What is the preferred approach

to US drug pricing reforms -

international reference pricing

or value-based pricing?
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Free-market policies in the US promote
innovation but hinder access

of Americans take a
prescription drug

of American regardless of political
affiliation believe that
pharmaceutical profits are driving
the price of prescription drugs

of American adults report not taking
their medicines in 2021 due to cost

across party lines believe there
isn't as much drug pricing
regulation as there should be

Available at: https://www.kff.org/health-costs/poll-finding/public-opinion-on-prescription-drugs-and-their-prices/

https://www.brookings.edu/research/the-global-burden-of-medical-innovation/

https://www.healthaffairs.org/do/10.1377/forefront.20201123.804451/
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https://www.brookings.edu/research/the-global-burden-of-medical-innovation/

of worldwide drug company profits
are derived from US consumer
spending

of people believe that prescription
drug innovations has improved the
lives of the US population over the
past ten years
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Need to balance
affordability &
access with
innovation

* .
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Drug access, affordability, payment,
and pricing policies*

Increasing ease of entrance of generic drugs
and biosimilars
Rebate or tax penalties for price-hikes that
outpace inflation
Medicare negotiating drug prices
International reference pricing
Domestic reference pricing
Value-based pricing
Medicare redesign
Out-of-pocket spending caps
Drug importation from Canada
Formulary restrictions
Prior authorization
Add-on payment caps
Cost-effectiveness analysis
Coverage with evidence development
Outcomes-based contract
Indication-based pricing
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International Reference Pricing (IRP) vs.
Value-based Pricing (VBP)

IRP

e Informs pricing negotiations by calculating a reference
price from one or more countries
e Used in atleast 70 countries to contain drug costs

Value Based Pricing (VBP)

e  Result of an assessment, usually an economic
evaluation, that attempts to align the price of a drug to
its clinical value

o  Cost-utility analysis (CUA) is one type of
economic evaluation, that explicitly takes into
account the relative costs and outcomes of a
therapy adjusted by health status preferences to
inform decision-making

e Used in several high-income countries to determine if a
therapy will be reimbursed, and is a gateway to market
access
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CMS.gov

Centers for Medicare & Medicaid Services

Medicare-Medicaid

Medicare  Medicaid/CHIP Coordination

Innovation Center Home > Innovation Models > Most Favored Naj MEETINGS

Most Favored Nation Model

CMS published a final rule in the Federal Register on Dec]

2020, MFN Model interim final rule with comment period afa Te

B TIE oSOt CE0 ToauTaTory (EXT ot o,
CFR part 513 (these actions withdrew the MFN Model), effective February 28, 2022. See CMS-5528-F at:

August 6, 2021 MFN Model Notice of Proposed Rulemaking (NPRM) (CMS-5528P)

CMS is proposing to rescind the November 2020 MFN Model interim final rule with comment peried in a notice of
proposed rulemaking published in the Federal Register on August 10, 2021. See CMS-5528-F at:
https://www.federalregister.gov/public-inspection/2021-16886/mosi-favored-nafion-model. We will continue to
carefully consider the comments we received on the November 2020 interim final rule as we explore all options to
incorporate value into payments for Medicare Part B drugs and improve beneficiaries’ access to evidence-based
care.

Available at: https://innovation.cms.gov/innovation-models/most-favored-nation-
model#:~:text=The%20MFN%20Model%20was%20a.affecting%20quality%200f%20care%20for
https://www.medpac.gov/meeting/april-7-8-2022/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4802694/
https://mww.cdc.gov/dhdsp/docs/program_evaluation_tip_sheet_economic_evaluation.pdf
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GPI HTA assessments among most commonly-used drug pricing controls globally

Health Technology
Assessments (HTA)

Source: GPI pulse™




GPI IRP mechanisms among most commonly-used drug pricing controls globally

International
Reference Pricing (IRP)

Source: GPI pulse™




GPI Objective: Compare the impact of IRP vs VBP on US drug prices

The impact of Value-Based Pricing (VBP) vs International Reference Pricing (IRP) AETION
on innovative drugs in the US

s e RER——— iovalpricng

Background & Objective Results

Discussion

Limitations Disclosures




GPI Methodology

We identified a sample of drugs reviewed by the Institute for Clinical and Economic Review (ICER)
from 2019-2021.

Value-Based Pricing was estimated based on ICER’s International Reference Pricing formula was defined
$150,000/QALY willingness-to-pay threshold based on the Most Favored Nation (MFN) Model.

The percent discount from the current US wholesale acquisition cost (WAC) to the IRP and VBP were calculated and
compared for our sample (n=28).




GPI Results: On average, IRP discount was greater than the VBP discount

55.2% 70.5%

Discount for VBP Discount for IRP
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No correlation between IRP and VBP discounts (R2=0.0018)




GPI Results: Percentage point difference between IRP and VBP discounts vary widely
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GPI Results: Orphan drugs required greater VBP discounts than IRP
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GPI Summary and next steps

Results Summary Next Steps

* On average, IRP led to greater discounts - Understand why orphan drugs required
(lower prices) than VBP for innovative greater discounts under VBP

drugs in the US

« There was no correlation between IRP * Understand impact of IRP and VBP on
and VBP discounts net pricing

» For select group of products (orphan « Understand the impact any policy might
drugs), VBP could require greater have on access and innovation

discounts (lower prices) than IRP
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