative technology. With deep industry expertise,
proven accelerators, and strategic partnerships, Novatio delivers
comprehensive implementation services and a commitment to
excellence across every engagement.

Novatio Solutions operates under standard terms and conditions for all
solutions and services, unless outlined differently in a separate agreement.
For details on our commitments and service policies, refer to the:
Novatio Service Agreement Terms & Conditions
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https://www.youtube.com/@NovatioGlobal
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