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INTRODUCTION

In the specialty pharmaceutical industry, the distribution of high-cost, complex therapies must
evolve in order to meet the unique needs of rare and orphan disease populations. These cutting-
edge therapies serve smaller patient groups requiring highly specialized care. However, the
challenges of distributing these drugs through open models or limited distribution networks
(LDNs) - where multiple wholesalers and pharmacies are involved - can result in inefficiencies,
delayed access to treatment, uneven patient experiences and suboptimal health outcomes.

For example, a 2021 paper published by the European Federation of Pharmaceutical Industries
and Associations (EFPIA) found that patients often face significant delays in accessing new

and innovative treatments due to fragmented distribution networks, impacting treatment
effectiveness and overall patient well-being.

Given the complexity of rare diseases and the need for a more holistic, patient-centered
approach, exclusive distribution models have emerged as a logical solution. Partnering with a
single-source, specialty distributor can help pharmaceutical manufacturers gain better control
over their distribution chain, reduce service delays, and offer personalized support, ultimately
enhancing the patient experience and improving health outcomes. In this white paper, we will
explore the key benefits of the exclusive distribution model and expand on how it profiles as the
ideal framework for addressing the unique demands of rare and orphan disease therapies.

This paper represents the views of the author, not AHIP. The publication, distribution or posting of this paper by AHIP
does not constitute a guaranty of any product or service by AHIP.


https://www.efpia.eu/media/602653/root-cause-unavailability-delays-cra-report-may-2021-final.pdf

* AscellaHealth.

UNDERSTANDING THE EXCLUSIVE DISTRIBUTION FRAMEWORK

Defining the Scope

The exclusive distribution model is a highly targeted approach in which a pharmaceutical
manufacturer partners with a service provider to be the sole point of distribution for a particular
pharmaceutical product. To ensure more consistent patient care and promote a better
therapeutic experience, this model allows the manufacturer to be more tightly woven into all
areas of the distribution process. Unlike open models, which distribute drugs widely across
multiple channels, and limited models, where a small number of pharmacies handle distribution,
exclusive models provide a streamlined, one-to-one relationship between the manufacturer and
the distributor. This dynamic fosters better coordination and enhances efficiency in delivering
medications to the patient or site of care on time and according to specifications.

Primary Differences Between Exclusive and Non-Exclusive Models

Exclusive distribution is fundamentally different from non-exclusive distribution models in that
non-exclusive models embrace a decentralized approach, with several distributors managing the
supply of a medication. This type of setup can lead to inconsistencies, as the drug’'s management
is spread across multiple entities, each following their own processes and protocols. By contrast,
exclusive distribution features a centralized distribution framework consolidated with one
service provider.

Specialized patient support and expanded program management are other key factors
differentiating exclusive from non-exclusive models. Specialty distribution via a single-source
partner opens the door to a higher level of patient support that is critical for the successful
management of complex therapies. This encompasses services like reviewing benefits,
supporting prior authorizations, managing copay assistance programs, monitoring adherence,
and providing thorough patient education. By opting to work within an exclusive framework,
manufacturers can guarantee that patients are given the tools they need to complete their
intended course of care successfully.



Application in Rare Disease Therapy

Rare diseases present unique challenges due to their small patient populations and the
complexity of their treatment protocols. Due to these challenges, they require more frequent
patient touchpoints, robust support, and ongoing monitoring. The exclusive distribution model
fits perfectly into this context, offering a highly controlled, consistent approach to delivering
specialized therapies, while ensuring patients are carefully guided through the process. By
shifting the primary focus onto the patients’ needs, manufacturers can help them navigate the
treatment journey with greater ease and reduced stress.

Individuals in treatment for rare and orphan disease who have access to an exclusive
distribution framework are generally more adherent to medication, more involved with the
therapeutic process, and more satisfied with their treatment program. Along these same
lines, manufacturers should be prepared to provide informed patient follow-up, pertinent
education programs and compatible financial assistance resources that cater to the specific
disease state to maximize their chances of successfully treating patients within that population.

KEY BENEFITS OF EXCLUSIVE DISTRIBUTION MODELS

Enhanced Patient Care

Imagine a patient starting a new treatment for a rare condition they don’'t know much about.
Naturally, they would be a little apprehensive, anxious and potentially overwhelmed by

the substantial amount of information being thrown at them. However, with the exclusive
distribution model, they're not just another number lost in the shuffle of multiple distribution
vendors. Instead, they receive focused, priority service and have access to a dedicated support
system that shepherds them along each step of the way. A centralized distribution framework
ensures patients receive timely access to medications, as well as direct coordination with
healthcare providers to maintain continuity of care and reduce barriers to treatment.

Working within the exclusive model allows for tighter integration of patient-centered services
such as treatment plan monitoring, side-effect management, and educational support, which
becomes a valuable advantage for individuals during their treatment. Specialized Patient Care
Teams well versed in the disease state can provide expert guidance and ongoing education; they
are also able to facilitate the incorporation of technology and tools to help patients manage their
treatments more effectively. By consolidating services under one roof, sole-source distribution
partners can ultimately empower patients to stay more engaged with their care.


https://www.pharmacytimes.com/view/the-ins-and-outs-of-limited-distribution-specialty-drugs
https://www.pharmacytimes.com/view/the-ins-and-outs-of-limited-distribution-specialty-drugs
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Additionally, more robust, actionable real-time data collection offers deep insights into patient
responses and outcomes. These insights help adjust individual patient support and inform

broader clinical strategies, benefiting future therapy development. This proactive monitoring
and adjustment reduces risks for patients and supports better overall treatment efficacy by
ensuring plan parameters align wholly with each patient’s unique needs.


https://www.ambula.io/how-real-time-data-can-improve-patient-care/#:~:text=It%20allows%20for%20early%20detection,errors%20and%20delays%20in%20treatment.
https://www.ambula.io/how-real-time-data-can-improve-patient-care/#:~:text=It%20allows%20for%20early%20detection,errors%20and%20delays%20in%20treatment.

Data Collection and Real-Time Insights

Exclusive distribution models create a unique opportunity for pharmaceutical manufacturers to
gather critical data and real-time insights across the patient treatment journey. By consolidating
data through a single-source distribution partner, manufacturers can comprehensively monitor
compliance, track treatment outcomes, and assess any emerging trends that might affect a drug’s
performance. This integrated approach to data collection enables more responsive, accurate
reporting and fosters deeper insights into the therapeutic impact of rare disease treatments.

The real-time insights gleaned provide an actionable blueprint for improving patient outcomes
and supporting timely interventions. With advanced digital technologies and tracking systems,
distribution partners can help manufacturers detect potential issues early, helping prevent costly
and detrimental interruptions in treatment. This proactive monitoring is especially vital in cases

of rare disease, where patient outcomes depend on compliance with strict therapy protocols. The
ability to identify problem areas and swiftly course-correct enables distributors and manufacturers
to strengthen engagement throughout the treatment lifecycle and optimize results.
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Centralized data collection also enhances manufacturers’ ability to contribute valuable findings
to clinical research and support regulatory submissions. The data can reveal compelling
long-term trends that offer a strong foundation for peer-reviewed publications, as well as

for generating real world evidence (RWE) to evaluate safety and support effectiveness. These
insights not only help advance the understanding of rare diseases but also solidify the clinical
efficiency and commercial positioning of new therapies, highlighting the exclusive distribution
model’'s positive impacts on both patient outcomes and market growth initiatives.



https://www.datavant.com/clinical-research/clinical-data-management#:~:text=Clinical%20data%20management%20is%20crucial,helping%20to%20prevent%20adverse%20outcomes.
https://www.datavant.com/clinical-research/clinical-data-management#:~:text=Clinical%20data%20management%20is%20crucial,helping%20to%20prevent%20adverse%20outcomes.
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An exclusive model significantly enhances functional efficiency and reduces vendor burden by
streamlining operations across the distribution chain. Manufacturers can centralize logistics with
a single-source distribution partner, eliminating redundancies that often arise in non-exclusive
models. This setup leads to more consistent and predictable inventory management, reducing
the likelihood of stock running out, clerical errors or delays in delivery. By optimizing distribution
pathways and maintaining direct lines of communication, exclusive partners can ensure that
medications reach patients promptly.

Centralized distribution models also reduce inflated overhead costs associated with multi-
partner logistics, enabling manufacturers to control expenses more effectively. This reduction in
logistical complexity minimizes operational risks and frees up resources that manufacturers can
reinvest in patient support programs or further innovation.

Likewise, exclusive distribution partners are well-equipped to handle the specialized needs of rare
disease therapies, such as specific temperature requirements and handling protocols. By focusing
on the unique specifications of each drug, these partners ensure pharmaceutical companies

can maintain a high level of quality assurance from manufacturing through patient delivery.

This controlled environment fosters trust and reliability, ensuring patients consistently receive
medications under optimal conditions, essential for maximizing therapeutic effectiveness.

Exclusive distribution models offer a competitive advantage in the specialty pharmaceutical
market by allowing manufacturers to differentiate their therapies through superior customer
support and timely product delivery. These tailored experiences enhance patient loyalty and
elevate the therapy’s reputation, making it more attractive to healthcare providers who seek
reliable treatment options for patients with rare and complex conditions.

Manufacturers also achieve a consistent brand presence, as the single-source distribution
framework provides a cohesive experience across every patient interaction. This unified approach
enhances awareness and allows the manufacturer to establish a strong market identity focused on
patient-centered care. In competitive markets where therapies contend for traction within limited
patient populations, consistency and strategic product positioning can increase referrals and
strengthen relationships with prescribers, ultimately expanding market share.

With access to the rich, data-driven insights the exclusive model provides, manufacturers can
deploy market-specific strategies focusing on patient demographics and use case archetypes.
These insights also support ongoing innovation, as manufacturers can identify areas for clinical
improvement and leverage positive patient outcomes, building a compelling argument for the
therapy’s effectiveness and value. Together, these factors can help position a specialty treatment
as a market leader by enhancing both its clinical credibility and commercial success.


https://ordersinseconds.com/mastering-exclusive-distribution/#:~:text=By%20choosing%20to%20utilize%20exclusive,with%20greater%20intensity%20than%20competitors.
https://ordersinseconds.com/mastering-exclusive-distribution/#:~:text=By%20choosing%20to%20utilize%20exclusive,with%20greater%20intensity%20than%20competitors.

Increased Revenue/Positive Revenue Recognition

Exclusive distribution models support more consistent revenue streams and enhance financial

predictability for specialty pharmaceutical manufacturers. Manufacturers benefit from a
streamlined service structure that offers clear financial terms and greater stability over the

engagement’s duration. This format helps eliminate the revenue fluctuations often experienced
in non-exclusive models, where the handling of multiple distributors may create inconsistencies
in demand forecasting and inventory management. With more control and predictability over
the distribution chain, manufacturers can anticipate revenue cycles more accurately, enabling
them to allocate resources more effectively.

Exclusive distribution also boosts commercial viability by cutting costs related to logistical
inefficiencies. A simplified distribution pathway means fewer expenses related to managing
multiple vendors, coordinating diverse inventory points, and accounting for fluctuations. These
cost savings can translate into better profit margins and allow manufacturers to reinvest in
critical areas such as patient support programs or research and development.

Furthermore, because exclusive models improve adherence, leading to longer therapy durations
for patients, they contribute to sustained growth over time and deliver better predictability.
Their enhanced revenue potential also builds long-term value by establishing a therapy as a
trusted solution in the market, reinforcing the manufacturer’s overall brand equity.

CLARIFYING COMMON MISCONCEPTIONS REGARDING
EXCLUSIVE DISTRIBUTION

Misconception #1: Exclusive Distribution Models Limit Opportunities

A common misconception is that exclusive distribution limits a therapy’'s market opportunity by
restricting access to only one distributor. However, exclusive distribution models often expand
opportunities by providing a more efficient approach to patient access and care. By partnering
with a sole-source distribution provider that has a robust network and vast geographic
coverage, pharmaceutical manufacturers can make sure medications are widely available to
their patient populations regardless of situation. Similarly, leaning on an exclusive distributor
allows manufacturers to implement enhanced support programs, ensuring that each patient
receives a higher-touch brand of care that may not be feasible within a broader distribution
framework. This approach supports a more consistent experience across the patient population,
contributing to the therapy’s success and reputation among prescribers and patients.


https://www.pharmacytimes.com/view/why-limited-distribution-in-specialty-pharmacy
https://www.pharmacytimes.com/view/why-limited-distribution-in-specialty-pharmacy
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Exclusive distribution partners are also equipped to manage complex payer requirements,
dispelling the myth that payer access is limited. Experienced in the specific parameters of
specialty drugs, these specialized distribution partners facilitate seamless access across various
payers, efficiently managing requirements, reimbursement processes, and prior authorizations.

Exclusive models also enable manufacturers to gather centralized, actionable data on patient
outcomes, adherence rates, and prescribing patterns. This allows them to focus strategies,
streamline operations, improve patient engagement, and refine commercialization efforts based
on real-world evidence.
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Misconception #2: Exclusive Distribution Models Offer Less Payer
Flexibility and Ability to Control Costs

Many pharmaceutical companies assume that using multiple distribution vendors will help them
leverage lower costs and more favorable terms with payers. However, this approach often leads
to unnecessary friction between vendors. When distribution companies are pitted against one
another, they create quasi-competition, potentially undermining the manufacturer’s ability to
secure stable pricing. In contrast, an exclusive distribution model features a more streamlined
negotiation process, ensuring manufacturers receive the best possible rate.

The exclusive distribution model eliminates the need for multiple vendors to compete on price

and offers manufacturers the benefit of static rates preapproved by payers. By charging a flat
service fee rather than taking a percentage of the revenue, exclusive distribution partners eliminate
unnecessary pricing pressures and prioritize passing savings directly to manufacturers - a desirable
alternative to using multiple distribution vendors, such as independent pharmacies or larger PBMs
who might try to negotiate rate increases each year. With one exclusive distributor, terms are
negotiated upfront, which can include specific risk-sharing arrangements to align the interests of all
parties, effectively reducing administrative burdens and expediting formulary placement.
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Misconception #3: Exclusive Distribution Models Create
Operational Complexity

Another misconception about exclusive distribution is that it increases operational complexity. In
reality, exclusive distribution models simplify operations by consolidating logistics, streamlining
inventory management, and enhancing communication between the manufacturer and
distributor. With one dedicated partner, manufacturers can eliminate redundancies and improve
coordination across the distribution chain, creating a more cohesive, predictable process for
delivering therapies to patients. This unified approach minimizes administrative burdens and
reduces the risk of delays, particularly for rare and orphan disease treatments that require more
precise handling.

Exclusive distribution allows for tighter control over the supply chain, significantly reducing the
risk of stockouts or delays. This is crucial in maintaining satisfaction among both payers and
patients. Exclusive distribution partners often specialize in the unique requirements of specialty
therapies, enabling them to efficiently manage complex workflows and reduce the operational
strain placed on manufacturers. The close collaboration between teams can allow them to solve
even the most minor issues, ensuring that patients receive their medication when and where
they need it. This elevated level of detail and care simply would not be possible with multiple
partners involved.

BEST PRACTICES FOR IMPLEMENTING AN EXCLUSIVE
DISTRIBUTION APPROACH

Criteria for Choosing the Right Partner

Selecting an exclusive distribution partner requires evaluating several key factors to ensure they
align with the unique needs of the disease state and the manufacturer’s goals for the therapy.
First, the partner should have proven expertise in managing the complex logistics of specialty
pharmaceuticals across all stages of a product’s lifecycle, including clinical trials, Early Access
Program support, market strategy and distribution and handling. It's essential to assess the
partner’s track record in managing therapies for rare or orphan diseases to truly understand
their level of dedication and commitment to specialty patient care. The ideal partner will provide
the ability to oversee a seamless integration of services, have experience managing high-

touch patient support and education programs and possess strategic partnerships across the
healthcare industry.

A strong technological infrastructure is also crucial, enabling real-time data tracking and
monitoring. The ideal partner should be able to offer advanced, transparent analytics
capabilities, allowing manufacturers to monitor key performance indicators (KPIs) and make
informed adjustments as needed. By selecting a partner with logistical expertise, relevant
experience and robust data capabilities, manufacturers can ensure efficient operations, patient-
centered service, and support that enhances treatment success and long-term market growth.

1N



i AscellaHealth.

Steps for Successful Implementation

Implementing an exclusive distribution model involves a series of carefully coordinated steps,
beginning with defining clear objectives and aligning on patient care priorities with the chosen
partner. The first phase should include comprehensive planning sessions to outline the
distribution model's scope, establish KPIs, and set up necessary support services for patient
education, adherence monitoring, and treatment plan management.

Once the initial framework is in place, manufacturers should expect to conduct controlled
testing or utilize phased rollouts so they can test and refine the model, using analytics data to
track patient engagement and compliance, gauge deliverability and measure efficiency. Regular
reviews and performance evaluations with the distribution partner will allow for continuous
improvements based on data-driven insights. By maintaining an open flow of communication
with their distribution partner and committing themselves to an iterative process of ongoing
evaluation and refinement, manufacturers can ensure a successful deployment of the exclusive
distribution model for their specialty medication.

Real-World Example: Application of Exclusive Distribution in the Specialty
Pharmaceutical Industry

A pharmaceutical manufacturer faced challenges with patient support and accessibility for a
new therapy in its portfolio due largely to an open distribution model that limited its reach

and stifled patient engagement. Recognizing the need for a more focused approach, the
manufacturer transitioned to an exclusive distribution model in partnership with AscellaHealth.
This shift allowed for the deployment of a pharmacy-first HUB model, which centralized

patient onboarding, education, and medication management. By streamlining communication
and establishing dedicated Patient Care Teams, the exclusive model significantly improved
operational efficiency and ensured patients received immediate support following diagnosis,
enhancing access to therapy and strengthening the patient experience.

The results underscored the benefits of the exclusive distribution model in improving patient
outcomes and operational effectiveness. The time to connect with new patients was reduced
from 28 days to under 2 days, while the therapy completion rate nearly doubled within six
months, rising from 40% to 78%. Likewise, AscellaHealth’s wraparound services, which include
monitoring compliance, ensuring persistency, and delivering timely interventions, played a
pivotal role in enhancing patient recovery and reducing rates of recurrence.
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https://pmc.ncbi.nlm.nih.gov/articles/PMC3081994/
https://pmc.ncbi.nlm.nih.gov/articles/PMC3081994/
https://ascellahealth.com/

SETTING THE BAR FOR SUCCESS IN THE RARE DISEASE SECTOR

Exclusive distribution is set to transform the future of rare disease therapy by advancing patient
care, operational efficiency, and market positioning within the pharmaceutical industry. As
therapies grow more complex and patient populations become more nuanced, the exclusive
model’s streamlined approach will become even more essential in delivering cutting-edge
solutions to patients with rare and orphan diseases. By enabling a higher standard of care
through specialized support and reliable access, exclusive distribution models directly address
the needs of these unique patient groups.

With a deep commitment to patient-centric care, operational excellence, and strategic
partnerships, AscellaHealth is optimally positioned to be the distribution partner of choice
for manufacturers looking to maximize the impact and results of their specialty therapies.
AscellaHealth offers custom-tailored market access and commercialization solutions that
empower pharmaceutical companies to successfully navigate the logistical intricacies of rare
disease treatments and provide dedicated service and support to build stronger relationships
with both patients and providers to realize the full therapeutic potential of the patient
journey. For more information about our services, and to learn how we can support the
commercial success of your therapy, please visit our website or contact
businessdevelopment@ascellahealth.com.
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ABOUT ASCELLAHEALTH

AscellaHealth is a global partner that delivers proven end-to-end solutions to both life sciences
and healthcare companies to enhance quality of life for patients with complex, chronic
conditions. Every day our team gets critical healthcare products from manufacturers to patients
while ensuring an efficient flow of funds between payers and pharma.

AscellaHealth partners with life sciences manufacturers around the world, enabling them to
successfully commercialize therapies for complex, chronic conditions. Our comprehensive
suite of services guides clients through every stage of the process, from clinical trials through
approval, pre-commercialization support and ultimately transitioning patients on to therapy.

Our global expertise in specialty fulfillment, data analytics and patient support/HUB services
allows us to streamline product launch, provide an ecosystem of financial support to our
partners and ensure patients have access to therapies they need for better outcomes.

Visit www.ascellahealth.com

1055 Westlakes Dr., Suite 200
Berwyn, PA 19312
877.389.9040
info@ascellahealth.com

AscellaHealth's Specialty Pharmacy is located in St. Louis, MO. AscellaHealth
Europe is comprised of locations in Dublin, Ireland and Manchester, England.
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