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GETTING THE JOB DONE

Executive Summary

The success of modern clinical trials relies on the precise and timely management of investigational
products (IP). This white paper leverages the Job-to-be-Done (JTBD) framework to articulate the "job"
that clinical trial stakeholders are truly trying to accomplish with a Randomization and Trial Supply
Management (RTSM) platform. Beyond logistics, this job encompasses minimizing operational risks,
mitigating financial waste, enabling the timely enroliment and dosing of patients and upholding data
integrity to accelerate trial completion and regulatory approval. We explore the specific challenges
experienced by clinical operations, supply chain, and site personnel, demonstrating how Endpoint
Clinical's RTSM platform is uniquely designed with proactive risk mitigation, streamlined global operations,
superior user experience, and quantifiable cost optimization features to effectively support your RTSM
needs. Lastly we conclude withoutlining key metrics for measuring the impact of this JTBD-centric
approach on trial efficiency and success.

Introduction: The Evolving Landscape of
Clinical Trials

The pharmaceutical and biotechnology industries are constantly evolving,
driven by scientific advancements, increasing regulatory complexities, and
the imperative to deliver life-changing therapies to patients with
unprecedented speed.

At the heart of every clinical trial lies the challenge of managing investigational products (IP)—
ensuring the right treatment reaches the right patient at the right time, every time. This seemingly
straightforward task is, in reality, a labyrinth of logistical, regulatory, and operational hurdles that can
significantly impact trial timelines, costs, and most importantly, patient outcomes.

Traditional approaches to clinical trial supply management often fall short, leading to inefficiencies,
costly delays, and compromised data integrity. This white paper proposes a paradigm shift in
understanding the role of RTSM platforms, moving beyond a feature-centric view to embrace the
Job-to-be-Done (JTBD) framework. By focusing on the fundamental "job" that clinical trial stakeholders
are trying to accomplish, we can better appreciate how a purpose-built RTSM solution like Endpoint
Clinical's addresses not just functional requirements, but also the critical financial, social and emotional
dimensions of a trials success.

Here we delve into IP management, dissect the specific pains experienced by key stakeholders,
illustrate how Endpoint Clinical's RTSM platform is engineered to effectively "get this job done," and
outline the measurable impact of this strategic alignment.
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The Unspoken "Job": Beyond Randomization and
Supply Management

The core "job" that clinical trial stakeholders "hire" an RTSM platform to accomplish is far more profound than
simply randomizing patients or tracking drug shipments. It is to:

"Ensure the precise and timely delivery of investigational products (IP) to the right patients, minimizing
operational risks, mitigating financial waste, and upholding data integrity, thereby accelerating the
successful completion of clinical trials and achieving regulatory approval." Further it is our responsibility
to ensure that patients get the right treatment at every timepoint during the trial.

This comprehensive job statement encapsulates four critical dimensions:

Functional g Social

This involves the execution of IP management. [ Professionals involved in clinical trials are

It demands accurate patient randomization, driven by the need to demonstrate competence

efficient and auditable supply chain and reliability to a diverse array of stakeholders.

management (including real-time tracking, This includes internal management and

automated resupply, precise returns research teams, external partners such as

management, and expiry date control), Contract Research Organizations (CROs)

unwavering blinding integrity to prevent and clinical sites, and, critically, regulatory

bias, and strict adherence to global and local bodies who scrutinize every aspect of trial

regulatory compliance standards. execution. We all make commitments to our
partners, their Sites and the patients and this

Emotional responsibility is critical.

Beyond the mechanics, stakeholders seek — . .

to alleviate the inherent anxieties and stress & Financial Job

associated with potential supply chain The economic stakes in clinical trials are

disruptions, the paramount concern for patient significant. This dimension of the job focuses

safety and ethical trial conduct, the need to on avoiding costly trial delays that can run into

maintain the organization's reputation for millions, minimizing expensive drug waste due

reliability, and the desire to foster control and to expiry or overstocking, and optimizing the

confidence throughout the entire trial lifecycle. overall trial IP budget to ensure resources are

utilized efficiently and effectively.

Understanding this holistic "job" is paramount. An effective RTSM solution must not merely provide features
but must be architected to address these interconnected functional, financial, social and emotional imperatives,
enabling stakeholders to achieve their ultimate goal: successful clinical trial completion and the timely delivery
of new therapies to patients.

Endpoint | :



GETTING THE JOB DONE

The Pains of Getting the Job Done:
A Stakeholder Perspective

While the overarching "job" remains consistent, different clinical trial stakeholders experience unique
"pains" or obstacles in getting this job done, each requiring tailored solutions.

Clinical Operations / Trial Managers (Sponsors & CROs)

Pain: "l am constantly worried about unforeseen supply chain issues or errors that could derail my clinical
trial timelines, compromise patient safety, or lead to costly re-dos. | need absolute confidence in data
fidelity, auditability and regulatory compliance."

For these managers, the RTSM's primary "job" is to provide a validated, predictable, and compliant
operational backbone. These concerns stem from the potential impact of:

) Unforeseen Delays

Any disruption in IP supply or randomization can cascade into significant trial delays, impacting patient
enrollment, data collection, and ultimately, market entry.

) Compliance Risks

The complexity of global regulations means that a single misstep in IP management or randomization can
lead to audit findings, jeopardizing trial integrity and regulatory approval.

) Data Integrity Concerns

Manual processes or disconnected systems introduce the risk of errors and inconsistencies, undermining
the reliability of trial data.

The RTSM's primary "job"
is to provide a validated,
predictable, and

compliant operational
backbone
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Clinical Supply Chain Managers (Sponsors & CROs)

Pain: "My biggest challenge is optimizing drug supply across diverse global sites and complex geographies,
preventing stockouts or costly overages, and efficiently managing intricate expiry dates and product
returns. | desperately need real-time visibility and robust predictive capabilities."

Supply chain managers are on the front lines of IP logistics. Their challenges are rooted in the operational
realities of drug distribution:

) Inventory management

The constant battle between preventing expensive overstocking (leading to waste) and avoiding critical
stockouts (leading to trial pauses).

D Global Complexity
Navigating customs, varied shipping regulations, and diverse site needs across multiple countries.

) Lack of Visibility
Insufficient real-time data on IP location, status, and projected needs, leading to reactive rather than
proactive management.

Site Investigators / Coordinators

Pain: "l need an RTSM system that is intuitive, provides clear instructions for IP management, and doesn't
add unnecessary administrative burden to my already demanding schedule. | need to confidently dispense
IP .and manage patient visits without introducing errors."

Site staff are the end-users who directly interact with patients and the IP. Their pains are centered on
usability and efficiency:

) Complexity & Training Burden
Overly complicated systems that require extensive training and lead to user errors.

D Administrative Overload

Systems that add to, rather than reduce, the administrative tasks associated with patient randomization,
IP dispensing, and accountability.

) Risk of Error

Fear of making mistakes in dispensing or randomization due to unclear instructions or cumbersome
interfaces, which directly impacts patient safety and data quality.
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Endpoint Clinical RTSM: The Solution Designed
for the Job

Endpoint Clinical's RTSM platform is not merely a collection of features; it is a meticulously
Engineered solution designed to address these specific pains and comprehensively "get the job done"
for every stakeholder.

Proactive Risk Mitigation & Predictive Intelligence

Endpoint Clinical is driving to empower stakeholders to anticipate and prevent issues, rather than merely
reacting to them. Upcoming capabilities include:

) Advanced Predictive Supply Forecasting
Leveraging historical data and real-time enrollment trends, the system predicts IP demand, allowing for
optimal inventory levels and preventing potential stockouts before they become critical.

) Al-Driven Anomaly Detection & Alerts

Intelligent algorithms monitor IP usage patterns, flagging unusual activity or impending expiry issues,
enabling swift intervention.

) Automated Expiry Management

The system tracks expiry dates and triggers alerts or actions, minimizing waste and ensuring only viable
product is dispensed but also allows supply managers to react to any potentially expiry issues without
impact to the trial.

Streamlined Global Operations & Regulatory Compliance

Navigating the complexities of global trials is simplified with Endpoint Clinical's robust capabilities.

) Multi-Language Support & Regional Templates

The platform is built to accommodate diverse linguistic and regulatory requirements across multiple
countries, facilitating seamless global deployment.

) Customizable Global Workflows
Flexible configurations allow trials to adapt to specific regional nuances while maintaining a unified
global oversight.

) Seamless eClinical Integrations

Deep integration with Electronic Data Capture (EDC), Clinical Trial Management Systems (CTMS), and
eConsent platforms ensures data consistency, reduces manual entry, and streamlines workflows
across the entire eClinical ecosystem.
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Superior User Experience & Self-Service Empowerment

Endpoint Clinical prioritizes usability, recognizing that an intuitive system reduces errors and
increases efficiency.

D Intuitive UI/UX

A clean, user-friendly interface minimizes clicks and cognitive load, making randomization and IP
management straightforward for all users, especially busy site staff.

D self-Service Capabilities

Where appropriate and compliant, the platform offers self-service modules for routine study parameter
changes, empowering users and reducing reliance on support teams.

D Clear, Real-Time Operational Dashboards

Customizable dashboards provide immediate, actionable insights into trial progress, IP status, and
potential issues, enabling faster, more informed decision-making.

) Online Knowledge management tool to get help in the area the user needs it.

Quantifiable Cost Optimization & Demonstrated ROI

Beyond operational efficiency, Endpoint Clinical's RTSM delivers measurable financial benefits.

) Granular Reporting on Waste Reduction

Detailed reports track and quantify reductions in investigational product waste, providing clear visibility
into cost savings for Sponsors.

) Optimized Shipping Cost Analysis
The system supports strategies like drug pooling and optimized resupply logic, leading to more efficient
and cost-effective shipping.

) Tracking of Averted Stockout/Delay Impact

By preventing critical supply chain disruptions, the platform helps avoid the significant financial impact
associated with trial delays but more importantly the impact it can have on a patient who needs their
treatment on schedule when they are at site.
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Measuring Success: Tangible Impact and ROI

The effectiveness of Endpoint Clinical's JTBD-centric approach is measured not just by feature adoption,
but by the tangible impact on trial outcomes and stakeholder satisfaction.

Customer Satisfaction & Advocacy

Higher Net Promoter Scores (NPS) and Customer Satisfaction (CSAT)
scores, particularly in areas related to IP management and trial
continuity. Increased willingness of customers to participate in

case studies and provide testimonials, sharing their "job done"
success stories.

Operational Efficiency Gains

Reduced IP Waste: Measurable decrease in wasted
investigational product due to expiry or overstocking, leading to
direct cost savings.

Accelerated Trial Timelines: Documented reduction in study
startup times and overall trial duration, attributed to streamlined
IP- management and proactive risk mitigation.

Improved Audit Readiness: Fewer IP-related audit findings,
demonstrating enhanced compliance and data integrity.

Reduced Administrative Burden: Quantifiable time savings for
site staff and clinical operations teams due to intuitive workflows
and automation.

Financial Impact

Clear ROl demonstrations showing how Endpoint Clinical's RTSM
contributes to overall trial budget optimization by preventing costly
delays and waste.
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Conclusion: Endpoint Clinical - Your
Trusted Partner in Getting the Job Done

In the complex and high-stakes world of clinical trials, an RTSM platform is more than
just a technological tool; it is a strategic solution leveraging a partner in achieving the
ultimate goal of bringing vital therapies to patients faster. Endpoint Clinical's RTSM, built
upon a deep understanding of the multifaceted "job" that clinical trial stakeholders are
truly trying to accomplish, stands as a testament to purpose-driven innovation.

By offering proactive risk mitigation, streamlined global operations, a superior user
experience, and quantifiable cost optimization, Endpoint Clinical empowers its partners
to navigate the intricate landscape of IP management with confidence and efficiency.
We don't just provide software; we provide the assurance that your critical clinical trial
"job" will be done effectively, every step of the way.

Let Endpoint Clinical help you accelerate your research and bring life-changing
therapies to patients with unparalleled precision and speed.

Contact us today to learn more or
request a personalized demo.

Get in touch
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