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Synopsis

Value-based agreements (VBAs) aim to improve evidence-based
patient access to new medicines, promote medication compliance,
and provide a risk-sharing mechanism between pharmaceutical
manufacturers and payers. When thoughtfully executed, VBAs

use evidence-based medicine practices and effectiveness data

to promote appropriate utilization of therapies. This in turn leads
to improved patient health, reduced resource waste, and lowered
overall expenditures for all stakeholders, which make healthcare
more affordable and cost-effective.

VBAs can be complex and require extensive knowledge of the clinical
treatment approaches, medical adjudication system, and cooperation
between contracting parties. A successful VBA requires experience in
managed care, sophisticated analytical expertise, and a trust-based
relationship between a payer and pharmaceutical manufacturer.”
Using real-world VBA examples, in this article we provide insights into
one such evolving successful cooperation between a pharmaceutical
manufacturer and a payer, and describe how their unique, collaborative
VBA approach was successful in improving healthcare delivery

and patient access to appropriate medication. We hope that by
encouraging transparency and by sharing this innovative example,
payers and pharmaceutical manufacturers can collaborate to promote
use of evidence-based medicine and improve access to appropriate
therapies. This innovative VBA approach enhances traditional
payer—-manufacturer transactional relationships to extract meaningful
insights to inform and evolve VBA strategies, ultimately delivering
additional value for all stakeholders.

Figure 1. Executing successful value-based agreements requires
specialist expertise and a trust-based partnership
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Background:
the evolving VBA landscape

In recent years, the implementation of VBAs has gained widespread
attention in managed care because of a common aim among industry
stakeholders for these agreements to increase the value derived from
the healthcare system. However, this terminology has proven to be a
catchall for agreements that have been shown to deliver highly variable
levels of utility. Even a seemingly rudimentary task, such as defining
VBAs, has proven difficult to gain consensus; even more challenging
has been the effort to translate discussion to real-world action.

In 2017, a panel of Academy of Managed Care Pharmacy members
convened and agreed a consensus definition for VBAs: “a written
contractual agreement in which the payment terms for medication(s)

or other healthcare technologies are tied to agreed-upon clinical
circumstances, patient outcomes, or measures.”? Since 2017, the VBA
landscape has continued to evolve as manufacturers and payers work
collaboratively to define new best practices and develop novel contract
designs. This article outlines a real-world example of this definition and
the application of a specific VBA.

VBAs provide a means for risk-sharing between a pharmaceutical
manufacturer and payer. They are often implemented to address
uncertainties surrounding the real-world effectiveness of new
treatments relative to the efficacy upon which the medication was
approved by the Regulators.® Measures are typically linked to the
outcome(s) of an agreed program of prospective data collection that

is designed to assess the performance of the drug.* The nature of data
collection varies. For example, the VBA may address persistence issues
by offering a ‘warranty’ to offset the uncertainties of real-world utility at
the time of approval,*® potentially providing patients with faster access
to new therapeutics, ultimately to expedite improvements in patient
outcomes. More progressive applications of VBAs may assess treatment
effectiveness by measuring outcomes related to the therapy.® All parties
share the cost risk if these desired outcomes are not achieved.

Implementation challenges, misaligned
incentives, and a lack of trust between payers
and manufacturers create barriers to successful
implementation of VBAs.¢

However, when anchored by a trusting relationship between payers and
manufacturers who seek to improve the lives of patients, VBAs can offer
unique opportunities for insight generation. This allows payers and
pharmaceutical manufacturers to gain a deeper understanding of the
patient journey, which gives patients access to appropriate treatments.
Using real-world examples, in this article we illustrate how a
payer—-manufacturer partnership evolved through the implementation
of two VBAs that ultimately led to deeper insights and improved
clinically appropriate access to one medication for patients with
inflammatory bowel disease (IBD).
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The challenge:
partnering to improve persistence

Working together to improve patient management in IBD, IngenioRx
(a pharmacy benefit management subsidiary of payer Anthem Blue
Cross Blue Shield), HealthCore (a health economics and outcomes
research subsidiary of Anthem), and pharmaceuticals manufacturer
Takeda have taken a collaborative approach to refine and optimize
their VBA development process.

Built upon principles of trust, transparency,
and cooperation, the organizations are using
novel, data-driven approaches to improve
patient access to healthcare and to optimize
resource utilization.

The collaborative alignment between one of the largest payers in the
USA and one of the largest pharmaceutical manufacturers in the world
provides a large demographic of patients across different regions with
access to a broad range of therapeutics. Importantly, the ongoing
collaboration also presents an opportunity to better understand

how treatments are used in a diverse real-world population.

The payer—-manufacturer relationship was built around shared values
and a long-term vision of optimizing healthcare spend by focusing

on the health of the whole patient. Optimizing patient care and
resource utilization requires an evidence-based, holistic approach

that goes beyond simply defining and sharing the risk of a particular
event. Instead, this collaboration seeks to improve healthcare delivery
by gaining a deeper understanding of the causes of treatment
discontinuations. These learnings will be applied so that patients can
access appropriate individualized treatment regimens to improve their
clinical outcomes and treatment experience as quickly as possible.

The first VBA design that we describe was developed for an IBD
treatment. A number of biological IBD therapies are currently available,
but treatment persistence is often suboptimal, with up to 31% of
patients discontinuing therapies within 6 months.” The first iteration of
the VBA was a warranty-type design based on treatment effectiveness
and continuation, in which the economic risk of patients discontinuing
treatment was shared between the manufacturer and payer. All parties
were aligned in their objective to help promote the appropriate use
of treatments in patients who benefit after the decision to implement
therapy was made by the clinician. Treatment continuation data were
collected as part of the VBA and provided an opportunity to gain
real-world insights into the reasons for treatment discontinuations,
which could support patient management moving forward.
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The VBA solution:
collaborating for success

The VBA was intentionally kept both simple and inclusive to ensure
that the measure was operational and conferred mutual value in the
arrangement. A common pitfall in executing mutually beneficial VBAs
is making them overcomplex, which creates insurmountable barriers
to successful adoption and could cause the administrative burden
to outweigh the benefits of the agreement. To create a successful
VBA environment, all parties must be willing to accept a share of
the risk. Introducing too many caveats and stipulations (e.g. decision
rules, restrictive inclusion and exclusion criteria, and excessive data
requirements) adds to the administrative burden of measuring
outcomes and tracking claims, which ultimately detracts value for

all parties.®

It is crucial that the right balance is found
between identifying a measure that is clinically
meaningful and one that is straightforward

to operationalize.

Striking this balance requires a multidisciplinary approach that
combines: sophisticated analytical capabilities for administrative
claims data analysis; enhanced data assets allowing for more extensive
and relevant analyses; therapy area expertise for the identification

of meaningful endpoints; and clinical experience to ensure that

the measures are fully operational in a real-world setting. Ensuring
simplicity in the agreement also allows for a more accurate forecast
and prediction of VBA performance, creating a more informed
environment in which all parties can assess their share of the risk
before entering into the agreement.

In the early development stages of the VBA, rates of treatment
discontinuation from clinical trials were discussed and claims
data were utilized to evaluate how those numbers translated to
real-world populations. This bilateral transparency and clarity in
the early stages established a solid foundation of mutual trust,
which has grown into a long-term working relationship between
the two organizations.

The results:
information exchange and actionable insights

This initial agreement and the data generated allowed for a deeper
exploration of claims data to identify the costs associated with
various sites of care. To maximize the potential of the data, a routine
analysis of the VBA data was conducted to assess the performance
of the therapy. This analysis demonstrated that the average cost per
claim was heavily influenced by geographical location and the site

of care. Patients located in the northeast region of the USA incurred
higher costs. In these high cost-per-claim scenarios, patients received
treatment infusions in an outpatient hospital setting, rather than in
lower-cost alternatives (such as the home or physician’s office). At-home
administration might not be suitable for all patients, for example,
people with disease complications; however, the data also revealed
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that a large proportion of patients who were receiving treatment in the
hospital were free of complications and therefore might be candidates
for home administration, if appropriate.

Figure 2. Place of service influences relative claim cost

Relative claim cost by place of service

~93% higher Office/home weighted

average cost

Relative claim cost

Outpatient hospital Physician's office Home infusion

Place of service

With these learnings, further analyses were conducted to estimate
the potential impact on spending if a proportion of patients with no
complications switched to infusions at home or in the physician’s office.

These additional data analyses identified a
simple, yet effective, means of reducing costs
without compromising patient outcomes.

Translating data to action, IngenioRx shared the results with
appropriate stakeholders to help initiate care management changes
to optimize cost-per-claim expenditures and improve care delivery.

The site-of-care findings may also be applicable to other therapeutics
with similar characteristics, which could yield additional cost savings
across broader populations further down the line. Patients may also
benefit directly from these findings. Studies indicate that home
administration of infusion-based treatments may offer quality-of-life
benefits over hospital-based administration,” potentially providing
convenience, fewer unnecessary hospital trips, and reduced out-of-
pocket costs for the patient.

The VBA evolution:
a holistic approach to patient care

While the first phase of the VBA was considered a success, all parties
wanted to evolve the agreement to align with their broader objective
of focusing on the health of the whole patient. Using the detailed
diagnostic categories for ulcerative colitis and Crohn’s disease in the
International Statistical Classification of Diseases and Related Health
Problems 10th Revision, a model was developed to assess how
medical costs varied depending on the patient’s diagnostic category,
using real-world data. Based on this model, the parties collaboratively
developed a next-generation VBA based on the predicted total cost
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of care; whenever a patient’s total IBD-related medical expenditures
exceeded the expected value based on their clinical characteristics, the
risk for the excess cost was shared between manufacturer and payer.

Because this type of methodology is more complex, execution
requires additional resources from all parties. Trust and transparency
are also critical, the groundwork of which had been laid during the
initial agreement phase. To pressure-test the model, each organization
conducted an internal independent validation analysis to verify the
findings. These additional steps gave all parties the confidence to
move forward with the new model.

The second generation of this VBA is now in use, and initial outputs
indicate that the model is performing as forecasted, with patients in
high-risk groups incurring higher average total medical costs than
those in low-risk groups. The hope is that a rich data set will be
yielded to help provide a better understanding of how the therapy
performs across different IBD patient subgroups, which will ultimately
help to predict outcomes and further improve patient management
in the future.

Finding value in VBAs

In conclusion, based on our real-world experience with this initiative,
we have found that “YES!" there is value to be found in VBAs.

VBAs apply evidence-based medicine practices and data analytics

to promote appropriate utilization of therapies. Successful execution
of a VBA seeks to improve patient health and access to medicine,
reduce wastage to the system, and lower overall expenditures for

all stakeholders, making healthcare more affordable. The important
enablers of these aims and their success are collaboration and strategic
alignment. As discussed in this article, the three main components to a
successful agreement are: (1) managed care expertise; (2) sophisticated
analytical expertise; and (3) a trust-based relationship. We have
demonstrated that VBAs are an important tool for improving patient
access to medicines and ensuring that we continue to have affordable
healthcare plans that provide for existing and newly approved
therapeutics.' This arrangement demonstrates that with a shared
vision of putting the patients’ needs first and through data exchange
and collaboration, drug manufacturers and payers can uncover new
learnings and actionable insights to improve and optimize healthcare
delivery. These learnings have laid the building blocks for the next
generation of VBAs.

Figure 3. Critical factors for value-based agreement success

Real-world application Transparency
Measure must be easy @ @ Clearly communicate
to operationalize the measure and the
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