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Introduction
Where we come from and where we move forward

Paying for Volume Paying for Performance
Feedor-Service (FI-S) payments Pay-for-perdommance on
Incentive o increase utiization measures
of resources Incentive payments for high
quality outcomes
PAST: Moving Forward:
Rewards Volume Rewards Value
+ Silosd FFS + Valus-based payments

+ Volume-bassd rewards * Public reporing of performance

+ Grester focus on care cocrdinaticn

+ Uimitsd coordination or sharad risk and prevention

AMCP 2016, DIMENSIONS of Managing Specialty Drugs in Current and Evolving Alternative Payment Models



Setting the Stage—Outside and Parallel Trends

* What is value?

* Growth of HTA and ISPOR

* Trends in PBRSAs

* Pricing challenges and value frameworks

What is “Value”?

* From an economic perspective:

* Value is what someone is (actually) willing to pay or forgo to obtain
something (opportunity cost)

* Implications:

* Varies across individuals, across indications for the same medicine,
and dynamically over time (as more evidence becomes available and
competitors emerge).

* Difficult to measure in health care because of insurance

* In principle, we would ask a plan member about their willingness to
pay the incremental insurance premium (or taxes). In practice, the
amount is too small to be estimated reliably.




Defining Economic Value for
Health Technology Assessment

What is “economic value”?

= “Value”= what fully informed patients would be willing to pay (WTP) for a new
medicine based on:

1) any cost-savings,
2) life years gained (LYs),

3) improvements in quality of life or morbidity

(2+3) 2Quality-adjusted life years (QALYs)
Cost-per-QALY gained = “cost-utility analysis”
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ISPOR TASK FORCE REPORTS

Performance-Based Risk-Sharing Arrangements—Good Practices for
Design, Implementation, and Evaluation: Report of the ISPOR Good
Practices for Performance-Based Risk-Sharing Arrangements Task Force
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PBRSA Taxonomy

Performance-based schemes between health care payers and manufacturers J

(

[ Non-outcomes based schemes ] [ Health outcomes-based schemes J
Population level ] [ Patient level ] [ Conditional coverage J [ Performance-linked reimbursement (PLR) ]

Outcomes Pattern or process of care
guarantee
[Ex: OncotypeDx in US (United

Healthcare)]

Coverage with
evidence
(CED)

Conditional treatment
inuation (CTC)

[Ex: Alzheimer's drugs in Italy]

Utilization caps Manufacturer funded
Only in research Only with research

[Ex: Cochlear implants in [Ex: Risperidone in France]
s (CMS)]

Intermediate
Endpoint

Clinical Endpoint

[Ex: Bortezomib in UK]

in in US]

Source: Carlson et al., 2010
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Private Sector Risk-Sharing Agreements in the
United States: Trends, Barriers, and Prospects
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B Figure 4. Poiential Barriers to RSA Use in the
United States

1. Signiticant additional affort required to astablish/exacuta
RSAs (eg, compared to traditional rebates/discounts)

2. Challenges in identifying/defining meaningful outcomes
Challenges in measuring relevant real-world outcomes

(o

4. Data infrastructure inadequate for measuring/monitoring
ralavant outcomes

6. Difficuity In reaching contractual agreament (ag, on the
salaction of outcomas, patients, data collaction mathods)

6. Implications for fedaral (Medlicald) best price
7. Payer concerns about adverse patient selection

8. Fragmented mult payer insurance market with and signifi-
cant patient switching among plans

9. Challenges In assessing risk uptront due to uncertainties In
real-world performance

10. Lack of control over how product will be used

11. Significant resources and/or costs agsoclated with ongoing
adjudication



M Figure 5. Survey Findings of Top Barriers to the Use of RSAs in the
United States
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ISPOR Initiative on US Value Assessment Frameworks
STF Final Report. Feb. 2018

ELSENED

Ammrcmnnnmnmm Vakm Ammewries
of e BOR
u-adruummn

S, o | S, W, | W 0, i b, P

X~

Working Premise
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.itis critical to investigate these value frameworks because of the signals they

send to innovators. Value-based approaches can encourage firms to produce more
of what is being optimized in the frameworks, and discourage them from bringing to
market products that do not produce good value. Ideally, that means society will
benefit from medical products and healthcare technologies that efficiently improve
the health and welfare of the population according to consistent and well-founded
measures of value. Conversely, ill-conceived frameworks could produce long-lasting
harms by encouraging innovators to develop treatments that fail to produce real value.”

[emphasis added]

Source: STF Final Report [1], ViH, Feb. 2018




Decision Contexts and Value Frameworks

Fig. 2 Decision Contexts and Recent Value Frameworks:
oving from the Plan Level to the Patient Level
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Source: STF Final Report, Section 2 (Garrison, Pauly, et al, Value Health, Feb. 2018)
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Second-Panel Volume: Impact Inventory
(October 2016)
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Recommendation I: Be explicit about decision context and
perspective in value assessment frameworks.

No Slngle value assessment_ 1. No single value assessment framework can simultanecusly
framework captures everything. reflect multiple decision contexts and the perspectives of the
patient, the health plan, or society as a whole, Thus, it is
important for any framework to clearly articulate the value

For societal and health plan construct it represents and the perspective and decision
resource allocation decisions context in which it is to be used, and to be well validated
. and reliable within that construct and context.
(Coverage_/ relmbursement), 2. For societal and health plan resource allocation decisions,
perspective should reflect those including coverage and reimbursement decisions, the perspec-
who pay for care (e,g,,enrollees, tive used should reflect, at a minimum, those who ultimately
emp|oyees, taxpayers). pay for care, including, for example, enrollees, employees, and
taxpayers.

3. Well-designed patient-level] frameworks can help guide shared
_ ; ; _ decision making for treatment choices among the clinically
Well deSIQHEd patlent Ie.vel appropriate options that have been approved for coverage so
frameworks_ (_:an help_QU|de that patients and their providers can consider and weight
shared decision maki ng for factors most relevant to patient preferences and constraints,

treatment choices

Source: STF Final Report Section 7 (Garrison, Neumann, et al, Value Health, Feb. 2018)



Recommendation Il: Base health plan coverage and reimbursement
decisions on an evaluation of the incremental costs and benefits of &
healthcare technologies as is provided by cost-effectiveness analysis. "

B
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7033059

1. Cost-per-QALY analyses have
strengths and limitations

2. Frameworks that focus on
coverage/reimbursement should
consider cost per QALY, as a
starting point

3. Consider elements not normally
included in CEAs (e.g., severity of
illness, equity, risk protection) but
more research needed.

1. A central tenet in economics is to compare incremental costs
and benefits in decision making, CEA and, in particular, cost-
per-QALY analysis have many demonstrated strengths—and
some recognized limitations; they are well established in
health economics and used by decdsion makers in health
systems worldwide.

2. Value assessment frameworks that focus on health plan
coverage and reimbursement decisions should consider CEAs,
as measured by cost per QALY, as a starting point to inform
payer and policymaker deliberations. In many instances, the
cost-per-QALY metric can serve well as the core component of
these assessments.

3.Elements of costs and benefits not normally included
in CEA that affect individual well-being (such as severity
of iliness, equity, and risk protection) may be relevant for
some health plan decisions; more research is, however,
needed on how best to measure and include them in
decision making.

Source: STF Final Report Section 7 (Garrison, Neumann, et al, Value Health, Feb. 2018)

Scientific

spillovers

Real option-
value

Value of
hope

Severity of
disease

Source: Lakdawalla et al., STF Report, 2018.

Productivity

Adherence-
improving

Reduction in
uncertainty

Green circles: core elements of value

Light blue circles: common but inconsistently used elements of value
Dark blue circles: potential novel elements of value

Blue line: value el in traditional payer i

Insurance value Red line: value element also included in societal perspective
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How to aggregate elements of value?

1. Monetization of elements in addition to cost per QALY
* Extended CEA—Risk protection and equity impact (used in global health)
* Augmented CEA—ECEA+other factors
* Net Monetary Benefit (NMB)—change in QALY x WTP threshold + Net cost

2. Multi-criteria Decision Analysis (MCDA)
* Analytical Hierarchy Process (AHP)
*  Multi-attribute utility theory (MAUT)
* Deliberative processes

Thanks!

Lgarrisn@uw.edu
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