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Oregon Prescription Drug Affordability Board (PDAB) Regular Meeting
Wednesday, October 16, 2024
Draft Minutes

Web link to the meeting video: https://youtu.be/U9TnhvcUqf8
Web link to the meeting materials: https://dfr.oregon.gov/pdab/Documents/20241016-PDAB-
document-package.pdf

Call to order and roll call: Chair Shelley Bailey called the meeting to order at 9:30 am and roll
was called.

Board members present: Chair Shelley Bailey, Vice Chair Amy Burns, Dan Hartung, Lauri
Hoagland, Robert Judge, Dan Kennedy, Chris Laman

Absent: John Murray

Declaration of conflict of interest: Robert Judge disclosed any perceived conflicts of interest.
View at video minute 00:00:46.

Approval of board minutes: Chair Bailey asked for a motion and second to approve the board
minutes as shown on Pages 3-4 of the agenda materials, with any amendments. Dan Kennedy
made a motion to approve the minutes and Lauri Hoagland provided a second. View at video

minute 00:01:41.

MOTION to approve the October 2, 2024, minutes

Board Vote:

Yes: Dan Hartung, Lauri Hoagland, Robert Judge, Dan Kennedy, Chris Laman, Vice Chair Amy
Burns, Chair Shelley Bailey

No: None

Absent: John Murray

Motion passed 7-0

Executive director’s program update: Ralph Magrish provided a program update. View the
video at minute 00:02:53.

Presentation by the Drug Price Transparency Program about PBM reporting: Taran Heins,
research analyst, gave a presentation to the board about the 2024 pharmacy benefit managers
(PBM) data collection as shown on Pages 5-15 of the agenda materials. View the video at
minute 00:08:07.

SB 192 upper payment upper payment limit draft report: Board consultant Myers and Stauffer
LC facilitated a board discussion about the upper payment limit draft report. Board members
provided feedback about the draft report. View the presentation on Pages 16-86 of the agenda
materials. View at video minute 00:31:29.
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Proposed policy recommendations for the Oregon Legislature: Cortnee Whitlock, senior policy
advisor, led the board in a discussion about proposed policy recommendations for the Oregon
Legislature. View the presentation on Pages 87-95 of the agenda materials. View at video
minute 01:56:31

Announcements: Chair Bailey announced the next meeting will be Nov. 20, 2024. View at video
minute 02:15:43.

Public comment: Chair Bailey said the board received six public comment letters, which are
posted to the PDAB website. Four people who signed up in advance spoke to the board: Terrell
Sweat, Johnson and Johnson, Dharia McGrew, PhRma, Lorren Sandt, Caring Ambassadors, and
John Covello, Independent Pharmacy Cooperative. View at video minute 02:16:01.

Adjournment: Chair Bailey adjourned the meeting at 12:04 pm with all board members in
agreement. View at view minute 02:29:23.
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Executive Summary
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This report, prepared by the Oregon Prescription Drug Affordability Board (PDAB) with support from
consultants at Myers and Stauffer and Horvath Health Policy, serves as the final deliverable related to
Senate Bill 192; and-whieh outlines a structured methodology and current insights for considering Upper
Payment Limits (UPLs) to address prescription drug affordability in Oregon. The directive from SB 192
requires the Oregon PDAB to develop a plan for implementing UPLs that promotes affordability while
ensuring patient access and financial sustainability within Oregon’s healthcare system. To meet this
requirement, Oregon’s PDAB engaged a broad spectrum of healthcare stakeholders and examined
affordability models used by PDABs in other states, offering a toolkit for the Oregon Legislature to
consider both the potential and complexities of UPLs.

Key Stakeholder Insights on UPL Feasibility Throughout the outreach process, stakeholders—including
3408 covered entities, carriers, hospitals, pharmaceutical manufacturers, prescription benefit managers,
pharmacies and patient advocacy groups — supported efforts to reduce prescription drug costs but
identified specific concerns related to the feasibility of implementing UPLs and the likeliness of cost-
savings. Notably, stakeholders emphasized the importance of maintaining fair reimbursement structures
and safeguarding patient access, with concerns that UPLs may impact the availability of certain
medications if drug manufacturers find price limits unsustainable. In the Constituent Group Engagement
Report prepared for the PDAB board by consultants Myers and Stauffer, “more than half of respondents
did not believe a UPL would result in cost savings, with many expressing concerns regarding loss of
revenue, decreased patient access, and increased patient costs”.> Additionally, stakeholders
underscored the necessity for robust implementation protocols and compliance measures across the
supply chain to ensure that UPLs achieve intended cost-savings without unintended consequences.

Administrative and Operational Considerations The effective implementation of UPLs requires careful
administrative planning and standardized processes to support compliance and transparency across
diverse healthcare providers. Experiences from other states reveal the need for a comprehensive
approach to affordability reviews, with detailed drug price modeling and periodic reassessment to adapt
to market conditions. PDABs in other jurisdictions have navigated challenges by implementing phased
rollouts and incorporating public consultations to address concerns about operational burdens and to
refine pricing methodologies, as there are currently no states with an active UPL. Oregon’s PDAB
considers these insights crucial, as a structured, phased approach could provide a balanced foundation
for Oregon’s UPL framework while facilitating administrative clarity and stakeholder engagement

National Methodological Insights for Oregon’s Approach The Oregon PDAB observed various UPL
methodologies from other state-level affordability boards, with a focus on transparent data collection,
affordability benchmarks, and patient cost impact assessments. A common strategy includes targeting
high-cost drugs with substantial price increases, applying therapeutic class referencing, and modeling
patient costs at the point of sale. Oregon’s PDAB has incorporated these insights, recognizing that such
data-driven methodologies are central to a UPL model that ensures affordability while supporting
provider and patient needs. Additionally, these approaches prioritize stakeholder engagement and

1 OR Prescription Drug Affordability Board, Constituent Group Engagement Report (Aug. 14, 2024).
https://dfr.oregon.gov/pdab/Documents/OR-PDAB-UPL-Report-Draft-20240821.pdf
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public transparency, elements that Oregon’s PDAB recommends as essential for maintaining public trust
and sustainable implementation.

Consideration of Complementary Cost-Control Strategies Beyond UPLs, this report encourages the
Oregon Legislators to evaluate additional cost-control mechanisms that could work in tandem with
UPLs, such as enhancing PBM transparency, implementing rebate models, and improving drug price
transparency throughout the supply chain. These complementary strategies may offer immediate
affordability benefits and support UPL objectives by providing a holistic approach to managing drug
costs. By considering a broader range of affordability measures, the legislators can create a
comprehensive framework that addresses the multifaceted nature of drug pricing while remaining
adaptable to future developments in the healthcare market.

This report fulfills the requirements of the board as outlined in SB 192 by presenting the Oregon
Legislature with an in-depth toolkit for UPL methodology. Drawing from national trends and informed by
stakeholder feedback, Oregon’s PDAB provides this framework to the Oregon legislature to support an
effective, equitable approach to prescription drug affordability in Oregon.FBD-gtend-ef

edits/submissions




Background\

The Prescription Drug Affordability board (PDAB or the board) was established in the Department of
Consumer and Business Services (DCBS) and is committed to protecting residents of Oregon, state and
local governments, commercial health plans, health care providers, pharmacies licensed in Oregon, and
other constituent groups within the Oregon health care system from the high costs of prescription
drugs. The board was established by the legislature in 2021 under Senate Bill (SB) 844, later codified in
Oregon Revised Statute (ORS) 646A.693.2 The board provides policy recommendations and reports to
the Oregon Legislature. These materials include a report issued each December with legislative policy
recommendations for making prescription drugs more affordable within the state’s healthcare system.
The board also produces an annual legislative report that address issues relating to generic drugs.

The responsibilities of the board include conducting affordability reviews to identify nine drugs and at
least one insulin product that it determines may create affordability challenges for health care systems
or through high out-of-pocket costs incurred by Oregonians. Oregon Administrative Rules include the
criteria to be used in conducting affordability reviews on prescription drugs and insulin products.?
Through the authority granted under SB 192 (2023), the PDAB is develeping-providing to legislators a
plan for establishing upperpaymenttimits{UPLs} on drugs sold in the state of Oregon that are subject to
affordability reviews under ORS 646A.694.*°

In December 2023, the board, acting through the Department of Consumer and Business Services,
Division of Financial Regulation, contracted with Myers and Stauffer (PO-44000-00028053) to provide
prescription drug consulting and outreach services related to the board’s SB 192 obligations. As part of
these services, Myers and Stauffer conducted focus group meetings with constituent groups as
identified and approved by board staff, including the Public Employees’ Benefits Board (PEBB), Oregon
Educators’ Benefits Board (OEBB), carriers, consumer organizations, hospitals, retail pharmacies,

340B covered entities, pharmaceutical manufacturers, pharmacy benefit managers, and patient
advocacy groups. After each focus group meeting, Myers and Stauffer compiled a summary document
and then created a final report identifying any critical discussions, recommendations, or strategies that
arose from the constituent group engagement meetings®. The board, through the assistance with staff,
also contracted-with-LouSavage to-conducted in-person and online community forums to discuss the
high cost of prescription drugs and its effect on Oregonians’ lives, health, and budgets. The board also
contracted with Horvath Health Policy to provide consultant services. Their work is referenced
throughout this report and included in the appendices.

25.B. 844, 81° Leg. Assemb., Reg. Sess. (Or. 2021).
https://olis.oregonlegislature.gov/liz/2021R1/Downloads/MeasureDocument/SB844.

3 Or. Admin. R. 925.200.0010 — 925.200.0020. https://dfr.oregon.gov/pdab/Documents/PDAB-1-2023-affordability-
review-rule.pdf.

N AB websiteOregon.gov, Oregon Prescription Drug Affordability Board,-
Frequently Asked Quest|ons FAQS) https //dfr oregon.gov/pdab/Pages/pdab-fags.aspx;-aceessed-4/2/2024.

5 Senate S.B.i# 192, 82" Leg. Assemb., Reg. Sess. (OR. 2023).

https //O|IS oregonleg|slature gov/l|z/2023Rl/DownIoads/l\/leasureDocument/SBl92/EnroIIedh%t—ps—#ehs—e%egeMe

s Constltuent Group Engagement Report, Myers and Stauffer (Aug. 14 2024) DFaﬁPeen%ﬁ%He%greu&wgagemem

https://dfr.oregon.gov/pdab/Documents/OR-PDAB-UPL-Report-Draft-20240821.pdf.
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The purpose of this report is to describe the board’s decisien-making-process and address the obligations of
Senate Bill 192, which is codified under ORS 646A.685 and requires the PDAB to do the following:

® Develop a plan for establishing L:Lpﬁeppeymeﬂt—#m#s—UPLs on drugs sold in this state that are

subject to affordability reviews under ORS 646A.694 that includes,

(a) A methodology for establishing upper payment limits;
(b) An analysis of the resources needed by the board to implement the plan;
(c) An analysis of how upper payment limits would be enforced; and
(d) An analysis of how upper payment limits could be implemented with respect to:
(A) Plans administered by the Public Employees’ Benefit Board;
(B) Plans administered by the Oregon Educators Benefit Board;
(C) Other state-administered health benefits;
(D) Health benefit plans as defined in ORS 743B.005; and
(E) Other forms of insurance that provide pharmaceutical benefits, to the extent
permitted by federal law.

® Report to the interim committees of the Legislative Assembly the following information:

(a) A detailed explanation of the plan for establishing upper payment limits, and
(b) An analysis of potential savings from or costs of implementing the plan with respect to:
(A) The state;
(B) Insurers;
(C) Hospitals;
(D) Pharmacies; and
(E) Consumers.

More information on the board’s mission, meetings, decisions and reports may be found on the PDAB
website (https://dfr.oregon.gov/pdab/Pages/index.aspx).

Oregon PDAB’s Prior Work
The Oregon Legislature created the board in 2021 due to concerns about rising prescription drug costs
and their negative effect on patients and the health system in the state. The board met for the first time
onJune 23, 2022 and convened eight times in 2022, 12 times in 2023, and is set to meet 11 times in
2024. Board members started immediately working on the road map provided in its founding legislation.
An early task was to study the entire prescription drug distribution and payment system and the generic
drug market. The board presented its first report to the Oregon Legislature in December 2022, which
contained recommendations for the Legislature including:

(1) implementing a UPL;

(2) promoting transparency in supply chain rebate;

(3) expanding reporting requirements for patient assistance programs (PAPs); and

(4) expanding reporting to more insurers for the Drug Price Transparency (DPT) Program.”

In the 2022 policy recommendations to the legislators, the board suggested the implementation of
upper-paymentlimitsUPLs as the original language in Senate Bill 844 (2021) to have UPL authoritys was

7 OR Prescription Drug Affordability Board, 2022 Report for the Oregon Legislature (Dec. 19, 2022).
https://dfr.oregon.gov/pdab/Documents/reports/PDAB-Report_2022.pdf.
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removed. During the 2023 legislative session the board was directed to develop a plan for establishing
UPLs.

In June 2023, the board presented its second annual generic drug report to the Legislature that
reviewed generic spending, drug shortages, price fixing, pay for delay, spread pricing, market disrupters,
and cost savings from biosimilars.® Also in 2023, the board prepared a-egislativerepertofpoliey
recommendations—The Legislative letter which repertincluded three policy recommendations:

(1) lower insulin co-pay limit to $35 and/or decouple from inflation index;

(2) change Oregon's statute language regarding substitution requirements for biological

products and biosimilars; and
(3) expand pharmacy benefit managers (PBMs) reporting requirements for more transparency.?

Drug Affordability

The pace of retail prescription drug spending in the United States has varied in recent decades.
According to the most recent national health expenditures (NHE) accounts compiled by the Centers for
Medicare & Medicaid Services (CMS), the United States spent $405.9 billion on prescription drugs in
2022 —approximately 9.02 percent of total health consumption expenditures.® Of this figure, $43.8
billion was attributed to Medicaid—approximately five percent of total Medicaid expenditures.!

percentisattributed-toprivate-health-insurance:**>-By 2028, overall prescription drug spending is
projected to increase to $560.3 billion, and Medicaid spending on prescription drugs is projected to
increase to $57.6 billion.' Importantly, this data does not include drugs administered in clinics or
hospitals such as gene therapies, which are generally very expensive. One in four Americans who take

prescription drugs face affordability challenges, with low-income individuals and those with chronic

8 Oregon Prescription Drug Affordability Board, 2023 Report for the Oregon Legislature: Generic Drug Report
Pursuant to Senate Bill 844 (2021). https://dfr.oregon.gov/pdab/Documents/reports/PDAB-Generic-Drug-Report-
2023.pdf.

° Oregon Prescription Drug Affordability Board, 2023 Policy Recommendations for the Oregon Legislature and the
Health Care Cost Growth Target Program (December 2023).
https://dfr.oregon.gov/pdab/Documents/reports/2023-PolicyRecommendations.pdf.

10 CMS.gov, NHE Fact Sheet (2024). https://www.cms.gov/data-research/statistics-trends-and-reports/national-
health-expenditure-data/nhe-fact-
sheet#:~:text=Historical%20NHE%2C%202020%3A,20%20percent%200f%20total%20NHE.

1 Elizabeth Williams, et al., Recent Trends in Medicaid Outpatient Prescription Drug Utilization and Spending, KFF
(2023). https://www.kff.org/medicaid/issue-brief/recent-trends-in-medicaid-outpatient-prescription-drug-
utilization-and-spending/#:~:text=Spending%20Trends,-
Net%20spending%20(spending&text=Gross%20Medicaid%20spending%20(spending%20before,gross%20spending
%20is%20drug%20rebates.

2 iotta n —a

14 1d- Juliette Cubanski et al., How does Prescrlpt|on Drug Spendmg and Use Compare Across Large Emplover Plans
Medicare Part D, and Medicaid?, KFF (2023). https://www.kff.org/medicare/issue-brief/how-does-prescription-
drug-spending-and-use-compare-across-large-employer-plans-medicare-part-d-and-
medicaid/#:~:text=Among%20all%20payers%2C%20private%20health,of%20total%20retail%20drug%20spending.
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health conditions most impacted, highlighting a widespread need for policy interventions to reduce drug
costs.?

Opacity surrounding drug pricing and reimbursement practices obscures understanding and
accountability for the cost of drugs. This lack of transparency underscores a pressing need for
comprehensive reforms to ensure affordability, fairness, and efficiency within the pharmaceutical
landscape. States throughout the nation have taken legislative action inan-attemptto control drug
spending while increasing pricing transparency, including the creation of PDABs to review the
affordability of certain drugs and make policy recommendations on how to control state spending.

PDAB Landscape

States leverage a variety of public oversight laws in an attempt to control costs and increase
transparency. One such method is through the creation of PDABs. PDABs are government entities
charged with assessing which prescription drugs present affordability challenges to a state’s health care
system and to consumers. Many, but not all, PDABs are designed to identify unaffordable drugs, to help
assess the causes of high costs for particular drugs, and to identify appropriate policy solutions.®
Generally speaking, PDABs gather data regarding the cost of drugs, specifically high-cost drugs. Data is
gathered from constituent groups directly, from state agencies, or from outside services and vendors.
Using the pricing and cost data collected, PDABs determine whether to conduct an affordability review
of the identified drugs and may subsequently set vpperpaymenttimitsUPLs.

Four states, in addition to Oregon, have established PDABs with authorization to conduct affordability
reviews, but unlike Oregon, also have authority to set UPLs on certain medications.*” This authority
empowers these states to establish maximum payments for specific drugs, offering a potential
mechanism to contain escalating prescription drug costs and ensure affordability for patients and payers
alike.

In addition to the states with UPL-setting authority, six states have implemented various drug
affordability review initiatives, signaling a growing trend in addressing pharmaceutical pricing and
accessibility at the state level.*®

15 https/hwwaw kff oraPoll: Nearly 1 in 4 Americans Taking Prescription Drugs Say It’s Difficult to Afford Their
Medicines, including Larger Shares Among Those with Health Issues, with Low Incomes and Nearing Medicare Age,
KFF (March 1, 2019). https://www.kff.org/health-costs/press-release/poll-nearly-1-in-4-americans-taking-
prescription-drugs-say-its-difficult-to-afford-medicines-including-larger-shares-with-low-incomes/.

16, cO, WA, MN have statewide prescription drug UPL setting authority; MD has UPL setting authority for just state
and local governments; ME and NH have unspecified cost control authority for state agencies and programs; OH,
NJ only have study authority; and NY and MA have Medicaid pharmacy budget growth caps and remediation
authority. OR has authority to assess affordability of certain drugs but no UPL setting authority.

17 Additionally, thirteen states have proposed legislation to create PDABs: Arizona, Connecticut, lowa, Kentucky,
Michigan, Nebraska, Pennsylvania, South Carolina, Vermont, Virginia, West Virginia, and Wisconsin.

18 NASHP, Drugs Take Diverse Approaches to Drug Affordability Boards (2021). https://nashp.org/states-take-
diverse-approaches-to-drug-affordability-boards/. In addition to the states with UPL-setting authority, six states
have implemented drug affordability initiatives through a variety of alternative methods. While these states are
not authorized to establish UPL methodology, they are authorized to explore and implement other cost-saving
measures for prescription drugs. In Ohio, the Board is required to issue a report making recommendations on a
number of areas, such as how the state can achieve cost transparency and new payment models. In New
Hampshire, the Board must establish drug spending targets and recommend strategies for public purchasers to




UPL States

Maryland, Minnesota, Washington, and Colorado have enacted legislation authorizing the boards to set
UPLs for certain prescription drugs. While none of these states have set a UPL, the summaries below
describe factors these states may consider, or have proposed to consider (i.e., Maryland), when doing
so. No state’s law limits what factors to consider (other than certain cost effectiveness analysis) or limits
the approach to setting a UPL. The boards in three states — Maryland, Washington, and Colorado —are
required to consider similar factors, such as:

e The cost of administering the drug,

e The cost of delivering the prescription drug to consumers,

e Whether the drug is included on the FDA Drug Shortage List, and
e Any other relevant administrative costs.

Additional details for each state’s UPL authorization are provided below.

Maryland

The Maryland PDAB has the authority to establish payment rate limits (UPLs), but that authority only
extends to drugs purchased or covered by state or local government or Medicaid.*® The Board is
required to conduct a study to determine policy options that would establish UPLs.?’ The overall UPL
Action Plan has to be approved by the legislature, or the governor and the attorney general. As of this
writing, the Board has identified eight prescription drugs that may be eligible for a UPL, and it voted to
conduct cost reviews on six of those identified drugs.?! The Board will then undertake a cost review to
determine the affordability of the selected drugs.

At the meeting held on September 10, 2024, the Board proposed a plan of action to implement the
process to set UPLs. Per the action plan, methodologies for calculating a UPL may include cost effective
analysis; therapeutic class reference; indexed launch price; same molecule reference (i.e., set UPL based
on costs of other products with the same active ingredients with the same indication of use);
international reference; budget impact-based; or a blend of multiple methodologies. The draft action
plan also notes additional factors to be considered when setting a UPL including any information
gathered during the cost review study process or the policy review process; utilization in government-
sponsored health plans; the amount of direct government purchases; net prices for government-
sponsored health plans; total out-of-pocket costs for government-sponsored health plans; current
coverage status of the drug in government-sponsored health plans; the number of prescriptions paid
through the State Medicaid program; the number of patients for the drug helped through the State
Medicaid program; the total amount paid for the drug through the State Medicaid program; any budget
impact analysis; comparisons of health system costs to research and develop cost; life cycle revenue
analysis; and any information that can be derived from the manipulation, aggregation, calculation, and

lower costs to meet those targets. In Massachusetts and in New York, the Medicaid programs are authorized to
negotiate supplemental rebates with manufacturers. In Maine, the board is authorized to determine and set
spending target recommendations. Lastly, in New Jersey, the Board is authorized to identify drugs that present
affordability challenges and make legislative or regulatory recommendations that would advance the state’s goal
of more affordable and accessible prescription drugs.

19°MD. Laws § 21 —2C — 13 (2024); H.B. 279, Gen. Assemb., Reg. Sess. (MD. 2023).

24,

2 Maryland Prescription Drug Affordability Board, Cost Review Study Process (2024).
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comparison of any available information. The Maryland Board voted to adopt the UPL plan at its

October 2024 meeting-witlvote-on-whetherto-adopttheplan-atits-hextmeeting.??

Colorado

Per statute, the Colorado PDAB may establish up to 12 payment rate limits (UPLs) each calendar year
until 2025, at which point they may establish unlimited UPLs.? In addition to the factors listed above,
the Board must consider the impact to older adults and persons with disabilities when exploring
potential UPL methodologies. The Board must not include research or methods that employ dollars per
quality-adjusted life year (QALY). With respect to assessing the impact of a UPL on older adults (i.e.,
individuals over 65), the Board will consider utilization of the drug, cost of the drug, insurance coverage
type for individuals utilizing the drug, and qualitative or quantitative analyses and information
submitted by individuals with lived experience or expertise of the drug’s impact to older adults.
Similarly, when assessing the impact to persons with disabilities, the Board may consider the therapeutic
classification of the drug, including its therapeutic purpose and any conditions or diseases the drug may
treat, as well as utilization of the drug, cost of the drug, insurance coverage type for individuals utilizing
the drug, and qualitative or quantitative analyses and information submitted by individuals with lived
experience or expertise of the drug’s impact to older persons with disabilities.

Per regulation, costs to be considered include whelesaleacguisitioncest{WAC}, average sales price
(ASP), National Average Drug Acquisition Cost (NADAC), out-of-pocket spending, carrier paid amounts,
public program fee schedules, net-cost estimates, Medicare maximum fair price (MFP), and cost
information voluntary provided by supply chain entities. If a drug is on the FDA drug shortage list, the
Board may consider availability and estimated shortage duration; shortage reason; therapeutic
classification; and other related information.

The Board may set a UPL for any drug for which the Board has performed an affordability review.

To determine whether a drug is unaffordable, the Board must consider the availability of therapeutic
alternatives; the effect of price on consumer access; the relative financial effects on health, medical, or
social services costs; patient copayment or other cost sharing of the drug; the impact on 340B safety net
providers if the prescription drug is available through section 340B; input from patients and caregivers
affected by the condition or disease that is treated by the prescription drug under review by the Board;
and whether the pricing of the prescription drug results in or has contributed to health inequities in
priority populations.?* After analyzing each of these factors, the Board issues an Affordability Review
Summary Report for the drug under review, which also states the Board’s determination of affordability.
As of the time of this writing, the Colorado PDAB has conducted affordability reviews for five drugs —
Trikafta, Enbrel, Genvoya, Stelara, and Cosentyx. The Board has declared Enbrel, Stelara, and Cosentyx
to be unaffordable and has voted to establish UPLs for each of the drugs.?

22 Maryland.gov, Maryland Prescription Drug Affordability Board Plan of Action for Implementing the Process for
Setting Upper Payment Limits (2024).
https://pdab.maryland.gov/Documents/comments/Draft%200utline%20UPL%20Action%20Plan.2024.08.09.1700.
pdf.

2 Colo. Rev. Stat. §§ 10-16-1406, 10-16-1407 (2024).

% Colo. Rev. Stat. §§ 10-16-1406(4)(a)-(j).

25 CO Prescription Drug Affordability Board, 2023 Affordability Review Summary Report: Enbrel (2023). CO
Prescription Drug Affordability Board, Affordability Review Summary Report: Stelara (2024). CO Prescription Drug
Affordability Board, Affordability Review Summary Report: Cosentyx (2024).
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At its August meeting, the Board proposed draft revisions to its policies and procedures for conducting
affordability reviews. The revisions would expand the affordability assessment to “consumers” broadly,
and not just to consumers of the drug under review. Further, the revisions would require the Board to
consider additional factors to determine whether a drug is deemed unaffordable. The Board will vote on
whether to adopt the proposed revisions.

The Board is currently facing litigation challenging its determination that the arthritis drug, Enbrel, is
unaffordable and subject to a UPL. On March 22, 2024, Amgen Inc., along with Immunex Corporation
and Amgen Manufacturing, Limited, initiated legal action against Colorado's PDAB, contesting the
validity of the board's decision and the regulatory framework surrounding it. The complaint filed by
Amgen Inc. et al. outlines several key arguments challenging the actions of Colorado's PDAB?:

e Violation of Supremacy Clause: The complaint asserts that the Colorado law violates the
Supremacy Clause of the US Constitution because it conflicts with federal patent law. It argues
that federal patent law grants pharmaceutical manufacturers a designated period of exclusivity
to market and sell their products, thereby establishing a delicate equilibrium between
innovation incentives and price competition. Enbrel has had 40 years of patent and other
federal market exclusivity protection.

o Due Process Concerns: Amgen Inc. et al. contend that Colorado's process for declaring a drug
unaffordable does not ensure due process because manufacturers are not afforded a
meaningful opportunity to present their case. The suit cites the absence of statutory standards
to ensure a “constitutional rate of return” to a manufacturer.

o Federal Preemption of Colorado Rate Setting Statute: The complaint posits that Colorado's rate
setting statute oversteps its bounds by attempting to dictate prices that federal healthcare
programs, such as Medicare, must pay for prescription drugs on behalf of beneficiaries. This
argument rests on the assertion that federal law preempts state regulation in this domain.

e Commerce Clause Challenge: Amgen Inc. et al. argue that Colorado's law violates the Commerce
Clause of the US Constitution by extending its reach beyond state borders. This contention
hinges on the allegation that the statute's broad applicability encroaches upon interstate
commerce.

As of the time of this writing, no significant developments in the litigation have occurred.

Washington

Per statute, the Washington PDAB has the authority to set payment rates statewide, including for all
payers and all purchasers, for certain drugs.”” The methodology must not include QALY considering a
patient's age or severity of iliness or disability to identify subpopulations for which a prescription drug
would be less cost-effective. For any drug that extends life, the board's analysis of cost-effectiveness
may not employ a measure or metric which assigns a reduced value to the life extension provided by a
treatment based on a preexisting disability or chronic health condition of the individuals whom the
treatment would benefit. Finally, the UPL must apply to all purchases by any entity and reimbursement
for a claim by any carrier/health plan when dispensed or administered in the state by any means, the
UPL must be reassessed annually based on current economic factors. However, carrier may disregard

26 complaint, Amgen Inc. et al., v. Colo. Prescription Drug Affordability Board, No. 1:24-cv-00810 (D. Colo. March
22,2024).
27 Wash. Rev. Code §§ 70.405.020 - 70.405.090. Wash. Admin. Code. §§ 182-52-0005 — 182-52-0090.
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UPL and provide coverage if it is determined the drug should be covered based on medical necessity.
The board is authorized to conduct up to 24 affordability reviews per year and to set UPLs for up to 12
drugs per year, no earlier than January 1, 2027.

Minnesota

Per statute, the Minnesota PDAB has the authority to establish statewide cost rate setting (UPL) for
certain drugs provided its methodology include consideration of extraordinary supply costs, if
applicable; the range of prices at which the drug is sold in the United States according to one or more
pricing files (e.g., Medi-Span or First Databank, or as otherwise determined by the Board); the range at
which pharmacies are reimbursed in Canada; and any other relevant pricing and administrative cost
information for the drug.?® The board may not consider cost-effectiveness analyses that include the
cost-per QALY or similar measure to identify subpopulations for which a treatment would be less cost-
effective due to severity of iliness, age, or pre-existing disability. For any treatment that extends life, if
the Board uses cost-effectiveness results, it must use results that weigh the value of all additional
lifetime gained equally for all patients no matter their severity of illness, age, or pre-existing disability.
Finally, when setting a UPL for a drug subject to the Medicare MFP, the Board will use the MFP as the
UPL. The board has begun the process of identifying eligible drugs and selecting drugs for cost review.?®

Transaction Relationships in the Supply Chain

At its highest level, the phrase “drug supply chain” is used to describe the process of delivering
prescription medications from the manufacturer to the ultimate end user, the patient. The
pharmaceutical supply chain is complex, involving two concurrent streams: the flow of product and the
flow of payment. Within these flows exists an intertwined and complex system of participants. This
discussion focuses on the delivery of medications in an outpatient setting, specifically those drugs
delivered through retail, mail order or specialty pharmacies, and drugs administered on an outpatient
basis through a clinic or physician’s office. The system is made further complex with the addition of the
purchasing streams for inpatient, outpatient and infusion clinics, and nursing facility distributed
medications. This discussion is not intended to describe in detail the further complex interactions of the
individual markets (brand, generic, biologic, and biosimilar drugs). The outpatient focus of this
discussion reflects the expected nature of the drugs that would be most likely to be evaluated for action
by the PDAB. The groups involved in the supply chain mirror those included in the constituent and
consumer group discussions:

o Manufacturers. Manufacturers hold the approval from the Food and Drug Administration (FDA)
to produce and/or sell the prescription drugs. They alse-manage the actual-distribution of drugs
from their manufacturing facilities to drug wholesalers.; are-iln some cases, they distribute
directly to retail pharmacy chains, mail-order and specialty pharmacies, hospital chains,
physician offices, and some health plans.3 [They wield significant \influence over drug costs and
affordability, as they are responsible for setting the initial list price, also known as the whelesale
acguisition-cost{WAC). This WAC serves as the baseline for all subsequent negotiations and
discounts within the pharmaceutical supply chain.

28 pyblicly available Canadian prescription price/cost data comes from provincial public prescription coverage for
people without drug coverage. The provinces post their drug by drug pharmacy reimbursement rates.

2% Minn. Commerce Dept., Minnesota’s Prescription Drug Affordability Board (2024).

30 The Health Strategies Consultancy LLC, Following the Pill: Understanding the U.S. Commercial Pharmaceutical
Supply Chain, KFF (Mar. 2005). https://tinyurl.com/2p9a38p6.
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o Distributors/Wholesalers. \Wholesalers/distributors are crucial to the pharmaceutical supply {Commented [GM7]: Edits from Robert Judge.

chain, acting as intermediaries between drug manufacturers and a diverse range of customers,
including pharmacies, hospitals, long-term care facilities, and other medical facilities. They
purchase pharmaceutical products in bulk from manufacturers and then distribute them to their
network of buyers. 3! This role significantly impacts both the affordability and access to
medications. By negotiating bulk discounts and efficiently managing logistics, wholesalers can
help lower drug prices for patients and payers. However, their own markup and potential lack of

pricing transparency can contribute to increased costs\Whelesalers-purchase-pharmaceutical

o Pharmacy Benefit Managers (PBMs). PBMs manage prescription drug benefits on behalf of
health plans and payers. PBMs design and maintain drug formularies to encourage patients and
prescribers to use certain drugs in exchange for post-utilization price concessions. \Price

concessions from manufacturers are paid to PBMs via rebates, a share of which are passed back Commented [GM8]: Comment from Robert Judge: | think

to payers, and which ultimately could result in lower premiums or other benefits for insured you should footnote this at a minimum since the recent DPT
patients. The 2024 Drug Price Transparency Program report for Oregon PBMs identifies that rﬁbate reP:"It et e reviaues ;’V'tzthe PDAB showed tha;
more than 98% of rebates are passed through to payers, although the data excludes federal and i @i PR e o (s (7747 2 PEss

. N - N through by PBMs to payors already.
military health plans, Medicare, Public Employees' Benefit Board (PEBB), Oregon Educators
Benefit Board (OEBB), self-insured health plans, Medicaid coordinated care organizations, and
other plans not considered “health benefit plans" and it is unclear how revenue by PBM-related
entities is reported.*— Generally, PBMs do not buy or sell medicines, although this is starting to
change with PBMs establishing their own private label to sell drugs that no longer have federal
law protections from market competition. Separately, PBMs maintain networks of pharmacies,
including pharmacies owned by the PBM'’s parent company and/or owned by the PBM directly.®®
PBMs also serve as gatekeepers to patient access/utilization through utilization management
policies such as prior authorization.

. [Payers.] Payers are health insurers, large employers, and government programs that the-finance {Commented [CW9]: Edits from Robert Judge.

and manage prescription drug coverageefferdrugcoverage-to-individuals. Payers include
employers offering health plans to their employees, commercial insurers selling health plans to
employers and individuals, and government programs such as Medicare, Medicaid, and state
and local government employee benefit plans.3® Payers play a crucial role in controlling
affordability and ensuring access to medications by actively managing drug coverage. Through
formulary management, payers encourage the use of more affordable medications. They
negotiate with drug manufacturers and pharmacies to secure lower prices, and implement

31 National Academy for State Health Policy, A Glossary of All Terms Pharma (June 15, 2018). https://nashp.org/a-
glossary-of-all-terms-pharma/.

glossary-of-all-terms-pharmal
34 Oregon.gov, Pharmacy benefit managers 2024 data (2024).

https://dfr.oregon.gov/drugtransparency/Pages/DPT-pbm-data-2024.aspx.

35 pharmacy Benefit Managers and Their Role in Drug Spending, The Commonwealth Fund, (Apr. 22, 2019).
https://tinyurl.com/uvdfeynf.

36 Andrew W. Mulcahy & Vishnupriya Kareddy, Prescription Drug Supply Chains, Rand Corporation, (2021).
https://www.rand.org/pubs/research_reports/RRA328-1.html.
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utilization management programs to ensure appropriate and effective drug use. Payers also
design cost-sharing structures to balance affordability for patients with cost control for the plan,
and often offer or connect patients with patient assistance programs (PAPs) to further improve
access to affordable medications.

. [Pharmacies. Pharmacies are essential healthcare providers that directly serve patients by [Commented [CW10]: Edits from Robert Judge.

dispensing prescription medications. Pharmacies-They purchase drugs from wholesalers, aréd-or
occasionally directly from manufacturers, and then manage the safe storage and dispensing of
these |:_Jroduct take—ptweal—pessesstea—ef—the—da&g—p%ed-uets Afte{—pwehasmg—phatcmaeeemea#s—
; —~Pharmacy
operatlons mclude maintaining an adequate stock of drug products prowdmg information to
consumers about the safe and effective use of prescription drugs, and facilitating billing and
payment for consumers participating in health plans.?” Pharmacies also often offer medication
synchronization programs, personalized counseling, and other services to improve medication
adherence and patient outcomes. However, dispensing fees and reimbursement rates can
significantly impact pharmacy financial viability, potentially limiting patient access to pharmacy
services, partlcularlv in underserved communltles [Addltlonallv, thei |ncreasmg prevalence of

msu;eﬁ—aﬁd—meéea#p;eﬂde%e;gam—zaﬂeﬁs—large vertlcaIIv |ntegrated corporatlons that

include PBMs, insurers, and medical provider organizations raises concerns about potential

conflicts of interest and their impact on drug pricing and patient care. Commented [CW11]: @board. SB suggested removing

o Group Purchasing Organizations (GPOs). j izati GPOsj) are vital for the sentence all together. RJ provided suggested edits to
non-profit hospitals and health systems, allowing them to leverage their collective buying power . the sentence. Is there a preference to use the suggested
to negotiate better prices for pharmaceuticals and medical supplies. By aggregating the \ (CERENEEariemaves

purchasing volume of multiple hospitals, GPOs secure significant discounts and rebates, {Commented [GM12]: Edits from Robert Judge.

reducing medication and supply costs, which ultimately benefits patients and supports the
financial health of non-profit healthcare organizations. Beyond cost savings, GPOs help
standardize drug formularles and medlcal supply lists, increasing eff|C|encv and further reducing

° [Pharmacy Serwces Admlnlstratlve Organlzatlons (PSAOsD PSAOs represent and provide [Commented [CW13]: Edits from Robert Judge.

services for independent or small chain pharmacies. PSAOs negotiate contracts with pharmacy
benefit managers (PBMs) on behalf of their member pharmacies, enabling member pharmacies
to fill prescriptions for patients enrolled in PBM and payer pharmacy benefit contracts.— They

37 The Health Strategies Consultancy LLC, Following the Pill: Understanding the U.S. Commercial Pharmaceutical
Supply Cham KFF, (Mar. 2005) https //t|nyur| com/2p9a38p6




also handle administrative tasks such as prior authorizations and providing necessary
documentation’, freeing up pharmacists to focus on patient care. Additionally, PSAQ Sservices
offered-can include negotiating and entering into PBM contracts on the pharmacy’s behalf,
providing the pharmacies with communications and information regarding contractual and
regulatory requirements, and providing general, claim-specific assistance by means of a help
desk or dedicated staff person.** While PSAOs can be independent entities, the largest are
owned by other stakeholders in the pharmaceutical supply chain, such as PSAOs-are-often
owned-by-wholesalers or PBMs.*

e Patients. Patients, may also be referred to as “consumers”, “enrollees”, or “beneficiaries”. Their
access to prescription medications and financial responsibility for payment are governed by a
variety of factors including health plan formulary placement, plan benefit design, and most
importantly, whether or not they have access to a health plan or prescription drug plan.
Typically, lower out-of-pocket costs and fewer utilization management requirements are applied
to preferred drug lists or PBM alternatives. The type and magnitude of out-of-pocket payments
vary depending on benefit design.*?

Any conversation about the drug supply chain must recognize the influence of manufacturer-paid
rebates on the distribution of drugs. The majority of rebate payments occur between manufacturers and
PBMs, although there are also on-invoice discounts for purchasers based on volume starting with
wholesalers to smaller distributors, then pharmacies, and large purchasers such as hospitals.
Manufacturers generally offer discounts to wholesalers based on volume purchases and prompt
payment. Wholesalers also offer discounts to buyers based on volume and timely payments. Rebates
are paid to PBMs for preferred placement of a drug or bundle of drugs on the formulary or preferred
drug list. Rebates are paid after a drug has been dispensed and periodic payments are based on the
number of units dispensed. Patient cost sharing is generally based off the list price without regard to any
manufacturer price concessions.*

The illustration in Figure 1 presents the typical supply chain flow for branded products dispensed
through the retail pharmacy market and reimbursed by the PBM as a pharmacy benefit. The flow for
distribution of generic drugs and payments is similar, although it lacks the influence of rebates paid by
manufacturers. Pharmaceutical manufacturers noted during the focus group sessions that rebates on
branded products provide cost savings of approximately 50 percent on branded products and may be as
much as 80 percent on highly rebated products.

41 .S. Gov't Accountability Office, Prescription Drugs: the Number, Role, and Ownership of Pharmacy Services
Administrative Organizations,-Geverament-Accountability-Office; (Jan. 2013). https://www.gao.gov/assets/gao-13-
176.pdf.

42 National Academy for State Health Policy, A Glossary of All Terms Pharma (June 15, 2018). https://nashp.org/a-
glossary-of-all-terms-pharma/.

43 Andrew W. Mulcahy & Vishnupriya Kareddy, Prescription Drug Supply Chains, Rand Corporation (2021).
https://www.rand.org/pubs/research_reports/RRA328-1.html.

44 U.S. Senate Committee on Finance, Minority Staff, A Tangled Web: An Examination of the Drug Supply and
Payment Chains (June 2018). https://www.finance.senate.gov/imo/media/doc/A%20Tangled%20Web.pdf.
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Figure 1: Typical Supply Chain for Brand-Name Drugs Dispensed Through Retail Pharmacies*
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Distribution through hospitals and physician offices carries a similar level of complexity, as illustrated in
Figure 2. Generally, prescription drugs distributed through this method are administered in settings such
as hospital outpatient departments, e+physician offices, or infusion clinics, and often are covered
through the medical benefit rather than the pharmacy benefit. “White bagging” (delivery by a specialty
pharmacy to the provider and processed for payment by the PBM) and “brown bagging” (delivery by a
specialty pharmacy to the patient and processed for payment by the PBM) are other mechanisms for
dispensing in this setting. A more recent development is the increase in “clear bagging”, in which the
specialty pharmacy is owned by the health system and distributes the drug to the provider for
administration; claims payment is generally processed through the PBM.*®

4 Andrew W. Mulcahy & Vishnupriya Kareddy, Prescription Drug Supply Chains, Rand Corporation (2021).
https://www.rand.org/pubs/research_reports/RRA328-1.html.

46 Jason Shafrin, White vs. Brown vs. Clear Bagging, Healthcare Economist (April 25, 2023).
https://www.healthcare-economist.com/2023/04/25/white-vs-brown-vs-clear-bagging/.
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Figure 2: Typical Supply Chain for Drugs Dispensed in Outpatient Facility Settings*’
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Plan for Establishing an Oregon-Specific UPL

The board has engaged in an extensive and intensive process, detailed here and in other public
documents, to assess the feasibility of establishing ar tpperpaymenttimitUPL in Oregon as a method
for improving drug affordability. First and foremost, any recommendations must support our charter to
protect residents of Oregon, state and local governments, commercial health plans, health care

providers, pharmacies licensed in Oregon and others within the health care system in this state from the

high costs of prescription drugs. Our discussions establish the complexity of the UPL concept and the
implementation and regulatory considerations such an approach would warrant. As has been noted in
public meetings, the establishment of a UPL would require flexibility of approach and adequate, likely
lengthy, time to develop and test models, assess impacts, and implement through the rulemaking
process (including public comment). Any discussions of establishing a UPL must be thoughtful and self-
aware; the approach must be cautious and inclusive of stakeholder concerns; and any process must
consider the complexity of health care delivery and the prescription drug supply chain.

Prior to establishing UPLs, the board must first determine if a drug is unaffordable through the
affordability review process. The board’s enabling legislation requires the board to identify nine drugs
and at least one insulin product under ORS 646A.694 that may create affordability challenges for the
healthcare system or high out-of-pocket costs for patients in the state.

With UPL authority, if a drug is deemed unaffordable, the board would then consider setting a UPL on
the drug or its therapeutic class. There are a variety of approaches that the board may choose to
leverage; it may choose one or several of the methodologies for setting a UPL or it may subsequently
identify other, unique approaches that were not contemplated at the time of this report. Upon

47 Andrew W. Mulcahy & Vishnupriya Kareddy, Prescription Drug Supply Chains, Rand Corporation (2021).
https://www.rand.org/pubs/research reports/RRA328-1.html.
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determining a UPL approach or approaches, the board would then move through the rulemaking and
public comment process to establish the vpperpaymenttimitUPL. While the affordability review process
is an important step on the path to setting UPLs, not all drugs reviewed will be considered for a UPL.

\UPL Potential Methodologies

There are several approaches states may leverage when setting a UPL. The board considered a number
of high-level approaches (general concepts) to setting a UPL, as well as associated methodology and
implementation considerations (see Table 1 below). These are intended as a framework to drive
discussion about what ar Oregen-specific-UPL approach specific to Oregon might look like. Ultimately,
any approach to setting a product-specific UPL could involve one or more approaches, be influenced by
the type of drug (e.g., specialty, physician or self-administered, etc.), market factors (e.g., level of
rebates or therapeutic competition), and other strategies that have not yet been identified. As such, this
should not be considered an exhaustive list of options. Alternatively, the board may determine that a
particular option presented below is no longer a viable option for consideration. There is a consensus
that this is highly complex, no single methodology will work for all drug products considered for a UPL,
and that multiple approaches may be considered. The board will select the best option(s) for each drug
or therapeutic class.

In addition, to the potential specific approach(es) to developing a UPL, there are multiple models for
implementing a UPL. A rebate model implemented at the state level would offer an opportunity for the
State to leverage its buying power by consolidating utilization at the state level, including utilization for
uninsured and underinsured patients that are not typically included in negotiations. This model offers
the advantage of increased negotiating power, but is often hampered by opacity in the process and lack
of transparency in the use of savings. Additionally, leveraging a rebate model similar to that used in the
Medicare Maximum Fair Price (MFP) may not be a viable approach because it would likely place
administrative burdens on providers and result in payment delays that could further threaten providers’
financial viability, especially for retail pharmacies. An up-front, net cost approach would likely offer the
benefits of a transparent upper cost limit throughout the supply chain and reduced administrative
burden, especially on downstream members of the supply chain such as carriers and providers. It may
also provide an added benefit of visibility to patients, especially those who are uninsured or who have
high coinsurance obligations. These operational level details will be determined through the rulemaking
and public comment process.

Table 1: UPL Approaches (General Concepts)

Commented [GM15]: Comment from Robert Judge: |
think this section can be improved by explicitly addressing
how each methodology could contribute to our PDAB's
major priorities (as defined in ORS 646A.693 and SB 192: (1)
lowering costs for consumers; (2) reducing healthcare
expenditures for payers; (3) increasing access to
medications; or (4) creating increased transparency.

See suggestions below.

Concept/Source Description Considerations
Net Cost Establish UPL at or near the existing average net | ¢  Option could include use of rebates
price of the drug after any rebates or discounts negotiated at a state-wide level
negotiated between the drug manufacturerand | e  Highest potential for drugs with
PBM. UPL then becomes the benchmark from significant rebate opportunities
which patient out-of-pocket costs are calculated
by payers. This is particularly useful for highly

8 program on Regulation, Therapeutics, And Law (PORTAL), Determining Upper Payment Limits: Considerations for
State Prescription Drug Affordability Boards (PDABs) (2024). https://eadn-wc03-8290287.nxedge.io/wp-
content/uploads/2024/04/Upper-Payment-Limit-White-Paper.pdf.
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Concept/Source

Description

Considerations

rebated drugs which are generally placed on high
formulary cost share tier. Consider leveraging
publicly available average sales price (ASP) data
for provider administered drugs to ensure that
patient out-of-pocket costs are based on
reimbursement rates that reflect net price.

rThiS method Eupports two of PDAB’s missions:

e Itincreases transparency by revealing

the true cost of drugs after rebates, this
method directly promotes

transparency.
e |timproves affordability for certain

consumers by lowering out of pockets
costs by using the value of rebates in
determining copayments or
coinsurance.

Concerns include administrative
complexity and concerns around a
lack of transparency

Desire to ensure distribution
throughout the supply chain
Requires assurances that providers
are kept whole

Commented [CW16]: Feedback provided by Robert
Judge.

Reference Pricing
to Existing
Benchmarks

Establish UPL based on prices already negotiated
or set by other entities. Reduces the
administrative burden of conducting
independent UPL analyses, provided that the
external prices are useful comparators. Most
common external references include the price of
drugs negotiated by other countries, Medicare
MFP, and/or price negotiated by the Department
of Veterans Affairs. NASHP has published a
model bill leveraging MFP as the ceiling for all
purchases of a referenced drug and
reimbursements for a claim for a referenced
drug when the drug is dispensed, delivered, or
administered to a person in the state.*’

This method supports two of PDAB’s missions:

e Itincreases transparency by referencing
benchmarks using clear price
comparisons like Medicare MFP or VA
pricing.

e |timproves affordability by aligning with

lower-priced benchmarks to reduce
both patient costs and payer
expenditures.

Use of drug prices negotiated in
other countries is an option, but is
controversial and would be
challenging to evaluate and
implement

International reference pricing
carries the risk of limiting
manufacturer participation in the
process

Using a U.S. published reference
pricing file, such as VA federal supply
schedule pricing offers the benefit of
being publicly available and easily
accessible and could serve as a
benchmark for state-level
negotiations with manufacturers
Must ensure that using VA pricing as
a benchmark does not create
Medicaid best price implications

Commented [CW17]: Feedback provided by Robert
Judge.

Reference Pricing
to Therapeutic
Alternatives

Establish UPL based on the price of drugs that
can be used in place of the selected drug. For
drugs with multiple approved indications, the

Setting a UPL at a therapeutic class
level increases the complexity of the
analysis needed

49 National Academy for State Health Policy, An Act to Reduce Prescription Drug Costs Using Reference-Based
Pricing (2022). https://nashp.org/an-act-to-reduce-prescription-drug-costs-using-reference-based-pricing/.
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Concept/Source

Description
therapeutic alternatives may differ for each
indication. In these instances, it may be
necessary to only include alternatives that are
approved for all of the same indications as the
selected drug; or to set separate prices based on
reference groups for each of the drug’s
indications. Where multiple alternatives exist,
health plans and PBMs often select one or two
“preferred” drugs within a class, which often
have lower out-of-pocket costs for patients than
non-preferred alternatives. Consider setting
same UPL for all therapeutic alternatives, based
on the lowest-priced drug of the group.

[This method kupports PDAB’s mission to improve

affordability by encouraging the use of lower-
cost alternatives within a drug class.

Considerations
This option could avoid some of the
challenges noted by constituent
groups that an unintended
consequence of a UPL could be that
an agent is moved to a non-
preferred status to avoid the UPL
Long contracting runways with PBMs
and carriers could be a barrier to
implementation

Launch Price
Indexing

Establish a UPL that uses the product launch
price and indexes that price to the yearly or
consolidated average CPI.

[This method supports PDAB’s mission to improve

affordability by moderating price increases over
time.

Indexing the UPL to a launch price
plus an appropriate annual CPI
provides a straightforward option
that may have reduced complexity
at implementation

Concerns that increased or higher
launch prices could be an
unintended consequence of this
approach

Changes to Medicare (new financial
penalties for drug prices that
increase faster than inflation) and
Medicaid (price inflation penalties
are uncapped and can exceed the
WAC of a drug) make this option
most applicable to drugs that have
been on the market a long time with
price increases before the change to
Medicare and Medicaid rebates.

Percentage off of
WAC

Establish a UPL that is a fixed percentage off of
WAC. For brand drugs, the federal minimum
Medicaid rebate is 23% of the AMP, which is
confidential but, given the formula, is likely to be
close to WAC. If a board is uncertain about the
level of discounting in the market for first-in-
class or other type of sole source products, but
the drug is causing clear affordability challenges
(e.g., clearly resultant premium increases, very
high patient cost sharing, minimal manufacturer

21

Offers a straightforward approach
Could leverage information available
through a data call to determine a
reasonable discounted WAC
Information is often hard to obtain
Inaccuracies in the data or inability
to obtain the data could result in
setting a WAC that is too low or too
high

[Commented [CW18]: Provided by Robert Judge

[Commented [CW19]: Provided by Robert Judge




Concept/Source Description Considerations
patient assistance), this approach may be Requires analysis by the Oregon
sufficient to induce payers to improve patient Health Authority, the Medicaid
access. agency, to ensure that there are not
: o best price implications.
rThIS method kupports two of PDAB’s missions:
e ltincreases transparency by providing a
straightforward and transparent pricing
mechanism.
e |timproves affordability by reducing the
list price (WAC), which can lead to lower
out-of-pocket costs for consumers and
lower payer expenditures.
PRayerReturnon Establish UPL based on value determined Explicitly anchors UPL to health
levestrent through robust health economic evaluation. benefits derived from drug

alue

While some therapies may ultimately generate

Tools for deriving value-based UPL

{Commented [CW20]: Provided by Robert Judge
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health plan savings, these conditions are likely
rare. However, most therapies could be priced in

a way that would be considered a reasonable
value for health benefits accrued.

For therapies estimated to be cost-saving, Fera

. b
pharmacoeconomicresearch-onvalue/cost
lewercost-and-assess health plan savings over a
given period (e.g., 5 years). Limiting the period in
which medical benefits and savings start to
accrue is important, as multimillion dollar drugs
that produce savings over a lifetime may not be
affordable to the healthcare system for many
years.

it might be a stretch to claim a direct and
meaningful benefit to any of PDAB’s priorities
with this methodology. While it aims to link price

to value, its impact on affordability, access, and

transparency would depend heavily on how ROI
is measured and applied.

could include: costs per life year

gained or cost per equal value life
year gained, or measure of health

ain.
For therapies that generate savings,
Aallows the board to assess the
potential savings from a UPL along
with a drug’s positive impact on
overall cost of therapy
A long period for assessment may
limit the utility of the approach

Budget Impact-
Based

Establish a UPL such that spending on the drug
does not exceed a certain percentage of a given
budget or have a disproportionate impact on a
given budget. Could be accomplished by limiting
the drug’s contribution to increases in health
insurance premiums (i.e., premium growth
thresholds) or by leveraging a modified budget
impact analysis to establish cost savings targets
(i.e., assessment of costs only, rather than costs

Complex concept that requires more
exploration

Assessment of the unintended
consequences of the approach such
as high launch prices
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Concept/Source Description Considerations

and health outcomes, as is done in cost-
effectiveness analyses).

h’his method Eupports PDAB’s mission to improve

affordability by prioritizing controlling healthcare
expenditures by setting UPLs to achieve budget
targets.

V-\dditional Cost-Saving Solutions and Complementary Approaches to
uPL

In response to SB 192, this report outlines in Table 1{abeve} several YUpperPaymentLimit{UPL }
approaches for consideration by the Oregon legislature. While UPLs present a potential path to address
rising prescription costs, the Oregon PrescriptionBDrug Affordability Board{PDAB) desires to highlight
additional strategies that can serve as either stand-alone solutions or complementary measures to
support cost-savings on prescription drugs sold in Oregon. The following section provides a "toolbox" of
adaptable approaches, giving legislators flexible options to address prescription affordability through
versatile methods, either independently or combined, to meet the needs of Oregonians.

Pass Through Pricing with Increased Pharmacy Cost of Dispense (COD):

o Require reimbursement based on NADAC or other independently determined rate, plus
a dispensing fee (minimum $10.76) as per CentersforMedicare-&Medicaid-Services
{CMS) guidelines for all carriers®.

o__Kentucky®!, West Virginia®? (Public Employees), Tennessee®, Arkansas®* each have
enacted laws mandating “pass-through” or “cost-based” pricing models in the
commercial market for prescriptions, which include a transparent reimbursement
structure and specified dispensing fees to support pharmacies.

50 Ctr. For Medicaid & Medicare Serv., Methodology for Calculating the National Average Drug Acquisition cost
(NADACC) for Medicaid Covered Outpatient Drugs (Feb. 2024). https://www.medicaid.gov/medicaid-chip-
program-information/by-topics/prescription-drugs/ful-nadac-downloads/nadacmethodology.pdf.

Ctr. For Medicaid & Medicare Serv., Medicaid Covered Outpatient Prescription Drug Reimbursement Information
by State (Sept. 2022). https://www.medicaid.gov/medicaid/prescription-drugs/state-prescription-drug-
resources/medicaid-covered-outpatient-prescription-drug-reimbursement-information-state/index.html.
515.B. 188 (Ky. 2024) https://apps.legislature.ky.gov/record/24rs/sb188.html.

525.B.435 (W. Va. 2024) https://legiscan.com/WV/bill/SB453/2024.

3 H.B. 2661 (Tenn. 2022) https://legiscan.com/TN/bill/HB2661/2021.

%4 Booth Rand, General Counsel, Arkansas Insurance Department, Amended Memorandum Report From AID
Concerning Emergency Rule 128 Fair and Reasonable Pharmacy Reimbursements (Oct. 10, 2024).
https://www.arkleg.state.ar.us/Home/FTPDocument?path=%2FAssembly%2FMeeting+Attachments%2F000%2F26

638%2FExhibit+H.07.b+-+DC+-+AlD+-+Report+on+AlD+Emergency+Rule+128.pdf.

23

{r, ted [CW23]: Provided by Robert Judge

_— [Commented [LW24]: Shelley Bailey’s edits




= West Virginia Public Employee Board (October 7, 2024) estimated that this
mandate would result in $2M in savings by— moving to NADAC + COD (after
increased $5M in payments with improved COD fees to pharmacies)
o Prohibit hidden fees and markups to ensure cost savings are passed to payeers and
patients.

Benefits of Pass Through:

- Cost Savings: Demonstrated significant savings without additional expenses for payeers or
patients.

- No Increased Patient Costs: Patients receive medications without extra financial burden.

- Sustainable Pharmacy Access: Fair reimbursement supports pharmacy viability, enhancing
access to services, especially in underserved areas. Oregon has the second worst pharmacy
access per capita in the United States (second to Alaska). Limited access negatively impacts
underserved and vulnerable communities, and negatively impacts access™.

- Transparency: Eliminates hidden PBM fees, allowing for better budgeting and financial
predictability for State and all payeers (see Oregon Secretary of State report referenced below).

Adopting transparent, pass-through pricing can reduce prescription drug costs in Oregon. This Aaligns
with successful models from other states, promoting an equitable healthcare system. It also Eensures
affordability without compromising access to medications for patients.

Adopt 2023 Recommendations from the Oregon Secretary of State and Enforce

Across All Carriers
To increase transparency and streamline oversight for Medicaid pharmacy benefits, we recommend the
Legislature®:-56:
o __Implement a different PBM model in Medicaid coordinated care, such as a single PBM or
Fee-For Service approach. If a single PBM model is chosen, explore using a reverse
auction to choose the vendor.
= Eight states have laws (California, Missouri, New York, North Dakota, Ohio,
Tennessee, Wisconsin and West Virginia) requiring for pass through of “cost
plus dispense fee” for Managed Medicaid.’” Three states; (Kentucky, Louisiana,
and Mississippi) contract with a single PBM for Medicaid Managed Care.
= California Medicaid (Medi-Cal) moved to a carve out and estimates net savings
of $150M with Medicaid Managed Care drug carve out; West Virginia Medicaid

55 Antonio Sierra and— Amelia Templeton, Oregon 2nd worse in the nation for retail pharmacy access, new analysis
finds, OPB (June 5, 2024). https://www.opb.org/article/2024/06/05/oregon-pharmacy-closures-limited-
access/#:~:text=0regon%20has%20the%20second%20fewest,14.4%20pharmacies%20per%20100%2C000%20peo
ple.

%6 Secretary of State, LaVonne Griffin-Valade and Audits Director Kip Memmott, Poor Accountability and
Transparency Harm Medicaid Patients and Independent Pharmacies (2023).
https://sos.oregon.gov/audits/Documents/2023-25.pdf.

%7 Elizabeth Hinton et al., As Pandemic-Era Policies End, Medicaid Programs Focus on Enrollee Access and Reducing
Health Disparities Amid Future Uncertainties: Results from an Annual Medicaid Budget Survey for State Fiscal Years
2024 and 2025 (Oct. 23, 2024).
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saved $54M (2019) with a carve out approach though they estimated only a
$30M savings, as just two examples®®°%,

o __Mandate a universal preferred drug list and require uniform step and prior authorization
criteria for all carriers in Oregon

o Implement uniform and fair pharmacy reimbursement policies for all carriers in Oregon

= “Pharmacy reimbursements vary significantly depending on the drugs, pharmacy
type, & PBM. Pharmacies often lose money when filling certain prescriptions. We
found that national chains, some of which are owned by PBMs or PBM parent
companies, were reimbursed twice the amount independent pharmacies were
for selected drugs”.®+{pg-—20)-“

o Include Medicaid PBMs in 8RS-735-530c. 7.

o Require PBMs operating in Oregon to act as fiduciaries to the health insurer/CCO they
contract with, and/or to the insured under a specific health plan.

o Follow leading practices and require PBMs and CCOs to provide aggregate data to the
Department of Consumer and Business Services on a yearly basis which, at a minimum,
details the following:

® Total dispensing fees paid to both PBMs and pharmacies;

¢ Total admin fees obtained and retained from both manufacturers and health
plans;

* Any monies obtained through spread pricing; and

-e De-identified claims data that does not contain personally identifying
information

Value Based Pricing in Partnership with Manufacturers"?"# [ commented [LW25]: dits from shelley Bailey

Value-based reimbursement for drugs could be enacted in Oregon through policies that require insurers

to adopt alternative payment models (APMs) directly linked to drug efficacy and patient outcomes.®. _— [ Commented [LW26]: Edits from Shelley Bailey

This approach involves a chargeback mechanism to insurers, aligning drug reimbursement rates with the
real-world effectiveness of medications rather than their list prices. By tying drug costs to performance,

28 Richard Stevens, West Virginia Medicaid saves $54.4M with prescription drug carve out, W. Va. Pharmacists
Ass’n (Mar. 20, 2019). https://wvpharmacy.org/2019/03/west-virginia-medicaid-saves-54-4m-with-prescription-
drug-carve-out/.

%9 Navigant, Pharmacy Savings Report: West Virginia Medicaid (Apr. 2, 2019).
https://dhhr.wv.gov/bms/News/Documents/WV%20BMS%20Rx%20Savings%20Report%202019-04-02%20-
%20FINAL.pdf.

% Gabriel Petek, The 2020-21 Budget: Analysis of the Medi-Cal Budget (Feb. 14, 2020).
https://lao.ca.gov/Publications/Report/4161#:~:text=Proposes%20Budget%E2%80%91Related%20Language%20to
.the%20pharmacy%20services%20carve%20out.

61 Secretary of State, LaVonne Griffin-Valade and Audits Director Kip Memmott, Poor Accountability and
Transparency Harm Medicaid Patients and Independent Pharmacies (2023).
https://sos.oregon.gov/audits/Documents/2023-25.pdf.

64 Kavita Patel and Kevin A. Schulman, Policy Options to Reduce Prescription Drug Costs Across Medicare,
Medicaid, and Commercial Insurance (Oct. 1, 2024). https://medicine.stanford.edu/news/current-news/standard-
news/policy-options-white-paper.html.
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insurers and pharmaceutical manufacturers share a mutual incentive to lower drug prices, with
accountability for effective spending that maximizes premium investments.®>: Oregon could look to
models from states like Rhode Island, which mandates that insurers adopt affordability standards and
payment reforms focused on value rather than volume. Encouraging models such as bundled payments
for drugs, population-based payments, or accountable care frameworks ensures that drug spending
aligns with meaningful patient outcomes. By fostering multi-payer arrangements that engage both
public and private insurers, Oregon can enhance the sustainability of value-based pricing for
medications, improving both drug affordability and healthcare quality across the state.

To support the identification of drugs to consider as candidates for value-based pricing, the Oregon
Prescription Drug Affordability Board would need access to comprehensive medical, laboratory, and
hospital claims data to assess medication effectiveness across diverse patient populations and care
settings. Third-party data aggregators such as IQUVIA, IPD Payeer & PharmaeyProvider Insights, SSR
Health, Health Verity, FirstDatabank, and Merative among others offer aggregated datasets that can
provide these crucial insights to Oregon PDAB.— andtThe State would need to license this data on behalf
of the board. By leveraging these data sources, the board can make informed decisions based on actual
patient outcomes, facilitating pricing strategies that enhance drug affordability without compromising
access to effective treatments.

Analysis of Resources Needed by the PDAB to Implement UPL

Additional resources may be necessary to implement a UPL plan. The board must identify if the UPL shall
be placed within the supply chain, as a pricing benchmark similar to WAC, utilize rebate mechanisms, or
leverage another mechanism altogether that may be identified at a later time. Resources will be needed
to support the development of a UPL, any costs or savings analysis that must be performed, and
implementation support that may be required te-suppertthe beard’s-engeing-workfor this process.
Initial considerations are identified below and subsequent reports will likely result in additional
recommendations. Resource requirements will be driven by the many options that are still under
development not only for the UPL, but also by the stated desire to improve access to data, improve
affordability review processes, and expand constituent group engagement.

e The board may need to utilize the services and expertise of the Office of Pharmacy Policy,
Purchasing and Programs within OHA. This would be in lieu of creating a new government
function or enlarging the PDAB to manage implementation. If needed, the Office could contract
with wholesalers dedicated to supply UPL products into Oregon and work with manufacturers to
prevent diversion.®®

e Commercial products exist that can assist with determining the estimated impact and
availability of rebates in the non-Medicaid space; if the board wishes to explore these options,
separate funding will be required.

e Establish an advisory committee or council that includes representatives of the constituent
community, including patients, providers, caregivers and other, the board may need additional
staff to support the activities of this council. The number and type of staff would be determined
after an assessment of current staff availability and workload.

5 Samantha Scotti, Brief Value-Based Care in the Commercial Sector and With Multi-Payer Arrangements (Jan. 9,
2024). https://www.ncsl.org/health/value-based-care-in-the-commercial-sector-and-with-multi-payer-
arrangements#:~:text=According%20t0%20a%202023%20analysis, transition%20to%20alternative%20payment%2
Omodels.

% Horvath Health Policy, Upper Payment Limit Operational Features (Mar. 2024).
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e The Oregon Health Authority and plans administered by the Public Employees’ Benefit Board
and the Oregon Educators Benefit Board will be impacted by a statewide UPL.

}Net Pricing Considerations|

Data Limitations of the Oregon APAC Database and the Need for Enhanced Data
Access

Accurate and current data are essential for the Oregon PDAB beare-to assess drug pricing effectively.
The Oregon All Payers All Claims (APAC) database is limited and does not provide PDAB with sufficient
information to make informed decisions related to net prices on drugs, impacting drug affordability and
access. Recognizing the critical need to enhance Al-Payer Al Claims-database{the APAC database,}
several initiatives should be explored:

e Enhanced Data Submission Requirements: Update state regulations to require more detailed
reporting from carriers in Oregon

e Data Quality Initiatives: Efforts to clean and validate data should be prioritized to ensure
reliability and usefulness for decision making

e Advanced Data Analytic Tools and Data Visualization: With improved APAC data, board can
make better informed decisions related to drug pricing

Path to Net Pricing for Informed Decision Making

To bridge the gap related to current APAC limitations, there are many commercially available products
to support decision making to estimate net pricing on drugs. Since Oregon public meeting laws currently
don't allow for media to be absent from executive session, board members cannot access net pricing on
drugs. This makes understanding the true net price of drugs impossible. Given this limitation due to
public meeting laws, legislatoures need to consider alternative paths to net pricing for the Oregon PDAB
to consider. These options including licensing data from various data sources including IQYVIA, IPD
Payeer & Provider Pharmacy-Insights, SSR Health, Health Verity, FirstDatabank, Merative among others
as these vendors offer comprehensive datasets that can enhance the board's analytical capabilities.
Some of these vendors already work with state programs in Oregon, and the PDAB beare-needs access
to this net pricing information to make informed decisions for affordability reviews (whether or not the
board has UPL authority).— Other state programs, like the Colorado PDAB, reference similar commercial
data sources to inform their decisions. Access to these robust data resources is crucial not only for
conducting thorough affordability reviews but also for any future work involving YpperPaymentLimits
{UPLs)}. By aligning with best practices from other states and integrating advanced data solutions, the
board can more effectively fulfill its mandate to ensure prescription drug affordability for Oregon
residents.
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Supplemental Payment Pool for Clinics to Offset Potential 340B Revenue Loss if
UPL Enacted

If Oregon pursues UpperPaymentLimits{UPLs} that affect the ability of clinics to generate earnings
through the 340B drug pricing program, the Oregon legislature could consider establishing a
supplemental payment pool. This pool would aim to mitigate potential losses in revenue for eligible
3408 clinics, similar to measures seen in California.*” Under this model:

e Funding Allocation: Oregon could establish a fund to provide ongoing supplemental payments
to 340B-eligible clinics (excluding hospitals and hospital-affiliated clinics) to address the earnings
gap left by any changes to 340B revenue, supporting clinic sustainability and continued patient
care services.

e Payment Basis: Supplemental payments would be determined based on the clinic’s prescription
drug utilization rates, helping to offset reduced earnings due to UPLs impacting 340B revenues.
This model would allow Oregon to capture state savings from UPLs while ensuring clinics
maintain resources to serve low-income and underserved populations.

e State Savings: Transitioning to a UPL approach for 340B drugs would reduce overall drug
expenditures for state-funded programs, as earnings traditionally captured through 3408 pricing
differentials would shift into state savings by lowering prescription costs.

This approach not only supports vulnerable clinics impacted by UPLs but also aligns with Oregon’s
objectives to manage drug costs responsibly while sustaining accessible, affordable healthcare for all
residents.

Navigating UPL Implementation: Ensuring Pharmacy Stability and Patient
Access in Oregon

Pharmacies nationwide have expressed significant concerns regarding the Inflation Reduction Act (IRA)
chargebacks associated with Medicare Part D, particularly the issue of the pharmacy being left "holding
the bag" due the CMS negotiated process for pharmacy chargebacks from manfuacturersmanufacturers.
Pharmacies are concerned they will not receive payment for over 60 days after dispensing medications,
creating cash flow challenges that jeopardize their financial stability.% This is a primary reason why
pharmacies are complaining about the IRA and could justifiably raise similar concerns about any
chargebacks related to UpperPRaymentLimits{UPLs} in Oregon. Given that Oregon has the second-
lowest pharmacy access per capita among U.S. states—second only to Alaska—any additional financial
strain on pharmacies could severely impact Oregonians' ability to obtain necessary medications if
pharmacies cannot fill their prescriptions.

Legislators will need to work to ensure that pharmacies are held harmless related to any UPL, enabling
them to purchase drugs at or below the UPL price. It is crucial that any UPL implementation does not

57 Gabriel Petek, The 2020-21 Budget: Analysis of the Medi-Cal Budget (Feb. 14, 2020).
https://lao.ca.gov/Publications/Report/4161#:~:text=Proposes%20Budget %E2%80%91Related%20Language%20to
the%20pharmacy%20services%20carve%20out.

%8 Ctr. For Medicaid & Medicare Serv., Fact Sheet: Medicare Drug Price Negotiation Program Final Guidance for
2027 and Manufacturer Effectuation of the MFP in 2026 and 2027 (Oct. 2024).
https://www.cms.gov/files/document/fact-sheet-medicare-drug-price-negotiation-program-ipay-2027-final-
guidance-and-mfp-effectuation.pdf.
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negatively impact pharmacy operations or interfere with negotiated contracts, such as PBM
reimbursement and purchase agreements on non-UPL drugs. Challenges arise when specific drugs
subject to UPL are carved out of existing supply agreements with wholesalers, complicating
procurement processes. Additionally, UPLs could affect pharmacy reimbursement structures, as most
Oregon pharmacies are part of Pharmacy-ServicesAdministrative Organizations{PSAOs) that negotiate
rates with Pharmaey-BenefitManagers{PBMs} based on a "basket of goods" approach.

Drawing parallels to pharmacies' concerns about IRA chargebacks, similar issues could arise in a rebate
model related to any UPL chargeback, potentially disrupting pharmacies' financial stability and,
consequently, patient access to medications.

Analysis of How UPL Would be Enforced

A statewide UPL is generally intended to be self-enforcing. For example, suppliers, pharmacies, and
hospitals have no incentive to buy a UPL product at a cost higher than the UPL given subsequent
purchasers will not pay more than the UPL. Further, public and private health plans have no incentive to
reimburse providers more than the UPL. The UPL amount will be widely known in the State, and
consumers will be aware of what they should be charged when paying for a drug. However, as described
in this document and others, the board recognizes the complexity of the supply chain and acknowledges
the concerns of stakeholders that there is adequate discussion, public comment and analysis to ensure
that any implementation of a UPL accomplishes its stated goal of improving affordability. The simplicity
of self-enforcement as a concept is not intended to minimize the complexity of implementation.

A potential enforcement challenge could be diversion, which —Fhis-has the potential to occur when a
supplier buys a quantity of products subject to a UPL and then sells the product at market price into
another state. In 2013, Congress passed the Drug Supply Chain Security Act (DSCSA), which establishes a
track and trace system for prescription drugs to reduce diversion and counterfeiting of drugs.®® Once the
DSCSA is fully implemented, diversion will become less likely. A state may want to contract with a
wholesaler dedicated to distribution of UPL products. The wholesaler can work with manufacturers on
avoiding diversion. State offices that operate the federal (free) Vaccine for Children Program may also
have experience to share thwarting diversion laws.”®

Authorities Necessary for Enforcement of UPL

Leveraging UPL authority as a mechanism could improve prescription drug affordability for Oregonians;
however, it also recognizes that a lengthy implementation will be required, given the effects on
contractual relationships, potential procurement implications on the supply side, and a desire to ensure
that implementation addresses concerns expressed by constituents. Moreover, implementation and
enforcement of a UPL will require the board to conduct rulemaking through the authority granted under
ORS 646A.693. The proposed authorities listed below are not considered exhaustive, and will likely
require further evaluation as the board pursues its work.

o  Thebeard-willrequire sStatutory authority to establish UPLs and conduct rulemaking, inclusive
of a transparent public notice and comment period.

9 U.S. Food and Drug Admin., Drug Supply Chain and Security Act (DSCSA). https://www.fda.gov/drugs/drug-
supply-chain-integrity/drug-supply-chain-security-act-dscsa.
70 Horvath Health Policy, Upper Payment Limits (Mar. 2024).
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o Regulatery Statutory authority is-tkely-reguired-to establish an advisory council to support the
board’s work.

couldreguireregulatery-Statutory authority to establish the UPL a UPL for all transactions in the
State as the maximum amount to be paid throughout the supply chain.

o RegulateryStatutory authority may-bereguired-to establish a UPL at the class level, and reduce
the unintended consequence of moving coverage away from a specific drug (as appropriate).

o Regulatery-Statutory authority may-bereguired-to establish an acceptable time period for
implementing a UPL within systems and contracts, or to automatically apply the UPL to existing
contracts without re-negotiation.

e Statutory Regulatery-authority assmay be necessary to establish wholesaler relationships as
needed to support the program.

e Statutory authority to establish a reporting mechanism and associated staffing to provide
individuals at any level (consumers, supply chain members, etc.) with a mechanism to report
noncompliance with the use of the UPL for pharmacy transactions in the state of Oregon.

e Board discussions have identified a need for improved claims data. Evaluation of recent PBM
data may identify areas of improvement that will require a new or updated regulatery-statutory
authority. Similarly, carrier data improvements could require updated statutoryregutatory
authority to strengthen reporting requirements.

e Pharmaceutical manufacturers have indicated a willingness to provide more data. Expand
confidentiality protections and improve regulatory authority as needed to support these
initiatives.

Analysis of how UPLs Could be Implemented

This section will discuss the considerations for implementation for constituent groups including PEBB,
OEBB, state administered health benefits, health benefit plans, and other forms of health insurance. The
board’s work, as described in the 2024 Annual Report, is “to consider prescription drugs that may create
affordability challenges for Oregonians and the state’s health care system.”’* The board work plan
published on August 3, 2022, expresses an intent to study the “entire prescription drug distribution and
payment system in Oregon”. The discussion, which includes vpperpaymenttmitsUPLs along with other
options, frames the UPL as applying to “all financial transactions in this state involving a drug” and
specifies that it should not “undermine the viability” of any part of the drug supply chain.”? Throughout
its deliberations, the board has consistently reiterated that an vpperpaymenttimiUPLE must not be
determined to be harmful to the overall supply chain or damage an already fragile system, especially for
disadvantaged populations.”

712024 Report for the Oregon Legislature: Generic Drug Report Pursuant to Senate Bill 844 (2021), Oregon PDAB,
https://dfr.oregon.gov/pdab/Documents/reports/PDAB-Generic-Drug-Report-2024.pdf.

72 Oregon PDAB Agenda, Proposed Work Plan (Aug. 3, 2022). https://dfr.oregon.gov/pdab/Documents/20220803-
PDAB-document-package.pdf.

3 Oregon PDAB Minutes (Nov. 16, 2022). https://dfr.oregon.gov/pdab/Documents/20221116-PDAB-approved-
minutes.pdf.
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As described in this and other reports, the board undertook significant activities to engage constituent
groups and solicit feedback on the use of a UPL, potential consequences of implementing a UPL, and
alternative solutions for either developing a UPL or developing alternative or complementary strategies
to improve drug affordability for all Oregonians. The board engaged consumers, pharmacy providers,
PBMs, wholesalers, PSAOs and GPOs, pharmaceutical manufacturers, hospital providers, 340B covered
entities, and insurance carriers licensed in the state in public comment forums. The board has also
engaged with other state agencies, such as the Oregon Health Authority, to assess the impact on the
state Medicaid program and on the Oregon Educators and Public Employees Benefit Boards. Each option
ultimately put forth by the PDAB will be evaluated against various metrics. All metrics may not be
applicable to all potential options. Generally, the approaches taken by the board will assess:

o The operational impact to constituent groups in the supply chain, including an assessment of
reasonable allowances for implementation (systems, contracts and other impacts) and
necessary legislative changes to ameliorate negative impacts to the greatest extent possible.

o The rulemaking necessary to ensure transparency in UPL implementation and provide financial
protections for providers and consumers within the pharmaceutical supply system and ensure
that providers, consumers, payers, insurance carriers, and state health authorities receive the
benefit of savings generated through a UPL or other mechanisms.

o The rulemaking necessary to address the major concerns described by constituents during the
forum discussions, especially:

o Protections for the confidential and trade secret information from manufacturers,
PBMs, carriers and others that is necessary to conduct affordability reviews and assess
system savings and impact

o The intersection of the use of an acquisition cost model and appropriate dispensing fee
and the appropriateness of leveraging existing information from other state agencies,
such as cost modeling by OEBB or PEBB or clinical reviews by the Medicaid agency, to
develop Oregon-specific reimbursement models. Legislative and regulatory support will
be required to appropriately gain access to the data needed to fully evaluate the impact
on supply chain; for example, the impact of changes in provider reimbursement
methodologies.

o The potential to reinvest savings into the supply chain, for example, supporting changes
to reimbursement models to community pharmacies or preserving access to services
provided by 340B covered entities, such as federally qualified health centers, who do
not otherwise receive state funding.

As the approach to the upperpaymenttimit-UPL is defined, the board will engage the resources needed
to assess the impact of any proposed upper limit on the supply chain, including gathering input from
constituent groups regarding potential areas of impact. While not an exhaustive list, this could include
an estimated impact on patient copayments based upon claims provided by the carriers, an impact
assessment by Medicaid to ensure there is not an unanticipated impact on best price, or impact of the
UPL on net costs and copayments for the benefits provided to state employees and Oregon educators.

Current Analysis of Potential Costs and Savings

The board initially aimed to analyze and model costs associated with implementing a UPL and the
resulting savings across various points within the pharmaceutical supply chain. The implementation of a
UPL could potentially yield savings for the State, insurers, hospitals, pharmacies, and consumers.
Because complete data was not available for analysis, and because specific drugs have not yet been
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deemed “unaffordable” by the board, Myers and Stauffer elected to use a net price strategy to establish
a “proxy” for determining the impact of a UPL. This approach links a UPL to the net price of a drug after
accounting for rebates and discounts. Many of the products selected for initial affordability were found
to have high rebates. Since patient copayments are generally based on the total cost of a product,
reducing this cost could potentially lower patients’ out of pocket expenses. The complexity of the
pharmaceutical supply chain, along with the intricacies of drug reimbursement, has made this analysis
challenging.

Board staff provided Myers and Stauffer with data which included insurance carrier list price
concessions for specific prescriptions medications, which varied significantly by carrier and market type.
The quality and completeness of this data was higher for medications that are typically dispensed by
outpatient pharmacies and self-administered by the patient. Conversely, the quality and completeness
of list price concession data was more limited for medications that are typically administered to the
patient by a health care provider. Using the available list price concession data, it is possible to express
these concessions as a percentage of the list price. For each medication, three distinct price concession
percentages were selected, either based on the data received or, in cases where data was limited, based
solely on historical experience. These percentages were then applied to the current list price (WAC) of
each proxy medication, resulting in three potential UPLs for each medication. These theoretical UPLs
were subsequently provided to Oregon PDAB staff for use in their modeling. The PDAB staff has tasked
PEBB, OEBB, and Oregon Medicaid with modeling the costs and savings associated with these
theoretical UPLs using utilization data from their plans. Overview of findings are reported below; full
reports are included in the appendices.

Potential savings and costs are indeterminate at this time; savings and costs will be impacted by the
drugs selected for UPL and the methodologies chosen to establish the UPL.

PEBB/OEBB Analysis

On behalf of the Oregon Health Authority (OHA), Mercer Health & Benefits LLC analyzed prescription
and medical drug costs, utilization, and enrollment data for PEBB and OEBB for the period of April 1,
2023, to March 31, 2024. The full report is included in the appendices. They calculated the impact of the
proposed UPL scenarios for eight selected drugs. It was expected that the reduction in in the point of
sale drug prices due to UPLs would result in lowered or eliminated rebate payments. Because this was a
novel proposal, the rebates retained with UPLs in place were uncertain. To account for this uncertainty,
the three different UPL scenarios were modeled with no rebates (0 percent) as well as 25 percent and
50 percent of the current rebate retained, with the most conservative estimate being that rebates for
the affected drugs are eliminated upon implementation. The analysis never allowed the rebate to
exceed the ingredient cost for a drug/scenario combination.

Under a scenario where it is assumed there are no rebates due to an implemented UPL, the most likely
outcomes range from a cost savings of $18.7 million (price reduction exceeds existing rebates) to a
combined increase of $12.1 million in plan spend (where the modest price reduction is less than existing
rebates). The UPL scenario prices for drugs commonly used in the medical benefit represent less of a
discount from WAC than the UPL scenarios provided for drugs typically dispensed through the pharmacy
benefit. As a result, there is more opportunity for savings in the pharmacy benefit than the medical
benefit.
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Board staff observed that the projected outcomes leading to increased program costs were based on
assumptions of a modest UPL reduction from WAC and the complete elimination of all rebates.
However, total loss of rebates may not be a realistic assumption. Conversely, setting a UPL close to the
current net price after rebates while assuming retention of 25 to 50 percent of rebates is also unlikely. In
general, if implementation a UPL results in all rebates being removed, only the more aggressive UPL
scenarios result in plan savings. Board staff expect analysis of commercial plan data would have similar
findings. Given the complexity of the drug supply chain, it is important to consider a range of scenarios
and account for potential market shifts that could continue to offer price concessions where feasible.

Medicaid Analysis

In order to model impacts to the Oregon Medicaid program, board staff tasked OHA with modeling costs
utilizing the three theoretical UPL points as above. OHA’s Office of Health Analytics pulled coordinated
care organization (CCO) encounter and fee-for-service (FFS) claims data for the year ending June 2024
from OHA's Decision Support and Surveillance Utilization Review System (DSSURS)/Medicaid
Management Information System (MMIS) database. The Office of Actuarial and Financial Analytics
(OAFA) built models for each payer and claim type, comparing actual payment levels against an estimate
of payments limited by a UPL. Savings were estimated on a gross (total payments) and net (Oregon
Health Plan [OHP] payments) basis. Changes to rebates were not considered in the calculation. First-
dollar savings were expected to apply to OHP. The full report is included in the appendices.

In terms of budgetary impact, the FFS costs are presumed savings, but would be offset by any reduction
in pharmacy rebates. Due to timing and data constraints, OAFA did not attempt to model any rebate
impacts. In assessing budgetary impact, OHA would also want to look more closely at members’
category of aid to determine what proportion of the total will be state funds — 25 percent to 30 percent
would be the likely proportion of state funds. In addition, there appear to be some Indian Health Care
Provider claims (based on payment amounts) that should potentially be excluded from analysis. Put
together, these factors suggest the $2.26 million in net FFS savings under the tightest UPL scenario
might result in state budget savings of less than half a million dollars.

For CCOs, the financial impact is likely to be “absorbed” in capitation rate setting. Each year OHA tries to
set capitation rates approximately 3.4 percent higher than the prior year. To the extent there are
benefits or costs expansions that are not separately funded by the legislature (which happens regularly),
OHA prices those into capitation rates but still fits the overall rates within the 3.4 percent budgetary
increase. This process essentially subjects all other services or policy levers to a lower level of increase
within the capitation rates.

In the case of the UPL application, the opposite could become true: any material expected savings to
CCOs would be reflected in capitation rate development, but in absence of any direction to the contrary
OHA would still target a 3.4 percent overall increase, which would leave more room for inflationary or
policy increases in other areas of rate setting. However, if OHA were expecting a decrease in pharmacy
rebates, the 3.4 percent target might be adjusted to offset the loss of pharmacy revenue. Therefore,
unless the Legislature asks OHA to bank the savings (of which perhaps 25 percent to 30 percent would
be the states to retain), a UPL likely would not result in savings to the state but rather lead to
reinvestment of the proceeds into other CCO expenditures.

For context, the CCO system is expected to incur around $6.2 billion in service costs during calendar year
2025. A savings of $56 million represents around 0.9 percent of costs, which is a significant impact in the
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context of rate setting. Again, offsetting for rebates foregone would reduce that potential
savings/reinvestment.

Medicare Maximum Fair Price Analysis

On August 14, 2024, CMS provided an update on its progress in the Medicare Drug Pricing Negotiation
Program. This program stems from the enactment of the Inflation Reduction Act of 2022, which affords
CMS the “ability to directly negotiate the prices of certain high expenditure, single source drugs without
generic or biosimilar competition.” The CMS negotiated price for a given drug is known as the Maximum
Fair Price (MFP).

As CMS continues its MFP program, Oregon’s PDAB may be able to draw parallels and model similar
effects if a UPL is used in the state. PDAB staff completed an analysis to examine the potential estimated
savings to health plans using the recent CMS negotiated drug prices. The report is included in the
appendices.

It is important to note this analysis was not a comprehensive comparison based on the entire Oregon
pharmaceutical marketplace. The Oregon data was limited to commercial insurance carrier reporting to
the Drug Price Transparency program. This only includes specific plan types (i.e., large, small and
individual) while excluding groups such as Medicare, Medicaid, self-insured, PEBB, and OEBB. The
analysis was only intended to model the potential savings based from the MFP negotiated pricing.

The analysis utilized carrier data and pricing from 2023 and identified potential savings per drug to be
between 51 percent and 88 percent of the 2023 spend when using the MFP negotiated prices. Overall,
the analysis identified approximately $37 million in savings across the 11 modeled drugs.

Future Analysis of Potential Costs and Savings

Work by Horvath Health Policy has found that vpperpaymenttimits{UPLs} will work best if the UPL
applies statewide -- to all purchases, payments, billings, and reimbursements of public and private
purchasers, payers, and patients. Ideally, the entire state supply of the prescription product to which a
UPL is applied comes into the state at or below the UPL via wholesalers and is distributed to pharmacies,
regional suppliers, and dispensing and administering providers and facilities. The product with a UPL is
then available to everyone, including individuals without insurance. Under this scenario, a wholesaler
negotiates with the manufacturer to buy the product at or below the UPL and the UPL replaces the
wholesale acquisition cost for in-state transactions.

Once the wholesaler acquires the product, distribution (sales and acquisitions) of the product operates
consistent with current practice and each participant in the supply chain realizes some margin (profit) on
the product. The product (ingredient) reimbursement made by the payer is the amount of the UPL
(professional fees are not part of the UPL).”

While Senate Bill 192 requires an analysis of the costs of implementing the plan with respect to various
constituent groups, a detailed analysis is premature at this time. As specific UPL approaches are
identified and finalized for specific drugs or drug classes, future analytics may be performed to estimate
the cost to each of the various constituent groups. It should be noted that the discussions with specific

74 Horvath Health Policy, Upper Payment Limits (Mar. 2024).
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focus groups, as detailed in other documents, provide some insight into issues or concerns that warrant
additional consideration or evaluation.

Pharmacy

Assessing the impact of a UPL on pharmacies includes modeling pharmacy acquisition costs and
reimbursements. With access to wholesaler drug purchasing and sales data, as well as pharmacy
dispensing and reimbursement data, it would be possible to model different UPL acquisition costs and
quantify savings at the pharmacy level. However, pharmacies and wholesalers are not obligated to
provide drug purchase cost data. An estimate of pharmacy acquisition costs could be modeled using
published resources such as the Oregon Actual Average Drug Acquisition Cost (AAAC) and the NADAC
benchmarks. Additionally, the state may not have full access to non-public payer data specific to
Oregon. Modeling could potentially use data from state-administered plans and summary data from
state-regulated entities. Limited utilization data for government programs is publicly available, such as
Medicare Part B and D summary data (which is national and not Oregon-specific) and State Drug
Utilization Data (SDUD) for Medicaid programs (which can be obtained at the Oregon-specific level).
However, data from cash payers may not be accessible. Pharmacy reimbursement data from PBMs and
patients will be difficult to obtain and will vary by pharmacy organization. Aggregating pharmacy
reimbursement data across different pharmacies would be necessary to project statewide effects.
Projecting pharmacy acquisition costs in a post-UPL environment will be challenging. One approach
could be to express both current pharmacy acquisition costs and pharmacy reimbursements from PBMs
and patients as a percentage of WAC.

Commercial Insurance Carriers

Assessing the impact of a UPL on carriers includes an analysis to quantify total gross and net prescription
drug spending and the total rebates generated. Under a UPL model, total prescription drug gross
spending for a specific UPL product is expected to decrease, along with a corresponding decrease in
rebates generated. The overall impact on health plans will depend on the relative change in
reimbursements resulting from the UPL and any reduction in rebates after UPL implementation, which
may offset each other. Pharmaceutical manufacturers would likely decrease rebates in proportion to the
reduction from WAC to UPL. Consequently, once a UPL is set, current claims data could be adjusted to
simultaneously decrease total payments in claims to pharmacies and reduce manufacturer rebates,
resulting in a net "wash" on prescription drug net spending. Claims data for Oregon State Employee
Plans (OEBB and PEBB) could serve as a representative data source for commercially insured health
plans. Other data, if made available from commercial health plans with members in Oregon, could also
be analyzed. However, this analysis may be limited as actual claims data and rebate data correlated with
the same claims are generally considered proprietary to health plans and PBMs and may be difficult to
obtain.

Patient Out of Pocket Spending

Drug affordability often centers on patient out of pocket spending. Assessing the impact of a UPL on
patients could be conducted with access to detailed carrier claims data, including pharmacy
reimbursement, patient out of pocket amounts, remaining deductible, and remaining out of pocket
maximum for each claim. Aggregated data will not be useful in modeling changes to patient out-of-
pocket spending due to the numerous variables involved in determining where a patient stands
concerning their deductible and out of pocket maximums at any given time. Existing claims data could
be modeled using a UPL instead of the current total reimbursement to the pharmacy, potentially
lowering patient out of pocket spending and slowing progression through deductible and out of pocket
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maximum phases. However, the necessary claims data to fully model the effects on patient out-of-
pocket spending may not be available. Deductibles and out of pocket maximums can vary from one
health plan to another, so calculations based on assumptions from one health plan should not be
extrapolated to others. However, the cost to patients either at the point-of-sale or through cost-sharing
or coinsurance could be expected to be reduced based on the lower list price of the drug. The
availability of patient assistance programs currently provided by drug manufacturers should also be
considered in an assessment of UPL impacts to patient out-of-pocket spending.

Hospitals

Assessing the impact of a UPL on inpatient and outpatient hospital charges and associated
reimbursements would require various data including inpatient and outpatient standard drug charges,
mark-up methodologies, and reimbursement methodologies for hospitals. The implementation of UPLs
may alter the standard charges set by hospitals to the extent that UPLs are incorporated into the mark-
up methodologies for setting standard charges. Reimbursements from third parties may or may not be
directly impacted by UPLs, depending on the reimbursement methodologies, which will vary by hospital,
third-party payer, and whether the drug was used in an inpatient or outpatient setting.

The complexity and variability in methods for setting hospital standard charges, along with the
complexity and variability in inpatient and outpatient bundled payment methodologies, present
significant limitations in realistically modeling the impact of UPLs on hospital charges and associated
reimbursements.

Physician Offices and Clinics

A UPL could impact both pharmacy payments and payments for drugs administered in an office setting.
To model any UPL impacts in this setting, the board would require detailed purchasing data from
wholesalers and reimbursement data from insurance carriers. Providers and wholesalers are not
obligated to provide drug purchase cost data. An estimate of pharmacy acquisition costs could be
modeled using published resources such as the Average Sales Price (ASP). Additionally, the state may
not have full access to non-public payer data specific to Oregon. Data from state-administered entities
(e.g., Medicaid, PEBB/OEBB) could be obtained from the state. Data from state-regulated entities may
be available in summary form through data calls (e.g., commercial insurance). Limited utilization data for
government programs is publicly available, such as Medicare Part B and D summary data (which is
national and not Oregon-specific) and SDUD for Medicaid programs (which can be obtained at the
Oregon-specific level). Data from cash payers may not be available. Provider reimbursement data from
carriers and patients will be difficult to obtain and will vary by provider. Aggregating reimbursement
data across different provider organizations would be necessary to project statewide effects. Projecting
acquisition costs in a post-UPL environment will be challenging. One approach could be to express both
current provider acquisition costs and reimbursements from carriers and patients as a percentage of
WAC.

3408 Covered Entities

To model the effect of a UPL on a 340B covered entity, the board would need access to 340B acquisition
costs, dispensing fees, prescription drug volume and costs, as well as reimbursement data from insurers.
The cost of drugs for 340B entities is approximately equal to the net cost after Medicaid rebate for the
drug, although unlike Medicaid, it may not go below a penny. The 340B supply chain will continue to be
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discrete with much lower costs than even a UPL for a variety of programmatic reasons.” The
implementation of a UPL should not affect 340B acquisition costs for covered entities. However, a UPL
would decrease total payments for drugs, thereby reducing the amount of 340B savings or revenue
generated from any prescription for a drug with an applied UPL. 340B acquisition costs, contract
pharmacy dispensing fee information, and utilization (by NDC) could be provided by participating
covered entities. However, 340B covered entities are generally reluctant to disclose this information,
and there are confidentiality concerns associated with sharing their acquisition costs. As a consideration,
a UPL analysis could consider the impact of a UPL reimbursement adjustment for some or all 3408
entities. This approach recognizes the importance of margins to Oregon covered entities since there is
no state funding for non-grantee programs; it would require an assessment of the cost to the 340B
market, the impact of a budget adjustment, and must recognize that this option may not fulfill the
desire to ensure that all Oregonians benefit from a UPL.

Public Engagement Efforts

To support the work of the board and meet the requirements of SB 192 (to develop a plan for
establishing upperpaymenttimits-UPLs on drugs sold in Oregon that are subject to affordability
reviews), the board sought feedback from multiple constituent groups in Oregon. To fulfill its mandate
to include outreach to constituent groups, the board worked with consultants Lou Savage and Myers
and Stauffer LC (Myers and Stauffer) to host 23 community meetings and focus groups in April, May and
June 2024. The board chair, vice chair, and consultants met with representatives from hospitals,
pharmacies, insurance companies, manufacturers, pharmacy benefit managers, advocacy groups,
patients and consumers. The board also hosted question and answer sessions with constituents during
the July 24 board meeting.” In addition to the consumer and constituent group outreach, the board also
offered three additional mechanisms for public engagement. Constituents wishing to provide oral
comments or testimony at any scheduled PDAB meeting by submitting a public comment form no later
than 24 hours before the PDAB meeting. Written comments could be submitted via a public comment
form no less than 72 hours before a PDAB meeting. The same mechanisms could be used to submit oral
or written comments specific to drugs under review by the board.””

Consumer Engagement

As previously described, the board contracted with Lou Savage, a past DCBS director of the Department
of Consumer and Business Services and former Oregon insurance commissioner, to conduct in-person
and online community forums across Oregon to discuss the high cost of prescription drugs and its effect
on Oregonians’ lives, health, and budgets. The board held events in five cities, along with two online
meetings in April and May. About 156 people attended the sessions held in Portland, Lincoln City,
Woodburn, Medford, Bend, and online through Zoom. For the community forums, the board selected
locations around the state in venues that were centrally located and easily accessible to the public; the

75 For brand drugs, the Medicaid rebate and corresponding discounts available through the 340B program are
based on 23 percent of the Average Manufacturer Price (AMP), which is roughly equivalent to federal WAC or, if
greater, AMP minus the Best Price in the market to almost any entity and an inflation penalty rebate. A Consumer
Price Index (CPI) penalty is added if/when the AMP of the drug in a given quarter exceeds CPI growth. In general, it
is the CPI penalty that produces very low costs and very high rebates, and affects drugs that have been on the
market many years. Best Price does not include the CPI penalty. Best Price may be much higher than the total 340B
cost (i.e., federal rebate + CPI penalty). Under current law, a Board should avoid creating a UPL that creates a new
Best Price, as it would likely automatically be extended to every state Medicaid program.

76 Upper payment limit study. https://dfr.oregon.gov/pdab/Pages/upper-payment-limit-study.aspx.

7 public comment form. https://dfr.oregon.gov/pdab/Pages/public-comment.aspx.
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five in-person meetings were supplemented with two virtual meetings. The board also invited people to
take a survey about medication names and costs, along with insurance coverage. Fifteen people
completed the survey.

Consumers and advocates who shared their stories at the forums about their challenges with the cost of
prescription drugs had a wide range of experiences; however, some common themes came through.
Consumers are experiencing uncertainty, confusion, and anxiety about being able to afford and have
access to the prescription drugs needed to maintain their health.

o Consumers experience uncertainty with the cost of their prescription drugs.
Uncertainty about the ability to access prescriptions was frequently expressed.
Consumers expressed confusion about how much they will need to pay for their
prescription drugs.

o Consumers expressed anxiety about the future.

The board laid a foundation for future public input when it hosted seven community forums around the
state in April and May 2024. The board can build on this foundation by engaging with the consumers
throughout the year, inviting them to board meetings and informing them of the board’s work. The
board can also target its outreach to existing community events with high attendance. The board can
plan and publicize future events well in advance and hopefully draw more people to come and share
their stories about burdensome high-cost medications. The full consumer forum report can be found at
https://dfr.oregon.gov/pdab/Documents/reports/PDAB-Consumer-Report-2024.pdf.

Panel Discussions

The board held seven constituent panels during their July meeting. The panels used a question-and-
answer format moderated by the board chair and which served as a follow up to the focus groups and
community forums the board held to collect feedback about vpperpaymenttimitsUPLs. The board
heard from a consumer representative and representatives from PBMs, insurance companies,
manufacturers, advocacy groups, pharmacies, and hospitals/FQHCs/providers. The consumer
representative spoke to the board about the personal impact of drug prices, while the remaining
constituent groups were queried about topics specific to their expertise. Topics included rebate pass
through to consumers, insurance benefit designs, the impact of a UPL on manufacturer pricing
strategies, data and data confidentiality, patient and provider protections, reimbursement impacts, and
recommendations for strategies to address drug affordability.

Constituent Group Engagement

As previously described, the board contracted with Myers and Stauffer to conduct constituent outreach
on the board’s behalf. The purpose of this outreach was to capture the perspectives of constituents
throughout the pharmaceutical supply chain regarding a UPL in general, rather than targeting
discussions around a particular model or approach. Seven constituent groups were identified for
targeted outreach: 340B Covered Entities (CEs), carriers, hospitals, patient advocacy groups,
pharmaceutical manufacturers, PBMs, and retail pharmacies. Myers and Stauffer then developed and
administered an informal survey and facilitated two, one-hour virtual focus group meetings per
constituent group, to identify perceptions regarding strengths, weaknesses, opportunities, and threats
associated with a UPL methodology. The surveys included a series of questions and multiple response
questions, as well as free-text questions to allow recipients to provide more detailed information on
approaches, recommendations, or concerns. Focus group questions were organized around topics
including the impact of drug affordability impact of a UPL, UPL methodologies, desired state of drug
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Observations

Responses to the surveys and engagement with the focus groups found that all groups were concerned
about drug affordability and the impact of drug affordability on their organizations, patients and/or
members. While the constituent group discussions were not intended to assess affordability reviews or
the previous work of the board, participants frequently mentioned the definition of affordability and a
concern about how it should be defined. Participants also struggled to assess the impact of a UPL,
indicating a need to better understand how it would be developed and implemented, and reflecting a
lack of experience to draw from in other states.

Key concerns centered on revenue impact, impact to patient access, and system complexity. Regarding
revenue impact, pharmacies were extremely concerned that a UPL will negatively impact already thin
margins and that the savings from a UPL will come from reductions in reimbursement to providers
rather than being borne throughout the supply chain. 340B covered entities, particularly Federally
Qualified Health Centers (FQHCs), focused on their use of 340B savings and revenue to provide
additional uncompensated services and copayment support to patients, and expressed concern that a
UPL would require them to reduce or eliminate services. [This may have a significant impact on health

equity as FQHCs provide services for uninsured or underinsured patients. [Patient impact concerns Commented [AG30]: Added to address Lori Hoagland’s
centered on potential manufacturer withdrawal from a market in response to a UPL, an unintended comments

impact if manufacturers chose to reduce or eliminate patient assistance programs, and responses by
PBM s or payers to shift utilization into non-UPL drugs through formulary design and benefit design
changes that may lead to placing UPL drugs in a non-covered or higher copayment tier. System
complexity was cited as a concern, especially related to implementation, contracting and necessary
system enhancements. Participants also had questions around how the UPL was intended to be
implemented for patients, payers, or providers who live or conduct business in states outside of Oregon,
especially bordering states, or for costly therapies that may be administered at regional centers of
excellence outside of Oregon.

Recommendations

The most frequently cited recommendations are noted in Table 2. It should be noted that there are
additional recommendations that could be considered from the original Constituent Group Engagement
Report presented to the board in August, 2024.78

Table 2: Constituent Group Recommendations

78 Draft Constituent Group Engagement Report. https://dfr.oregon.gov/pdab/Documents/OR-PDAB-UPL-Report-
Draft-20240821.pdf.
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Focus UPLs on drug classes, rather than individual
drugs, especially those drugs without lower cost
’ v | Vv v v

alternatives and those representing Oregonians
highest percentage of spending

Incorporate lessons learned from other state PDABs
into the board’s affordability reviews and UPL v v v
planning processes

Ensure that the UPL is enforced across the entire
supply chain (i.e., that no one pays more than the
UPL), that there is transparency to the process, and
that savings pass-through to patients in the form of
reduced premiums or reduced drug costs is
demonstrated

Ensure transparency in affordability reviews and
how UPLs are established (i.e., how the board arrives
at its conclusions); establish a periodic review
process for UPLs to adapt to market changes,
innovation, and economic conditions, ensuring they
remain relevant and effective

Pursue comprehensive PBM reform (i.e., prohibit

clawbacks, spread pricing, mandatory mail order;

permit pharmacy choice, including specialty v v | Y v v v
pharmacies, and a shared and common definition of

specialty drugs)

Eliminate the use of rebates in the various levels of

the supply chain v v v
Ensure that pharmacies are paid no less than the
UPL and separate the dispensing fee from the cost of
the drug; dispensing fees should be adequate to
8 dispensing q v v v v v

cover the enhanced clinical services required for
specialty drugs and the cost of drugs and services in
pharmacies in general

Additional Considerations
The board has identified several opportunities to continue to engage constituents and assess the impact

of an-upperpaymentlimita UPL on patients and members of the supply chain. Specifically, (1)
conducting additional outreach and collaboration with constituents, including identifying and engaging
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with constituencies who were not included in the original outreach; (2) assessing the risk that a UPL
would compromise patient access and that savings would not be realized by patients, and developing
corresponding mitigation strategies; (3) assessing whether and to what extent protections could be
established that ensure any UPL-generated cost savings are not the result of reductions in payment to
providers; (4) working with constituents to assess currently available data and identify opportunities for
enhancement, including establishing confidentiality protections for constituents willing to share private
data; (5) directly engaging pharmacy providers and other impacted entities to better understand the
financial and administrative impact of system and staffing changes, and assess opportunities to make a
UPL immediately applicable to current contracts; and (6) assessing the feasibility of implementing
alternative and/or complementary solutions to improve drug affordability.
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Appendices

Legal Considerations

Federal Patent Preemption

Importantly, upperpaymentltimitsUPLs do not regulate manufacturer list pricing. Instead, a UPL is a
payment rate limit on state regulated entities that buy, sell, bill or reimburse prescription drugs. The UPL
does not govern a manufacturer’s price, and a manufacturer can decide to forego a state’s market for
the product entirely. The Medicare MFP negotiation with manufacturers is also a voluntary process and
federal circuits have thus far (as of the date of this document), found that manufacturer rights are not
violated by voluntary government programs. If there is a challenge to UPLs based on patent law, a state
in that case should use federal healthcare/prescription laws to show that Congress does not intend that
patent rights supersede the need for affordable prescription drugs.”” Examples of Congress’ intent that
patent rights should not impede access to healthcare include thirty years of the 340B program and the
new Medicare MFP program.®’ Both these programs would seem to indicate that when it comes to
access to pharmaceuticals and affordable healthcare, patent rights are not top of mind. In fact, the new
Medicare program specifically targets drugs with exceptionally extended patents and other market
protections.®

In Biotechnology Industry Organization v. District of Columbia, pharmaceutical and biotechnology trade
associations, PhRMA and BIO, challenged a DC law directly prohibiting drug manufacturers from selling
patented prescription drugs at excessive prices in the District as unconstitutional due to federal
preemption (and Dormant Commerce Clause). The Federal Circuit agreed, reasoning that the law's
exclusive focus on patented drugs would penalize high prices and restrict the full exercise of patent
rights. A National Academy for State Health Policy (NASHP) white paper regarding PDABs asserts that
states can mitigate preemption concerns by designing PDABs to analyze and review the affordability of
both patented and non-patented products, and, if necessary, impose upperpaymentlimitsUPLs on
them.® The judge in BIO v. DC explicitly differentiated his ruling on the DC law from potential future
cases involving non-patented drugs. Consequently, a UPL law encompassing both patented and non-
patented products would be legally stronger.

Dormant Commerce Clause

The Federal government, by virtue of the Constitution’s Commerce Clause, regulates commerce
between the states.® States regulate in-state commerce.®* State regulation can have ancillary out-of-
state business impacts that do not reach a threshold of regulating interstate commerce.® State

7 Horvath Health Policy, How US Supreme Court Decisions on ERISA and Dormant Commerce Clause Create a Path
Forward for Substantive State Healthcare Financing Reforms, Notably Prescription Drug Upper Payment Limits,
(2023).

801d.

81d.

82 https://www.nashp.org/wp-content/uploads/2022/08/White-Paper_NASHP-Proposal-for-State-Based-
PDABs_Sachs_042622.pdf

83 Horvath Health Policy, State Prescription Drug Affordability Board and the Dormant Commerce Clause (DCC),
April 2023.

8 1d.

81d.
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authority to regulate commerce is not written in the Constitution but state authority to regulate
commerce, or the limit of that authority, has evolved over time through court decisions and is referred
to as the Dormant Commerce Clause (DCC).%¢ Specifically, relying on Dep’t of Revenue of Ky. v. Davis,
manufacturers may claim that states attempts to set reimbursement rates for drugs are “designed to
benefit in-state economic interest by burdening out-of-state competitors” therefore violating the DCC.®’
To further support their claim, manufacturers may point to the recent case, Association for Accessible
Medicines v. Frosh, in which the court struck down a Maryland law that prohibited “price gouging in the
sale of an essential off-patent generic drug” on the grounds that it “directly regulates transactions that
take place outside of Maryland.”®8 In the NASHP white paper cited above, the authors argue that there
are at least two reasons that manufacturers’ DCC claims are likely to fail. First, PDABs can choose to limit
their UPLs to sales made or products distributed within the state thus limiting DCC concerns. Second,
the Association for Accessible Medicines decision applied a more restrictive reading of the DCC than
previous courts and therefore is arguably a departure from existing DCC precedent. Also, the branded
drug industry operates differently than the multi-manufacturer generic drug product industry and those
supply chain distribution differences are substantial. Remediation in the Frosh and other price gouging
legislation allows a state to require a roll back of prices for multi-source generic product sold in the state
at the unacceptable price as one example of a Commerce Clause question.

Medicaid “Best Price”

The Medicaid Drug Rebate Program (MDRP), authorized by Section 1927 of the Social Security Act,
requires that drug manufacturers enter into a rebate agreement with the Department of Health and
Human Services in exchange for state Medicaid coverage of most of the manufacturer’s drugs. The
rebate formula is set in statute and is designed to ensure that the Medicaid program receives the “best
price” available in the marketplace (i.e., the lowest price offered to any U.S. purchaser or payer during a
rebate period) or if greater, a flat rebate percentage as specified in federal law. In effect, if a UPL is
lower than the deepest price concession in the market, this would create a new national best price
available to all Medicaid programs. A UPL that would create a new national Medicaid best price would
likely be challenged as a dormant commerce clause violation with implications for the UPL program. A
State would presumably obviate a UPL that created this situation.

ERISA Preemption

The Employee Retirement Income Security Act (ERISA) is a federal law that sets minimum standards for
private, employer-sponsored retirement and health plans. ERISA preempts “any and all state laws” to
the extent that they “relate to” employee benefit plans.®® Whether state laws are preempted by ERISA
has been debated by federal courts through the years, leading to a complex web of competing judicial
decisions surrounding the issue.

The question of whether a UPL set by a state PDAB is preempted by ERISA has not yet been considered
by the courts. Perhaps the most instructional case for how courts may rule on an ERISA challenge to a
UPL methodology is Rutledge v. Pharmaceutical Case Management Association. In Rutledge, the Court

86 Horvath Health Policy, State Prescription Drug Affordability Board and the Dormant Commerce Clause (DCC),
April 2023.

87 Dep’t of Revenue of Ky. v. Davis, 553 U.S. 328, 338 (2008) (quoting New Energy Co. of Ind. v. Limbach, 486 U.S.
269, 273-274, (1988)).

88 Association for Accessible Medicines v. Frosh 887 F.3d 664 (4th Cir. 2018).

8929 U.S.C. § 1001 Et. Seq.
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held that “state rate regulations that merely increase costs or alter incentives for ERISA plans without
forcing plans to adopt any particular scheme of substantive coverage are not preempted by ERISA.”*° As
long as the state law does not bind plan administrators to any particular choice, a state law will not be
preempted by ERISA. Establishing a UPL methodology is a rate setting measure, and the court in
Rutledge held that state rate setting is not preempted by ERISA.

On the other hand, a Supreme Court case from 2016, Gobeille v. Liberty Mutual, upheld the ERISA plan
objection to reporting data to the Vermont All Payer Claims Database.’* The Court found that the
administrative burden of complying with various state claims payment, enrollee data, and other plan
data reporting laws affected the heart of plan administration, and, therefore, the state law was
preempted by ERISA.%? Unlike in Gobeille, where the state law affecting reporting was struck down
because it interfered with nationally uniform plan administration, establishing a UPL in Oregon likely will
not interfere with the administration of ERISA plans. A UPL is a requirement to buy and bill at the UPL.
The ERISA plan benefits and basic administrative functions are not affected.”® However, implementing a
UPL using rebates to plans may be complicated by ERISA preemption.

Medicare Preemption

Recent case law has expanded interpretations of federal preemption of state laws that might affect
Medicare Parts C and D plans.— Regardless of preemption, a UPL is designed for the passive participation
of ERISA and Medicare plans as they are billed at the UPL by pharmacies, clinics, and other providers.
Presumably the UPL is less than the prevailing market rate that would otherwise be used in provider
billing, so ERISA and Medicare plans have no incentive to reimburse higher, but they could.— However,
because the preemption is broad and can be litigated by any constituent group, such as drug
manufacturers, it is best to specify in law that a UPL cannot be enforced in Medicare Part D. As well,
Medicare preemption may complicate implementing a UPL via rebates.

0 Rutledge v. Pharmaceutical Case Management Association, 141 S.Ct. 474 (2020).

91 Horvath Health Policy, How US Supreme Court Decisions on ERISA and Dormant Commerce Clause Create a Path
Forward for Substantive State Healthcare Financing Reforms, Notably Prescription Drug Upper Payment Limits,
(2023). Gobeille v. Liberty Mut. Ins. Co., 577 U.S. 312 (2016).

21d.

% Horvath Health Policy, How US Supreme Court Decisions on ERISA and Dormant Commerce Clause Create a Path
Forward for Substantive State Healthcare Financing Reforms, Notably Prescription Drug Upper Payment Limits,
(2023).
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Horvath Health Policy
Upper Payment Limit Operational Features, Horvath Health Policy

In General

Upper payment limits (UPLs) will work best if the UPL applies statewide -- to all purchases, payments,
billings, and reimbursements of public and private purchasers, payers, and patients. Ideally, the entire
state supply of the UPL prescription product comes into the state at or below the UPL via wholesalers
and is distributed to pharmacies, regional suppliers, and dispensing and administering providers and
facilities. The UPL product is then available to everyone, including people without insurance. The
wholesaler negotiates with the manufacturer to buy the product at or below the UPL.

Once the wholesaler acquires the product, distribution (sales and acquisitions) of the product operate
the same way as they always have and the supply chain makes some margin (profit) on the product
along the way. The acquisition cost to the pharmacy/other providers should not be more than payer
reimbursement formulas. In a statewide scenario, the payer product reimbursement is the UPL
(professional fees are not part of the UPL).

In setting the UPL for a drug product of concern, the Board will take into consideration whether there
are exceptional handling or storage requirements for the drug of concern, among many other
considerations.

Oregon may want to consider utilizing the services and expertise of the Office of Pharmacy Policy,
Purchasing and Programs within the Oregon Health Authority. This would be in lieu of creating a new
government function or enlarging the PDAB to manage implementation. If needed, the Office could
contract with wholesalers dedicated to supply UPL products into Oregon and work with manufacturers
to prevent diversion.

Enforcement

A Statewide UPL is generally self-enforcing. Suppliers, pharmacies, hospitals have no incentive to buy a
UPL product at cost higher than the UPL because subsequent purchasers will not pay more than the UPL
and public and private health plans have no incentive to reimburse providers more than the UPL. The
UPL amount will be widely known in the State; consumers will be aware of what they should be charged
when paying for a drug. The potential enforcement challenge could be diversion: a supplier might buy a
quantity of UPL product and then sell the product at market price into another state. This will be easy to
track once the federal ‘track and trace’ program is fully implemented and will diminish the feasibility of
diversion. The Oregon Attorney General’s office would have general authority to pursue violations of
laws.

Self-Funded Employer Plans and Medicare

Because providers and suppliers buy and bill at no more than the UPL, ERISA plans and Medicare will be
billed at the UPL, like all other insurers/payers in the State. Oregon cannot enforce a UPL against
Medicare but there is no obvious reason for Medicare to reimburse more than billed.
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Upper Payment Limits Report

Upper Payment Limits

PROCESS AND METHODS FOR IDENTIFYING COST REVIEW ELIGIBLE
DRUGS, COST REVIEW DRUGS, AND DRUGS THAT DO/WILL CREATE
AFFORDABILITY CHALLENGES

JANE HORVATH

HORVATH HEALTH POLICY, | Innovations in Healthcare Financing
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Upper Payment Limits

Executive Summary

The purpose of this document is to support the members and staff of Prescription Drug
Affordability Boards, as well as stakeholders involved in the work of the boards. This is difficult
work and board members may be helped by having a background document about affordability
and upper payment limits. While there is an expectation external to the boards that they can
act quickly, this is difficult to do while also being deliberative, particularly concerning rules and
guidance about how a board will operate and what its drug affordability process will entail.

The document opens with a thumbnail description of how an upper payment limit (UPL) could
operate in a state. A key point is that it replaces the wholesale acquisition cost (federally
defined WAC) in purchases, payments, billing and reimbursement. The base of a transaction
can be less than the UPL, but not more.

UPLs should be designed to achieve large goals —improved patient access to a product,
improved manufacturer access to the market/patient, and improved affordability for the
healthcare system. With this perspective means a board should take a broad view of
affordability, with a focus on costs and spending — including what manufacturers spend in
patient assistance and rebates, what health plans spend, and what it costs a patient under the
design of health plan formularies across the state. This information generally sets the
parameters of the current product market and literally determines affordability for an insured
patient.

There are potentially many approaches to setting a UPL, some more complex than others.
Several approaches are discussed in this paper. A key point is that a board may want to specify
several different approaches it would use as appropriate but maintain flexibility to use
additional approaches when needed. A board will almost certainly want more than one
approach to setting a UPL and rules/guidance should reflect this.

Boards are generally required to identify a set of drugs that meet certain criteria and then to
choose from that group, one or more drugs that should undergo an actual cost review to
determine if the drug is a financial stressor on patients or the healthcare system. The process
can be resource intensive but it would be good for a board to have metrics and criteria for
moving from one stage to the next.

The topics presented here provide a basic understanding about how a statewide UPL could
function and operational suggestions that can spur additional, indeed better, ideas. The intent
is to facilitate a board’s discussion and deliberation about how it wants to proceed and what it
wants to accomplish.

3| Page Horvath Health Policy, Innovations in Healthcare Financing. March 2024. FINAL
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Upper Payment Limits

UPL Brief Overview

Operation in brief

Upper payment limits (UPLs) will work best if the UPL applies statewide -- to all purchases,
payments, billings, and reimbursements of public and private purchasers, payers, and patients.
Ideally, the entire state supply of the UPL prescription product comes into the state at or below
the UPL via wholesalers and is distributed to pharmacies, regional suppliers, and dispensing and
administering providers and facilities. The UPL product is then available to everyone, including
people without insurance. The wholesaler negotiates with the manufacturer to buy the product
at or below the UPL.

The UPL replaces the wholesale acquisition cost for in-state transactions.

Once the wholesaler acquires the product, distribution (sales and acquisitions) of the product
operates the same way as it always has and the supply chain makes some margin (profit) on the
product along the way. The payer product reimbursement is the UPL (professional fees are not
part of the UPL).

In setting the UPL for a drug product of concern, a PDAB will take into consideration whether
there are exceptional handling or storage requirements for the drug of concern, among many
other considerations.

Enforcement

A Statewide UPL is generally self-enforcing. Suppliers, pharmacies, hospitals have no incentive
to buy a UPL product at a cost higher than the UPL because subsequent purchasers will not pay
more than the UPL; public and private health plans have no incentive to reimburse providers
more than the UPL. The UPL amount will be widely known in the state; consumers will be
aware of what they should be charged when paying for a drug. The potential enforcement
challenge could be diversion: a supplier might buy a quantity of UPL product and then sell the
product at market price into another state. Once the federal ‘track and trace’ program is fully
implemented, diversion will become less likely. A state may want to contract with a wholesaler
dedicated to distribution of UPL products. The wholesaler can work with manufacturers on
avoiding diversion. State offices that operate the federal (free) Vaccine for Children Program
may also have experience to share thwarting diversion. The Attorney General’s office would
have general authority to pursue violations of laws.

Self-Funded Employer Plans and Medicare

Because providers and suppliers buy and bill at no more than the UPL, ERISA plans and
Medicare will be billed at the UPL, like all other insurers/payers in the State. Enrollees will pay
deductible and coinsurance based on the UPL (unless the health plan wants an enrollee to pay
less than the UPL). The UPL is the pharmacy acquisition cost.

4| Page Horvath Health Policy, Innovations in Healthcare Financing. March 2024, FINAL
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Upper Payment Limits

A state cannot require that Medicare B, C, or D use the UPL for product reimbursement because
of broad Medicare preemption of state law; but there is no obvious reason for Medicare
(including Medicare plans) to reimburse more than billed. PDAB reguiations should specify that
a UPL cannot be enforced with regard to Medicare Parts B, C, and D reimbursements of UPL
drugs to eliminate the possibility of a lawsuit by manufacturers or others. ERISA plans are in the
rate setting mix like other health plans and direct purchasers. Itis very important that public,
commercial and employer plans work with the PDAB to ensure that the UPLis sound — at or
below the current insurer net cost for the product. Additionally, consumers will want to see the
benefit of a UPL, even when UPL products are subject to copays (in contrast to coinsurance).
Health plans should work with the Board on this aspect of UPL as well.

Basics of UPL acquisition cost, billing, and payment

Manufacturer
Ag,vee;:ﬂ sei:j drugs
Ll Wholesaler i )
Oregonto Hospital, Insurer’s PBM
wholesaler at UPL. . minus doctor, . Insurer
Pr?w'des o:ﬁguns pharmacy
for standar 0
volume-based o t Buys at UPL minus

discounts for minus 2 any disoount. Bills,
wholesalers [below al or submits a claim
UPL). May choose v to, insurer, PBM, or
to also negotiate manuf patient, based on
additional discounts UPL, minus any
with large 2 discount.

Note: UPL replaces WAC, AWP, AAC, EAC etc. UPL s the metric for all financial transactions for ingredient cost. Like existing
‘metrics, there will be ‘UPL minus’ ingredient costs in the supply chain.

Dispensing or administration fees, independent of ingredient cost, will still be charged by pharmacies or the health care
provider administering the drug to the patient.

5| Pz ge Horvath Health Policy, Innovations in Healthcare Financing. March 2024. FINAL
DRAFT

51




Upper Payment Limits

Why Statewide UPLs are Optimal

Upper payment limits (UPLs) will work best if the UPL applies statewide -- to all purchases,
payments, billings, and reimbursements.* Ideally, the entire state supply of the UPL prescription
product comes into the state at or below the UPL via wholesalers and is distributed to
pharmacies, regional suppliers, and dispensing and administering providers and facilities. The
UPL product is then available to everyone, including people without insurance. The wholesaler
negotiates with the manufacturer to buy the product at or below the UPL. The UPL travels with
the product through the supply chain to the point of service.

The 340B supply channel or channels for participating 340B entities will continue unchanged
since 340B is a federal program.? Other manufacturer price concessions executed via rebates or
fulfilled by wholesalers as well as the chargeback process will continue without any operational
change required.

Once the wholesaler acquires the product, distribution (sales and acquisitions) of the product
operates the same way as it always has; the supply chain makes some margin (profit) on the
product along the way. The acquisition cost to the dispensing pharmacy/other providers should
not be more than payor reimbursement formulas — acquisition and reimbursement should be
no more than the UPL. In a statewide scenario, the payor product reimbursement is the UPL
(professional fees are not part of the UPL).

The UPL product is available at pharmacies (and provider offices depending on the product).
Consumers are charged insurance cost-sharing, including the deductible, based on the UPL. The
pharmacy bills the insurer based on the UPL, and the insurer reimburses the pharmacy based
on the UPL. Uninsured people pay based on the UPL. Insurers should be encouraged or
required to move a UPL drug with a high cost-share to a lower cost share tier. States can also
require insurers to report on how they used UPL savings to reduce consumer costs (which will
be done in Colorado and several other states as a matter of law).

In setting the UPL for a drug product of concern, a prescription drug affordability board or
similar body will take into consideration whether there are exceptional handling or storage
requirements for the drug of concern, among many other considerations.

A state could contract with wholesaler(s) (if needed) as the dedicated supplier(s) of UPL
products into the state. That dedicated wholesaler could assist in making the UPL well-known
and well-understood by the providers and pharmacies and could work with manufacturers and
state officials to prevent diversion out of state. Wholesalers have operational expertise that

* Regulated pharmacy benefit managers of commercial and employer plans would comply. Note that Medicare
cannot be required to reimburse at the UPL because of broad federal preemption but state licensed entities can be
required to bill all insurers at the UPL. Why Medicare would pay more than billed is not clear, but it could do so.

? The 3408 price will almost always be less than the UPL a board could set since 340B includes the very best price in
the market as well as all the add-on penalty rebates that apply when a manufacturer increases price faster than the
CPI.
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could be especially helpful to a board, government payors and purchasers, and the private
sector as UPLs are implemented.

Different Aspects of Affordability

Costs May Be More Important Than Most Market Prices

Boards will approach their work in different ways, but it may save time if a board thinks less
about all the different market prices and provider product reimbursement rates and instead
thoroughly considers costs (or spending), net costs/net spending. Patient access is a function of
costs and or spending such as:

e Patient costs (and access to the product);

e Employer and commercial health plan spending on a product (and how patient access
may be impeded by formulary placement);

e Government program costs; and

e Manufacturer costs to gain product access to the market.

Of course, there are some key market prices/reimbursement rates essential to the work of a
board —the manufacturers list price (wholesale acquisition cost), the manufacturer’s so-called
‘best price’ in the market, the Medicare Part B Average Sales Price and soon, the Medicare
Maximum Fair price. Other provider reimbursement rates used by different payors may be
important in determining a specific UPL.

A UPL should not be greater than a Medicare Average Sales Price (ASP). A UPLshould not be
lower than the best price in the market because it could trigger a federal requirement that a
manufacturer’s best market price must be given to all state Medicaid programs and the federal
340B program. Although the Medicare Maximum Fair Price (MFP) will not be in the market until
2026, the UPL may have to be the same as the MFP for operational reasons and possibly for
reasons of federal statute. But in the main, affordability revolves around costs in the market,
rather than all the various insurer and public program reimbursement rates.

Manufacturer ‘Willingness to Discount’
For many products, a manufacturer contributes large sums of money to ensure market access
to, and utilization of, a high-cost product including:

e ten of thousands of dollars per patient per year in direct cost-sharing assistance for
some products amounting to millions of dollars nationally per year; and
o millions of dollars in rebates to PBM/insurers/employers in-state and nationally.
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A board may want to think about these substantial sums as a manufacturer’s willingness to
discount to gain market access.®
A board may also want to think about manufacturer patient assistance as a clear indication the
manufacturer understands that the drug creates substantial affordability challenges for the
healthcare financing system and then, in turn, problems for individual patients.*

Insurers and their PBM vendors use formulary design to bring manufacturers to the table to
negotiate rebates. Placement of a drug on a high cost-share tier which financially burdens a
patient is, by design, anathema to manufacturers since high cost-sharing reduces patient access
to the product. In order to improve patient access, a manufacturer will provide rebates to the
plan/PBM if the drug is moved to a lower patient cost sharing tier.

Manufacturers may provide hefty rebates but because the drug is extremely expensive, patients
may continue to shoulder a high cost sharing burden. Health plans may further impede
manufacturer access to the market with utilization management tools such as step therapy,
quantity limits, and prior approval which burden patients and providers.

Health Plan ‘Willingness to Pay’

The health plan/PBM places the drug on a formulary based in its willingness to pay.®

Willingness to pay is primarily based on cost. However, willingness to pay can be affected by the
clinical safety or (in)effectiveness of a product relative to other therapeutic options, or even if
there are no therapeutic alternatives.

Health plan willingness to pay for a particular treatment is an evaluation of the merits and costs
of a product as well as the need to finance all appropriate health care treatments for all
enrollees — pharmaceutical and otherwise. (Importantly, the PBM does not finance healthcare
but is merely an administrator of the pharmacy benefit and is fully reimbursed for its services.
PBMs do not have to balance competing costs pressures because PBMs are not at financial risk,
quite unlike their health plan clients.)

For any particular drug product under discussion, it is important for a board to know the tier a
drug product is on and the cost share required of that tier. This information is arguably more
important than simply knowing the average plan per person spend, or the ‘average patient’ out
of pocket spend which are only secondarily informative for policy development. It is more

* The amount of money a manufacturer may spend to gain market access begs the question of why the
manufacturer does not simply lower the product price but the answer to that question is beyond the scope of this
paper.

4 A board should also note that rebates are in the market and are included in a manufacturer’s calculation of
Medicaid best price although rebates to insurers/PBMs are not included in the manufacturer calculation of the
Medicaid average manufacturer price. Patient cost sharing assistance is not, by regulation and law, included in
manufacturer calculation of best price or average manufacturer price.

*Willingness to pay as used here is different than the willingness to pay concept as used in cost effectiveness
analysis.
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useful to know the average plan patient out pocket cost requirement among health plans rather
than simply the average patient’s total annual spending.

A board can take the health plan tier information, and create, for any drug,

e the range of tier placement across health plans,

e the median tier placement across health plans,

e the range, mean, and median tier copay amount among health plans,

e the range, mean, and median coinsurance percentage among health plans,

e the number of plans that apply utilization management to a product — step therapy or
prior authorization in particular,

o the number of plans that do not cover the product.

Knowing the WAC of a drug and the monthly cost makes it easy for a board and the public to
understand patient costs in the context of employer and health plan formulary design.

Individual plan information can be kept confidential, although none of this should be considered
a trade secret since patients live with these plan designs and Medicare Part D, Marketplace
plans, and typically Medicaid plans make their formularies publicly available.

People without insurance have much greater problems affording medicine. A board may want
to try to develop additional strategies beyond UPLs for people without insurance, particularly if
a state has a high rate of people without coverage.

Patient Ability to Pay

In addition to understanding employer/health plan cost sharing requirements, a board should
consider assessing if patients are challenged paying for the drug. Physicians may have a sense
of how drug costs affect patient ability to adhere to treatment. Pharmacists may also have a
sense of patient ability to adhere to treatment -- particularly failure to pick up filled
prescriptions or hearing patient concerns when a prescription is picked up. Medical specialty
societies and pharmacist associations may be able to reach out to their members on behalf of a
board to obtain information about provider/patient experience with affordability.

Independent Pharmacist Ability to Stock and Dispense

Another factor that can affect patient affordability and even patient access is whether
independent community pharmacists (as distinct from national chain pharmacies) find it
difficult to stock a product because of cost and if they are under-reimbursed for the product,
which only compounds the financial stress. Independent pharmacists, as a group, are
consistently under-reimbursed by vertically integrated PBM/insurer/retail pharmacy/specialty
pharmacy corporations whose product reimbursement strategies are designed to limit profits of
their competitor retail chains. If an independent pharmacy must lose money to dispense a
high-cost product, they likely cannot stock it. There is a cascade effect which harms patients
and sometimes entire communities. A board may want to see if the state independent

10 | Pa ge Horvath Health Policy, Innovations in Healthcare Financing. March 2024. FINAL
DRAFT

55




Upper Payment Limits

pharmacy association can collect independent pharmacy data on product reimbursement,
product cost, and patient access.

There are a variety of data points that can help a board understand the extent to which there is
an affordability challenge in the state and calibrate the magnitude of that challenge. Some of
this data could be useful to establishing a UPL if it is determined there is an affordability
challenge. In most cases these data will be more useful for an affordability assessment than
routinely knowing the provider reimbursement rates of different health plans and government
programs.

Determining an Upper Payment Limit

Assessing Areas of Market Dysfunction

If a board determines that a drug product is creating or will create a healthcare financing
affordability challenge, it may decide that an upper payment limit can assist to diminish the
challenge. There are a number of market problems in addition to drug price which affect
patient costs and affordability. Understanding if there is market dysfunction and the nature of
the dysfunction is important to deciding whether a UPL is a good response, and how that UPL
might best be applied to address multiple aspects of the affordability challenge.

What is the level of market dysfunction concerning the product?

e Manufacturer spending for market access
Is a product highly rebated yet patient cost share is also uncomfortably high?

o Is the manufacturer providing both rebates and patient cost sharing assistance?
o Are health plans allowing patient assistance to count toward a patient’s out of
pocket annual cap?
Are products with significant on-invoice purchase discounts (such as 340B
discounts) being used to ease patient and health plan affordability concerns?
e Areinsurers/PBMs together with a manufacturer impeding patient access to generics or
more likely, biosimilars?
e s it difficult to obtain insurer approval to prescribe the particular drug where the
difficulty is due to cost, not clinical issues?
e Canindependent pharmacies (or providers in the case of physician-administered drugs)
afford to stock the drug?
e If one would expect competition among therapeutic alternates (including biosimilars), is
there market competition?
e What is the effect on insurer costs of any new state or federal laws limiting patient cost
sharing or total out pocket spending?
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o Cana UPLhelp employers and health plans manage costs in the context of state
or federal laws that require limits on patient out of pocket costs?®

o Can a UPL stymie manufacturer ability to raise costs once patient out of pocket
costs are capped?

Existing Market Discounts Applied to UPL

A board could seek to understand the level of manufacturer price concessions/rebates available
to health plans in-state as well as any price concessions/discounts available to in-state direct
purchasers and apply those price concessions to create the UPL. (WAC minus
average/largest/median price concession =UPL). These discounts are one component of a
manufacturer’s willingness to discount.

A board should try to avoid a UPL that increases net costs for plans. To the extent the UPLis not
as low as the lowest net cost in the state, that payor or purchaser still has the same tools and
relative market leverage available to extract additional price concessions from a manufacturer
to maintain the same net cost.

Manufacturer Cost Sharing Assistance Applied to UPL

A board could consider applying the patient assistance amount to the UPL. (WAC minus patient
assistance amount=UPL).” Cost sharing assistance is another component of a manufacturer’s
willingness to discount. This approach would use money the manufacturer already has put on
the table so to speak.

A board should not apply the manufacturer’s per patient maximum cost share assistance
directly to the UPL. Medicare and Medicaid beneficiaries who use the product do not access
individual manufacturer cash patient assistance.® Therefore, manufacturer cost sharing
assistance applied toa UPL has to be calibrated to not overstate the amount of cash assistance
present in the state.

Manufacturer patient assistance spending applied to a UPL must be further calibrated so that it
does not create a new Medicaid best price, which might then require the manufacturer to give
the equivalent of a state’s UPL to all state Medicaid programs.® Manufacturer spending on

° For instance, the new Medicare law that will limit total Medicare Part D out of pocket spending to $2000 may
affect employers that run their own Part D retiree plan. A drug that is otherwise creating an affordability challenge
for patients may then create more serious financial challenge for the employer once there is a $2000 total out of
pocket patient spending limit.

7 A UPL cannot be greater than the best price concession already in the market because the manufacturer must
then, by law, provide that best price to all Medicaid programs. That would likely trigger a claim that the UPL
violates the dormant commerce clause.

# Medicare and Medicaid enrollees who cannot afford the product may still get manufacturer assistance in the form
of ‘free goods.” Free goods are completely different than cash assistance which is design to improve revenue
generating market access. Free goods do not create market distortions the way cash assistance for insured patients
creates distortions.

? See appendix for further discussion of UPLs and Medicaid best price.
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patient assistance is not considered a price concession that is included in calculating the
manufacturer's best price in the market. Making an estimate of all patient assistance in the
state market and applying that, without modification, to the UPL could potentially create a new
best price and potentially invite a legal challenge based on existing dormant Commerce Clause
caselaw.

A board should have the agreement of as many commercial and employer health plans as
possible to modify their formularies to reflect the lower product cost (the UPL) pharmacies and
other providers will charge. Plans should be asked to reconsider any utilization management
tools applied to the drug product if those policies address cost rather than clinical issues.

Ensuring that health plan formularies reflect the existence of a UPL is important for consumers
and important in the event of any industry legal challenge. If commercial plans and employer
plans cannot be encouraged to do this, then laws of many states that license and regulate PBMs
may be able to compel PBMs to adjust formulary tiering. Medicare Part D plans may not be
compelled to adjust tiering owing to Medicare Part D preemption of state laws that is broader
than current ERISA preemption case law. Part D beneficiaries, however, can vote with their feet
annually to move to a plan where the coinsurance percentage or the copay amount on a UPL
drug is lowest.

Class-Wide UPLs to Improve Market Function

For crowded therapeutic categories (such as anti-diabetics for purposes of discussion) and
classes (insulins/long-acting insulins for purposes of discussion) it might be appropriate to
consider setting a UPL that applies to an entire class, such as long-acting insulins (again as an
example for purposes of discussion).*® If products in the class are priced similarly and have
competitive rebate price concessions (as did insulins), then a UPL on the class might be an
approach worth consideration. Setting a UPL for all long-acting insulins avoids the problem of
addressing the cost of one product when all therapeutic competitors behave the same way in
the market. Even though one would expect setting a UPL for one product would have a sentinel
effect on the in-state cost of all products in a class, the class-wide approach does not single out
one competitor,

Class-wide UPLs could thwart attempts by PBMs to prefer a higher cost, non-UPL therapeutic
alternative product with higher rebates. Such a move by a PBM would increase PBM revenue
relative to the UPL product, which would undermine the basic goal of the UPL and occur at the
expense of the consumer. If the UPL applies to all products in the class, the PBM cannot select

*% Insulin affordability has been addressed through federal Medicare policy and the laws of many states, but it is a
good example for purposes of this paper for how to think about a class wide UPL since many people are familiar
with the cost dynamics of this class, as well as the state/federal/manufacturer efforts to increase affordability
which may make further board action on this class unnecessary, but still a good hypothetical of class-wide UPL use.
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the non-UPL product for the preferred tier and the patient is protected regardless of what price
concessions a PBM negotiates with the manufacturer of the preferred product.

Additionally, a class wide UPL could complicate an effort by any one manufacturer to initiate a
product boycott. If all manufacturers boycott, there might be an anti-trust issue. If some
manufacturers boycott, then the products that remain on the market will obtain more market
share.

UPL to Support Growth of the Biosimilar Market

There are about 40 US-approved biosimilars, but market uptake has been slow for several
reasons. One of the causes of slow uptake is that the manufacturer of the original (‘reference’)
biologic maintains price but increases price concessions/rebates to insurers/PBMs such that on-
net, the reference product is less expensive to the payor and its PBM than a biosimilar which
has less ability to compete on rebates because of its lower market price.

Biosimilars come to market at a lower price, as they are expected to do, but do not necessarily
have the ability to offer the level of rebates provided by the reference product manufacturer
which is increasing rebates in order to maintain market share (albeit at a much lower net
revenue point). The reference product can do this since it no longer has protection from market
competition and would otherwise lose market share and almost all revenue very quickly.
Substantially reduced revenue is still revenue when the alternative is no revenue. The result is
that the reference product maintains preferred formulary status and maintains market share.
This makes financial sense for the health plan/PBM but does not make sense from the
patient/consumer perspective since cost sharing is typically determined by the list price of a
product.

A board could consider setting the UPL at the price of the average cost of the biosimilars, the
lowest-cost biosimilar, or the net cost of the reference product (which may be too low to
support new-to-market biosimilars since the reference product net cost undercuts the cost of
the biosimilars). The purpose of a UPL in this case is to lower the WAC of the reference product
to the point where biosimilars can compete transparently on product cost with the reference
product. It will hopefully be difficult for any activity that undercuts open market competition to
persist since consumers will know what they should be paying for these products at the point of
service and are protected on cost, even if the reference product were to remain the preferred
product on formulary.

Budget-Based Upper Payment Limit

A board would work with payors and direct purchasers depending on the drug product to
determine the current amount of spending on the disease or diseases treated by the product
that is determined to be an affordability challenge. The total current spend by government
programs, private and public payors on the drug product of concern could be considered the
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“willingness to pay” budget. A board would also need to assess the extent of unmet need and
what it would cost to provide access to the product.

The UPL development would roughly follow what Louisiana did in developing its upper payment
limit for Hepatitis C treatment for Medicaid and Corrections.

In very brief terms, Louisiana determined the amount it spent on Hep C treatments in the most
recent year available for Medicaid and Corrections. That amount was indexed to the project
year to produce a budget-based amount for expanding access to treatment in Medicaid and
Corrections without uncontrolled spending growth. Multiple Hep C product manufacturers bid
on the project and the State worked with the bidders. The product was priced to meet the
budget and manufacturers agreed to supply the product at that price to Medicaid and
Corrections, without a limitation on quantity.

Another state’s situation will be different but there are several key points from the Louisiana
experience to bear in mind.

e Know how much is currently spent (beyond just state and local programs and
purchasers).

e Know how financial stress of the product manifests for payors and/or for patients.

e Understand the level of product discounts in the market (supplier willingness to
discount)

e Llastly, the Louisiana Hep C experience demonstrates manufacturers do not want to cede
market share to a competitor even if steep price concessions are required.

Other factors a board should consider in setting a budget based UPL include:

e the drug class and extent of class competition;

e whether the drug will supplant existing drug treatments or not;

e size of current patient population and expected growth in that population; and

e the extent to which a board intends to expand access to the product for patients and
specifically expand access to the market for the manufacturer.

A budget-based approach will require the cooperation of public and private payors (including
employer plans) to get a very good sense of the current ‘willingness to spend” on the product as
well as a sense of manufacturer’s willingness to discount. A budget that is based on willingness
to spend provides a variety of options to manage spending on the product. One idea would be
to set a UPL below current market, reduce patient cost sharing commensurately and expect a
boost in utilization without a lot of savings to payors. Alternatively, a board could decide to use
the UPL to reduce both payor and patient spend because the number of product treatment
indications has expanded while the product is still priced as a rare disease/very small market
drug.
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Payor Return on Investment Upper Payment Limit

This approach would be suitable for products that are purported to reduce the total costs of
care. When manufacturers price a drug for the value it provides, they may estimate tangible
savings such as reduced hospital stays or length of stay, reduced ER spending, reduced testing or
office visits, or reduction in disability. They also may estimate intangible savings —such as
reduced familial caregiving.

For a payor return on investment approach, the only offsets that should count are medical.
Savings that accrue to entities other than the payor —such as society at large-- should not be
considered. There are few examples of payments to producers based on the full societal value
of the product. It does not happen often because it is not a generally affordable approach to
financing access to services. Our healthcare premiums cannot sustain paying for societal benefit
product by product, procedure by procedure.

In the return on payor investment approach, to the extent that a manufacturer can actually
produce and quantify the factors that went into pricing, a board should review those and
consider outside validation of the manufacturer’s assessment.

If there are no manufacturer numbers but just the general claim of reducing total cost of care, a
board can establish a UPL based on its assessment of the reduction in total cost of care and the
return on investment for the payor. A board could decide that payors should start to see offsets
or reductions in total treatment costs within a set period of time —say 5 years. If the total cost
of care savings is not accruing to payors, then the UPL would be lowered.

This is different from a pay for performance approach where the manufacturer is at risk for the
expected outcomes for an individual patient or cohort. Manufacturers return some portion of
the treatment cost to a payor. The payor Rol approach is more general and potentially easier to
administer.

Other UPL Frameworks

A board may decide to assess existing market provider payment/reimbursement rates, such as
Medicare ASP, or publicly available federal program discounts such as VA, federal supply
schedule, the Medicaid base rebate formula, and the national average estimated manufacturer
discount (which some boards use). A board could review all of these to see if any would
improve affordability in the state to the desired degree.

Short List of To-Do’s

If available, use All Payor Claims Data (APCD) for creating pool of products that meet statutory
thresholds of the law. APCD is helpful for broad and general analysis. In most states with APCD,
itis an incomplete data set and provides very general spending/payment information. It would
be a rough proxy for identifying affordability. Knowing the formulary/tier placement across a
wide swath of commercial and employer plans, and the cost sharing associated with the tiers, as
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well as manufacturer patient assistance provides more accurate, robust information, and are
clearer proxies for assessing affordability relative to APCD. A board such understand the
strength and weakness of the state APCD and determine its best use in board work.*!

Avoid establishing a UPL that is a direct reference to the cost of a product in another state or
country. So-called ‘reference pricing’ seems to be one of the strongest legs of a Commerce
Clause challenge based on the Supreme Court Ross decision (2023). Adopting the Medicare
MFP is different since it is a national price, a very public price, and a price already present in the
state for Medicare enrollees.

Specify in regulations that the state will not enforce UPLs for Medicare B, C, or D provider
reimbursements. This should be done without regard to whether the UPL is the same as the
MFP for a drug. This is necessary based on case law concerning Medicare preemption.

Enforcement

A Statewide UPL is generally self-enforcing. Suppliers, pharmacies, hospitals have no incentive
to buy a UPL product at cost higher than the UPL because subsequent purchasers in the supply
chain and consumers will not pay more than the UPL. Health plans have no incentive to
reimburse providers more than the UPL. The UPL amount will be widely known in the State;
consumers will be aware of the in-state product cost which can be used to assess what they
should be charged when paying for a drug.

The potential enforcement challenge could be diversion: a supplier might buy a quantity of UPL
product and then sell the product at market price into another state. This will be easy to track
once the federal ‘track and trace’ program is fully implemented and will diminish the feasibility
of diversion. In the meantime, a state may want to contract with a wholesaler to specifically
manage the physical distribution of UPL drugs in a state.

Of note, wholesalers operate the federal Vaccines for Children program — vaccine purchasing,
warehousing, and fulfilling orders from participating providers who vaccinate Medicaid and
uninsured children. The current VFC model evolved from depot-style bulk delivery and state
distribution of childhood vaccine to participating physicians to the more efficient model we
have today. Pediatricians and other private and public sector participating providers order
through state VFC offices to restock childhood VFC vaccines at no cost which are then provided
free to Medicaid and uninsured, low-income children. The program most likely has operational
and administrative policies and procedures that address diversion and can inform the board

1 Some states may have very high commercial and employer health plan participation in APCD, which could make
the data robust. Some state APCD may allow research into formulary placement of drugs across payors. Utility of
APCD vary by state.
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In addition to preventing diversion and monitoring for diversion, a state office of the Attorney
General office would have authority to pursue violations of a state UPL laws and instances of
diversion of product to out of state.

Self-Funded Employer Plans

The Supreme Court ruled in December 2020 that states can enact laws that effect ERISA plans
so long as those laws do not impact ERISA plan benefits/coverage.*? The Court said that state
healthcare rate setting is a permissible state action, even if it costs ERISA plans more as a result.
An upper payment limit is healthcare rate setting and applies to all financial transactions of a
drug intended for use in a state: purchases, payments, billings, and reimbursements by state
licensed providers and suppliers and most health plans. ERISA plans are in the rate setting mix
like other health plans. A statewide upper payment limit would require state licensed suppliers
and providers to abide by the UPL when buying, selling, billing, and reimbursing for a UPL drug
product. Pharmacies must dispense and bill at the UPL to all customers and payors. It is very
important that commercial and employer plans work with the board to ensure that the UPLis
sound —at or below the current insurer net cost for the product. Additionally, consumers will
want to see the benefit of a UPL, even when UPL products are subject to copays (in contrast to
coinsurance). Health plans should work with a board on this aspect of UPL as well.

Medicare
Parts B (physician administered Rx), Part C (physician administered and retail drugs) and Part D

retail drug)

State law cannot affect Medicare plans in ways that run counter to the purposes of the

Medicare program, or as in ERISA law, affect benefit coverage. To that point, drug cost
containment has been the hallmark Medicare policy for many years. State efforts to lower
prescription drug costs mesh with the goals of the Medicare program.

States cannot regulate Medicare C and D plans in areas that the federal program already
regulates, which is a broad preemption of state law. Medicare policy until 2026 will remain
centered on what Medicare B and Medicare plans pay for drugs, not what providers bill for
drugs. Regarding Medicare, a UPL specifies what providers bill for drugs.

States cannot require that Medicare B, nor C and D plans reimburse pharmacies and providers
at the UPL. However, state rate setting rules can require state licensed providers to bill at no
more than the UPL —to consumers at the point of service and their insurer. If the presumption is
that the UPL will be less than market price, Medicare will benefit from reimbursing providers
based on the UPL billing.

*2 The Rutledge decision has more nuance than provided here such as state law/rule cannot target ERISA plans
specifically (to the exclusion of other health plans) and cannot unduly burden multistate plan administration. But
that regulating ERISA vendors, such as PBMs which also work for a variety of different classes of health insurers and
government programs, is not in and of itself a violation of ERISA.
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When the new Medicare Maximum Fair Price (MFP) is implemented in the market in 2026,
Medicare B, C and D will pay providers and pharmacies no more than the MFP. At that point, a
board probably will not be able to establish a UPL for a drug where the UPL is different than the
MFP because it would complicate the operations of pharmacies, physicians, clinics, and
hospitals which serve both Medicare and everyone else.

If a state were to establish a UPL on an MFP drug where the UPL is different than the MFP,

e Medicare plans and beneficiaries could have to be excluded from the UPL (but benefit
from the MFP),

o Different supply chains may be required for the same drug,

e State residents would have access to different payment limits for the same drug at the
same pharmacy,

e Dueling payment limits could create significant billing and other administrative burdens
on dispensing and administering healthcare professionals.

This issue will come more into focus as the Medicare MFP program develops, particularly if
boards would intend to establish UPLs that are different in cost than the MFP for a drug.

The logical thing for a board to do would be to make the Medicare MFP the statewide UPL,
applicable to all the non-Medicare state residents. This would leverage the work of Medicare to
provide cost relief to all residents of a state unless there is guidance from the federal
government about the nexus between UPLs and MFPs.*

*2 Based on current Medicare price negotiation guidance {2023), a pharmacist or physician will buy an MFP drug
through routine supply channels at market prices, Medicare will reimburse at the lower negotiated price, and the
pharmacist or other provider will have to provide documentation to a federal program vendor that will issue a
reimbursement for the difference between market price and the Medicare negotiated amount. Making the MFP
the statewide UPL should be able to reduce the administrative burden on pharmacies and providers since they will
acquire at the UPL and bill at the UPL. Separate reimbursement/rebate processing will not be necessary.
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Selecting Cost Review Eligible (CRE) Drugs and Drugs for Cost
Review (CR drugs)

Most state PDAB laws anticipate a process of creating a universe of drugs eligible for cost review
(cost review eligible or CRE) and from the CRE group, a subset of drug that will undergo cost
review (CR). Some state laws require a board to identify all drugs that meet the cost thresholds
of the state law while other state laws specify the cost thresholds and allow a board to explore
affordability challenge products within those parameters without having to identify every drug
that meets the threshold(s). The first subsection below provides suggestions on how to
establish the universe of CRE drugs and the subsequent section contains suggestions for culling
CRE drugs down to a list of drugs for which a board wants to undertake a cost review (CR). The
following is illustrative only. Additionally, a board will have to decide the purpose of each
component or metric.

Managing Workload and Workflow

Board may want to establish the frequency/periodicity of the full process of looking at
drugs that meet statutory and other board-determined thresholds as the basis of a list of
CRE products. Board should also decide if CRE list creation will support one or more
rounds of determining products that should undergo a cost review (CR drug). The
decision may rest on how often the CRE process is likely to produce a substantially
different set of drug products.
A board could establish numerical targets or limits for:
A maximum number of drug products that are CRE from among all drugs that
meet statutory thresholds
= this can help manage the workload if a board believes there will be

hundreds of drugs that meet the trigger thresholds specified in statute.

> A maximum number of products that will undergo a cost review (CR drugs) in a
cycle.
® This can help manage the workload
5 A maximum number of products to which a UPL could be applied in a cycle.
= This can help manage workload

A board should retain its ability to alter or eliminate the numerical targets once a board
has experience conducting the entire process.
Depending on state law which requires a board to identify all (or some) products that
meet the statutory cost triggers and other board-established thresholds for brands,
biosimilars, generics. A board could specify:

Data sources for its work such as publicly available price increase and new drug

launch price databases of other states, changes in the Medicare Average Sales

Price data, subscription price files. Claims data from the state all payor claims

database (APCD) may not be the most accurate basis for determining whether a
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drug product meets the statutory thresholds. There are a number of confounding
factors in using APCD to track price increases.
o If statute requires a board to know the launch price of a product for purposes of
a CRE or CR drug, and the drug has been on the market for such a long time that
finding the launch price is difficult and resource intensive, a rule to address this
limitation may be helpful, such as ‘launch WAC’ is the earliest date for which a
reasonably accurate WAC can be established.
o If the state law requires a board to identify ‘other products that are thought to be
creating financial challenges’ to consumers and/or the state healthcare system, a board
may want to specify information sources and processes for identifying these drug
products.
o Potential Sources —

* consumer complaints to a board through some mechanism that can be
widely known and widely used by consumers,

* health plan concerns,

®= publicly available information on adverse patient outcomes resulting from
inability to pay.

Determine how these ‘other products’ will be (and will not be) incorporated in

the CRE process.

A board may want to specify that there may not always be such a drug for

consideration.

Process to Identify Cost Review Eligible (CRE) Drugs
e Winnow the list of CRE products to meet requirements of numerical limit (per above).
o If a board sets a maximum number of CRE products per above, then consider
= Raising the monetary threshold for brand/biologic Rx above the $30,000
or $60,000 statutory threshold.
= Consider total or net health plan(s) spend on the products that meet
statutory thresholds and include CRE drugs are the highest net spend
drugs on the list until the numerical cut-off is reached.
o ldentify products with high consumer costs.
®= Health plan formulary tiering and utilization management indicate a cost
problem. Use health plan tier placement to represent consumer costs
rather than claims data to estimate average consumer out of pocket
spend across health plans. Obtain Rx-specific formulary information from
sources other than APCD, which together, are likely to be more
representative of patient cost sharing per course of treatment. A board
could consider private and or public information.
e voluntarily provided (or required) submission by PBMs for State
carriers/health plans and ERISA plans.

21| Page Horvath Health Policy, Innovations in Healthcare Financing. March 2024. FINAL
DRAFT

66




Upper Payment Limits

o There is no need to publicly identify the plans associated
with specific cost share levels in the analysis.

e public sources of formulary design/tiering/utilization
management such as:

o CMS Medicare Part D plan finder for in-state plans;

o State exchange/marketplace plan query;

o Medicare B Average Sales Price (20% is the cost share
amount in Part B); and

o State employee plan formulary placement and utilization
management.

e Define what it means if the drug is not covered by one or more
health plans. Is that a signal of an affordability problem? Should
noncoverage mean an ‘automatic include’ or ‘automatic exclude’

from CRE or CR process?

Process to Identify Cost Review (CR) Drugs
Factors used in determining whether a product is cost review eligible may be applicable later in
the actual review of a selected product.

Select CRE products that are used by the greatest number of people.
Select CRE products with the greatest number of treatment uses (“indications”)
Select CRE products that are not covered by some board-determined number of health
plans.
Select any CRE products that have the high formulary tier placement among the
preponderance of health plans.
Select CRE products with significant individual patient cost sharing support (in the tens of
thousands of dollars per patient).
Select CRE products with significant estimated health plan rebate levels as a percentage of
WAC.
Select CRE products that have been withdrawn from the market and replaced by an
authorized generic priced at the same WAC as the withdrawn product.
This may indicate a strategy to evade large Medicaid rebates in excess of 100% of the
price.
Select for CRE products that have come to market with two different list prices for the same
dosage, form, and strength.
This may indicate a type of insurer/PBM market dysfunction that raises consumer
costs.
Consider whether or not to exclude from CR, a CRE product that meets the Medicare
negotiation exclusion criteria for small biotechs for the first three years of a board’s
operation, as provided in the Medicare law relative to the Medicare early years of operation.
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e Exclude from CR a CRE product that already has a Medicare Maximum Fair Price (MFP) or
any product that is in the mix for Medicare negotiation. (When developing rules and
processes for an Upper Payment Limit, a board can stipulate that a Medicare MFP product is
automatically assigned a UPL that is the same as the MFP. This extends the efforts of
Medicare to all state residents.)

Determining if a Drug is/will be an Affordability Challenge

The following scenarios may indicate that a drug is or will create an affordability challenge for
state residents and/or the healthcare system. This is not an exhaustive list of scenarios but
rather a starting point for board consideration.

Assess CR products for health equity considerations when applicable and feasible.
Possible data sources, surveys of treating providers, pharmacies, patient groups,
medical lit, original epidemiological analysis. COand OR have already identified
and used county level data that is a proxy for equity.

= Demographics of populations indicated for the drug such as age, race, ethnicity,
income, sources of coverage. (Example would be Hep C, which is thought to be
most prevalent among people on Medicaid, in Corrections, and who are
uninsured).

Assess general impact on patients/consumers of CR product.

o Estimated number of residents indicated for the drug or are currently using the
drug.
Estimated prevalence of the condition compared to number of people receiving
treatment with the product.
Rx abandonment rates for the product.
o Treatment adherence rates of the product.
o Systematically evaluate how commercial and employer health plans treat the CR product
high cost- sharing tiers.
o utilization management.
covered by all or most plans?

o Assess if the CR product

o Is highly rebated and/or
Comes with large manufacturer patient cost sharing assistance and
Is on a high cost share formulary tier among a board-determined percentage of
plans.

o Assess if a CR product is near patent expiry or already off-patent (board to define

“near”) and which has or is expected to have therapeutic competition.
o These near-expiry drugs are often highly rebated to maintain market share even
after the first generic or biosimilar comes to market which impedes uptake of the
lower cost generic or biosimilar.
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o The net cost of the off-patent product is less than the cost of the generic or
biosimilar.

o The patient cost is higher for the preferred, off-patent product than for lower
priced competitors.

o Aboard may want to look into this market dynamic more carefully through CR

Summary

There are different ways to approach assessment of affordability and setting an upper payment
limit for a prescription drug. Itis important that a board’s processes are clear so that
stakeholders can understand, with some level of detail, how the board will proceed, what
metrics it will use to assess affordability and how it could establish a UPL. A board should also
be clear that the process needs to be flexible because the data sources, metrics and
considerations may vary based on the drug or drugs of concern.

Another important consideration is reliability of data used, including how data is curated and
applied.

As suggested earlier in this paper, the board should be proactive and solicit the input of
stakeholders —in addition to diverse patient views. There are stakeholders with specific
knowledge of the product, the patients, and the affordability of a product. For instance,
commercial and employer health plans have experience with product utilization and costs.
These plans have made business decisions based on costs and utilization. Besides the business
experience, plans also have clinical understanding of the product. The knowledge of community
pharmacists would be beneficial to a board. They have direct experiences and knowledge about
patient access and the economics of a drug product from the pharmacist’s view including
manufacturer assistance programs.

The work of a board is difficult, to say the least. Itis important for a board to be clear how it will
operate — how it will develop the list of cost review eligible drugs, then how it will cull that list
to drugs that will undergo cost review, metrics for affordability for patients and the healthcare
system, and any other metrics such as market operation or market dysfunction.

All of this is important for residents and stakeholders, which includes the pharmaceutical
industry. As of April 2024, Colorado has been sued by Amgen over board process (among other
complaints).
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How US Supreme Court Decisions on ERISA and Dormant Commerce Clause Create
a Path Forward for Substantive State Healthcare Financing Reforms,

Notably Prescription Drug Upper Payment Limits.

The one of the purposes/goals of the ERISA law is to protect multi-state employers from the vagaries of
different state laws that would affect self-insured employer retirement funds and employer sponsored
health benefit coverage. Traditionally, these self-funded plans were large multi-state corporations but in
recent years, smaller and smaller companies are self-insuring for employee health benefits. The result of
this trend is that ever larger proportions of a state’s residents have health coverage where consumer
protection rests with the federal government and states have not been able to affect that market in
meaningful ways in addressing statewide healthcare cost concerns.

Additionally, a body of case law has built up over time concerning the limits of states’ ability to regulate
commerce beyond their state borders. The Constitution places regulatory authority for interstate
commerce with the federal government. The litigation and court rulings — which go back more than a
hundred years — determine the extent to which states can enact laws or policies that implicate
commerce outside the state and when those laws or policies run afoul of the Constitution. This is
referred to as the Dormant Commerce Clause (DCC). Ex-state commerce at issue in these DCC cases can
concern policies which disadvantage out-of-state rivals relative to in-state businesses or policies that
place undue burdens on businesses that operate in more than one state. In the later situation, the DCC is
similar to one of the purposes of the ERISA law.

Together, ERISA preemption of state laws and Dormant Commerce Clause court rulings have quite
hobbled state innovation in healthcare coverage and financing policy over the years.

Recently, however, the US Supreme Court has taken on important and diverse ERISA and DCC cases
concerning state laws which may impact large national (indeed global) industries. What is striking about
these recent ERISA and DCC decisions is that they have the effect of narrowing the field of what
constitutes an ERISA or a DCC violation. The decisions have been supportive of state ability to address
residents’ needs even when the impact of the laws extend beyond state boundaries or cause increased
costs for an employer plan or a multi-state business. The relevant cases are Rutledge (Arkansas AG) v
Pharmacy Care Management Association and National Pork Producers Council v Ross (the CA Secretary
of Food and Agriculture).

ERISA/Rutledge

In brief, the Rutledge decision on ERISA preemption provides that a state-regulated entity which is also a
vendor to an ERISA plan cannot avoid state regulation of its operations solely because it is a vendor to an
ERISA plan. The ruling specifically cites states ability to set healthcare payment rates.

The ruling affirms the state actions that continue to be preempted by ERISA. States cannot regulate what
services must be provided (coverage mandates) but can extend laws that impact the state market more
generally —such as insurer/PBM business practices even though those regulations may cause the costs of
an ERISA plan to increase along with the costs of other insurers in the state.?

* Employee Retirement Income Security Act, 1974
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Notably Prescription Drug Upper Payment Limits.

There is a slightly older decision,”Gobeille v Liberty Mutual” (2016) where SCOTUS found in favor of the
ERISA plan objection to reporting data to the Vermont All Payer Claims Database. The Court found that
the administrative burden of complying with various state claims payment, enrollee data, and other plan
data reporting laws affected the heart of plan administration.

A PDAB model bill upper payment limit is a requirement on state licensed providers (including
wholesalers) to buy and bill at the UPL. The ERISA plan benefits and basic administrative functions are
not affected.

Dormant Commerce Clause/Ross

The Ross decision adds also clarifies what state regulatory authority is protected. The decision goes to
lengths to describe the situations which would violate the DCC (none of which were applicable to the
particular situation of the pork producers in this case).

At issue was a successful public ballot initiative to ban the sale, in California, of pork products produced
by inhumane treatment of pigs. Inhumane treatment is defined in the law and mirrors standards of
several other states. The National Pork Producers Council sued California in Federal Court contending the
law violated the Constitution’s Commerce Clause —a condition referred to as the (Dormant Commerce
Clause).

The Court found that California law does not advantage in-state producers to the detriment of out of
state competitors for state business because there are in-state pork producers who must comply.

e Astatewide UPL would not favor in-state companies relative to out of state competitors wanting
to compete in the UPL state since in-state entities are bound by the same law.

The Court found that California law does not, per se, impermissibly control commerce outside of
California because pork producers can choose not to sell in the State. In terms of exceptional
costs/burdens of compliance, in-state producers face the same compliance costs and plaintiffs did not
quantify those costs.

* A UPLdoes not create new operational complexities for pharmaceutical manufacturers nor for
the full supply chain. All the operational components needed to implement a UPL are already
entrenched in the industry business model. A UPL has no in-state/out-of-state anti-competitive
or discriminatory effect on the pharmaceutical industry.

The Court notes that in our national economy many, if not most, state laws have the practical effect of
impacting business and business behavior outside the state. The Ross decision cites examples of tax law,
environmental law, securities laws, tort laws.

The Court did not support Pork Producers claim that the burdens on industry and interstate commerce
clearly exceeded the benefit of the law to State consumers. Pork producers did not provide any
compelling evidence of the excessive costs and that the Court was not in a position to decide for itself
what the consumer benefit was from more humanely treated pigs; the Court noted that the State law
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How US Supreme Court Decisions on ERISA and Dormant Commerce Clause Create
a Path Forward for Substantive State Healthcare Financing Reforms,

Notably Prescription Drug Upper Payment Limits.

stemmed from a public vote on a statewide ballot proposition that was overwhelmingly supported by
voters.

The Ross ruling does seem to reaffirm that costs to out-of-state industries is not in itself a defining
feature of a DCC violation. The majority opinion seems to affirm that the core of a DCC violation is
creating anti-competitive trade between states — including what we call ‘reference pricing’ —requiring a
business to provide the same price in-state as the business has provided outside the state. Then there is
the Frosh decision, which is cited in Ross and supported in Ross (and the SCOTUS refused to hear
Maryland’s appeal of the lower Court’s decision). In Frosh, the Maryland DCC violation occurred because
the law seemed to require (a very limited number of) generic manufacturers to potentially change their
list prices across the country (directly affecting out of state commerce).

Please note, in this Ross decision, SCOTUS reaffirmed the application of the DCC to situations where a
“price control or price affirmation” law which ties the price of a product in one state to the price of the
product out of state.’ Even though the Frosh case was only decided in the 4" Circuit, the use of the case
in the Ross decision together with the SCOTUS refusal to hear the case, should cause state policymakers
thinking about Rx reference pricing to craft their policies very carefully.

Summary

These two decisions should help state policymakers to feel more confident in statewide healthcare rate
setting — upper payment limits.

An outstanding legal issue that the industry will likely pursue in response to an upper payment limit is
violations of federal patent law — the Constitution’s Supremacy Clause. There is a ruling (PhRMA/BIO v
Washington DC) where the Court found that Congress intended inventors to have unlimited ability to
profit from innovation and the DC law that specified the manufacturer price of the drug in the City had
to be no more than the price in several European countries. The case — argued by patent folks in federal
patent court -- looked only at patent law. If there is a challenge to UPLs based on patent law, a state in
that case should use federal healthcare/rx laws to show that Congress does not intend that patent rights
supersede the need for affordable prescription drugs. Examples of Congress’ intent that patent rights
should notimpede access to healthcare include thirty years of the 340B program and the new Medicare
negotiation program. Both these programs would seem to indicate that when it comes to access to
healthcare and affordable healthcare, Congress certainly has expressed there should be limits on the
profits from patent protected pharmaceuticals.

3 There is the PARMA/BIO v District of Columbia case decision from 2004, PARMA v Walsh in 2003 and
the AAM v Frosh decision of 2018 that deal specifically with DCC and Rx, which is distinct from other DCC
cases concerning beer, milk or other commodities that created dormant commerce clause case law in
the prior century.
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State Prescription Drug Affordability Board
and the Dormant Commerce Clause (DCC)

Amgen Sues Colorado on DCC Grounds:

In general, a prescription drug affordability Board (PDAB) would have authority to establish an all-payer,
all-purchaser, statewide upper payment limit (UPL) for sales, purchases, billing and reimbursement of
certain high-cost brand or generic drugs intended for sale in the PDAB state.

The Supreme Court Ross decision in 2023 diminished the frequency of industry claims that a UPL
violates the Commerce Clause. However, Amgen raised the DCC in its March 2024 lawsuit against the
Colorado PDAB for its cost review of Enbrel, so it is worth looking at UPLs and DCC again

What is the Constitution’s Commerce Clause and What is the Dormant

Commerce Clause?

The Federal government, by virtue of the Constitution’s Commerce Clause, regulates commerce
between the states. States regulate in-state commerce. State regulation can have ancillary out of state
business impacts that do not reach a threshold of regulating interstate commerce, State authority to
regulate commerce is not written in the Constitution but state authority to regulate commerce, or the
limit of that authority, has evolved over time through court decisions and is referred to as the Dormant
Commerce Clause (DCC).!

Because the branded pharmaceutical market segment is so complex and has been so opaque, the
pharmaceutical industry has been able to capitalize on lack of knowledge about business practice in its
lawsuits alleging violations of the Commerce Clause by states when enacting drug cost containment
laws. The industry has used the complexity of its business model to make the point in court that
virtually any state law is onerous for them, upends their standard commercial operations, resulting in
excessive burdens on business.

UPLs do not place an undue burden on pharma industry operations nor

impermissibly impact interstate commerce:

States are not allowed to unduly burden interstate commerce or negatively affect business competition
outside the state for the benefit of the in-state competitors. The Courts have recognized that in today’s
national and global economy, almost any state regulation has impact outside a state, but that does not
mean, per se, the regulation exceeds state authority. Amgen simply says that healthcare rate setting
limits on what licensed providers and suppliers can bill and pay for a costly drug— wholly regulates
financial transactions out of the state. Amgen further states that there is no situation in which
healthcare upper payment limit rate setting is acceptable.?

* Industry also claims drug cost containment violates their patent rights to unfettered price and profit, which triggers the
Constitution’s Supremacy Clause where federal law supersedes state law and makes other claims as well which are beyond the

scope of this paper.
2 Amgen consistently and persistently refers to state upper payment limits as PRICE CONTROLS, which are not acceptable per

caselaw. Because UPLs are in fact, state healthcare rate setting, the phrase ‘price controls’ is replaced with ‘healthcare rate setting’

in this paper for similar, if oppositional, effect.
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The Supreme Court has, over the years, developed a far more nuanced interpretation of the DCC.

The PDAB and UPL authority are based on the long-standing state practice that regulates what
consumers will pay for vital public utilities and services. Additionally, the UPL leverages the business
model US pharmaceutical companies already use to ably and deftly accommodate the demands for
price concessions among scores of different providers/purchasers and health plans throughout the
country and for numerous drugs in a manufacturer’s product line. Both these factors contribute to
PDAB and UPL compliance with dormant commerce clause caselaw and are described in more detail
below.

Public Service Commission Model:
Public service commissions in all 50 states set consumer payment rates for vital services such as
electric, natural gas, taxi, and/or telecommunications services. These commissions regulate charges for
products and services that (most often) come from companies and facilities located out of state. These
same corporations sell their services and products in multiple states. As a result, what any one
company can charge and what consumers will pay any one company is different in each state. This does
not violate the DCC.

Like the function of a public utilities commission, a PDAB would set healthcare payment rates (upper
payment limits) for consumers and state licensed healthcare entities (wholesalers, local distributors,
hospitals, physicians, pharmacists, and insurers).?

e Like a public service commission, a PDAB protects state residents from exceptional costs that
threaten quality of life or health.

e Like a public service commission, a PDAB does not favor in-state businesses to the detriment of
out of state businesses.

e Like a public service commission, any small impact on a manufacturer’s out of state operations
(negotiations with wholesalers) is incidental to the significant benefits to health and welfare of
state residents.

e Like a public service commission, a PDAB sets payment rates only on services provided to
individuals present in the state.

e Like a public service commission, a PDAB upper payment limit does not impact the price of the
service or product in another state, nor the national ‘list price’ of a drug manufacturer.

e Like regulated regional or national electric, gas, or telecommunications services, drug
companies rely on wholesalers or specialty distribution systems to manage the product supply
going to a specific state or specific purchasers.

e Like a public service commission, the PDAB mission is to maintain (or increase) consumer access
to vital services and products through affordability.

The Industry Business Model:
Biopharmaceutical companies use price concessions to improve product market position and sales.
Price concessions are provided to direct purchasers as well as to health plans and health plan vendors
(pharmacy benefit managers). Price concessions are provided through different mechanisms for health

* Each bullet point represents an aspect of a DCC court decision setting standards for evaluating Commerce Clause violations.
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plans/PBMs and direct purchasers. The industry business model is flexible and adaptive; meeting
market demand in a state for UPL drug would require no changes in operations (only a change in
attitude in favor of affordability and access).

A UPL product will most likely to be brought into a state by a wholesaler or wholesalers. The
wholesaler(s) will have negotiated with the manufacturer to buy the drug at less than the UPL (a
discount off the wholesale [aka list] price) which is a standard wholesaler/manufacturer transaction.
The wholesaler(s) will supply the UPL product in the state to direct purchasers (such as pharmacies,
clinics, physician offices). A state may decide to contract with a dedicated wholesaler to supply UPL
products.

Another approach would be for wholesalers to purchase the product without regard to the UPL, and
when distributing the UPL product, sell in-state at the UPL. In this instance, the wholesaler would have
an agreement in place for the manufacturer to reimburse the wholesaler for the difference between
what the wholesaler paid the manufacturer and the UPLamount the wholesaler was able to bill. Itis a
routine type of transaction that allows the manufacturer to make price concession deals with
purchasers (such as big hospital systems), without getting into the drug supply/delivery business.
Alternately, a hospital system may buy at market from a wholesaler and invoice the manufacturer for a
rebate (per a contract). There are different ways that price concessions can be delivered/obtained but
they are all standard procedure. There are other ways to convey price concessions as well.

e Entities that participate in the federal 340B drug discount program will continue to use their
routine supply channels for the drug, since the 340B acquisition cost will be less than the UPL.
Standard procedures.

e If a manufacturer uses a specialty pharmacy for product distribution, purchasers in the state will
use that designated specialty pharmacy for ordering supply.

e |[flarge health plans/PBMs or large hospital systems have price concession agreements with the
manufacturer of a UPL product that reduce the drug cost further, those agreements are
operationalized through rebates after the UPL drug is dispensed or through discounts applied at
the time of the sale. Standard procedure.

A UPL does not present any exceptional difficulty for a manufacturer or the supply chain. The ‘out of
state’ financial transaction between the wholesaler and the manufacturer is routine. The manufacturer
may have contracts for more significant price concessions than one state’s healthcare upper payment
rate.

Past and present industry challenges to state Rx cost containment laws:

Two older Court rulings concerning industry, the District of Columbia and Maryland* found that
regulating the manufacturer’s prescription drug price is a violation of the Commerce Clause. Most
recently, a court barred Minnesota from enforcing a law that protects consumers from certain generic
drug price increases pending the outcome of the lawsuit. lllinois has also been sued for a similar law,

“ Association for Accessible Medicines v. Frosh, 887 F.3d 664 (4th Cir. 2018) (state price gouging law barred by dormant Commerce

Clause); Biotechnology Indus. Org. v. District of Columbia, 496 F.3d 1362 (Fed. Cir. 2007) (District imposed price limits on
manufacturer was ruled a violation of dormant commerce clause).
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although its law is more tailored to generic products whose manufacturers operate more like branded
industry.

The price gouging laws in Maryland, Minnesota, and lllinois cited in the Amgen filing provide for
retrospective enforcement against generic and off patent brand manufacturers for price increases.
These laws require operational mechanics completely different from those required to implement an
upper payment limit. The generic industry trade association, Association of Accessible Medicines sued
over the Minnesota price gouging law but did not sue over the UPL law that was enacted in the same
omnibus legislation.

Relevant non-pharma DCC case
Perhaps most important is a more recent DCC ruling by the US Supreme Court that did not concern
prescription drugs.® In this decision, the Court examined all the possible ways that a state law would
violate the Commerce Clause and found that the concerns of the plaintiffs did not meet any of the DCC
violation thresholds. The challenged California law banned the sale of pork products in the State if the
animals were not treated humanely. The California law is highly similar in effect to a state UPL. Itis
prospective, it requires state-licensed entities to be responsible to operationalize/enforce, it does not
compel out of state suppliers to participate in the market, and the health, the law applies equally to in-
State and out of State producers, and welfare benefits to state residents was found to exceed any
burden on out of state pork producers.

Like the California pork product law, a statewide UPL also:
e Provides benefits to consumer health and safety that outweigh the impact on trade outside the state;
e Does not benefit in-state business to the detriment of out of state competitors operating in the state;
e Does not affect the manufacturer national list or the price to any purchaser of drugs destined for
another state;
e Does not exclusively target the in-state sales of businesses located outside the state;
e Has only incidental impact on manufacturer operations outside the state.

Summary:

The Amgen lawsuit alleges multiple violations of the Constitution. This document addresses the
Commerce Clause in detail since it is likely to come up again in another state. Other documents will
address the several other issues raised by Amgen in their lawsuit.

* Pork Producers v Ross, May 2023
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Maximum Fair Price (MFP) Modeling Analysis

Oregon Prescription Drug
Affordability Board

Maximum Fair Price (MFP) Modeling Analysis

On Aug. 14, 2024, The Center for Medicare & Medicaid Services (CMS) provided an update on
its progress in the Medicare Drug Pricing Negotiation Program. This program stems from the
enactment of the Inflation Reduction Act of 2022 which affords CMS the “ability to directly
negotiate the prices of certain high expenditure, single source drugs without generic or
biosimilar competition.”! The CMS negotiated price for a given drug is known as the Maximum
Fair Price (MFP).

As CMS continues its program, Oregon'’s Prescription Drug Affordability Board (PDAB) may be
able to draw parallels and model similar effects if an upper payment limit (UPL) is used in the
state. PDAB staff completed an analysis to examine the potential estimated savings in the state
using the recent CMS negotiated drug prices.

It is important to note this analysis is not a one-to-one market comparison. The Oregon data is
limited to commercial insurance carrier reporting to the Drug Price Transparency program. This
only includes specific plan types (large, small, individual) while excluding groups such as
Medicare, Medicaid, self-insured, PEBB, and OEBB. It is only intended to model the potential
effects of a maximum drug price.

The analysis shows Oregon’s carriers annual expenditure based on the number of prescriptions
and number of enrollees for a drug based on the wholesale acquisition cost (WAC). These
sections are highlighted in blue. The annual expenditures were then recalculated using
Medicare’s MFP (highlighted in orange). These potential cost savings calculations are shown in
purple and include the percentage savings that could be afforded by a maximum price. Each
drug represented in the model demonstrates significant cost savings.

Informati Color code
Wholesale acquisition cost (WAC) Blue
Medicare Maximum Fair Price (MFP) Orange
Potential cost savings Purple

' “Medicare Drug Price Negotiation Program: Negotiated Prices for Initial Price Applicability Year 2026.” Centers for
Medicare & Medicaid Services. Aug. 14, 2024. https://www.cms.gov/newsroom/fact-sheets/medicare-drug-price-
negotiation-program-negotiated-prices-initial- ear-2026. Accessed Sept. 11, 2024.
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PDAB vs. MFP Rx Pricing Analysis
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2:::4:"’"" Etanercept ] s7028] 607 4,648 $22380,528)  $36:871 4,815 2,355 $18,033 $10,546040|  $11,434488)  S1%
lsartar ] see8| 1,097 4,374 $3,742,550) $3412 3856 5295 $1,17¢] s1200330|  $2.4522200  66%

Farxiga :::::f::ii" 6 $565 821 3,838 $1,531,108 $1,865 $393 $179 s834) $685,083| s8a6,025) 5%
Imbruvica Ibrutinib 1 $17,018 3 1 s2a1556  saosis| 21,960 $9,319) $34,170 $102,509 $139,007|  58%
Januvia Sitagliptin Phorphate 3 $547 28 103 $95,879 $3,424) $931] 113 416 $11,639) sss240| 8%
& Mo 12 593 5852 23,925 $10,569,483 $1,794) $424) $157 $797) sa693825|  $sa7sessl  se%
Stelara Ustekinumab 10 $26,517| 648 2,595 $31,156,649 548,081 $10,403 54,685 $21,700] $14,061,525] $17,085,124 55%
Xarelto Rivaroxaban 12 ssa2| 2,160 7,746 $4,908,208 $2,272 $634 $197 5706 s1525962|  $3,382246|  6o%
Fiasp Insulin Aspart 2 $289 15 50 $55,000) $3,667 $1,100 119 $397 $5,950 sas0s0| 89w
Novolog insulin Aspart 3 s2as| 563 2,163 $2,122,013 $3,69 981 $115 457 $257,397|  $18ea616]  88%
Novolog Flexpen |insulin Aspart a 8553 65 164 $44, 456/ 684 271 113, 300} $15,516 $24,340 56%

TOTALSpend = 586,695,655 POTENTIAL Total Savings = $49,161,325

This data set is limited to Drug Price Transparency insurance carrier reporting that only includes Large, Small, and Individual plan groups. This exdudes groups such as Medicare, Medicaid, self -insured, PEBB, OEBB, etc.
*The proprietary name i ionisr by the most used NDC reported in 2023 by Oregon's commerdial health insurance carriers.
**The number of carriers that reported the drug under QRS 743.025 for their 2023 top 25 most costly or greatest increase.
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Executive summary

Myers and Stauffer LC, at the request of Prescription Drug and Affordability Board (PDAB) staff, created three
upper payment limit (UPL) scenarios for eight prescription drugs to consider for modeling and analysis. These
drugs were pulled from the 2023 PDAB Prescription Drug Top Drug Subset List: Cosentyx, Entyvio, Inflectra,
Keytruda, Ocrevus, Ozempic, Tremfya, and Trulicity. Additional information on wholesale acquisition cost
(WAC) and UPL pricing scenarios for the drugs are at the end of this document.

The Oregon Health Authority (OHA), through its PEBB/OEBB and Medicaid/Oregon Health Plan teams,
reviewed and provided preliminary pricing for these scenarios for discussion purposes.

PEBB/OEBB analysis*

e Under the scenario where it is assumed there are no rebates due to an implemented UPL, the most
likely outcomes range from a combined increase of $12.1M in plan spend (where the modest price
reduction is less than existing rebates) to a cost savings of $18.7M (price reduction exceeds existing
rebates).

For PEBB, the more likely outcomes result in a range of a cost increase of $8.9M (1 percent) to
an overall savings of $10.7M (-1.1 percent)

For OEBB, the more likely outcomes result in a range a cost increase of $3.1M (0.4 percent) to
an overall savings of $8M (-1.1 percent)

e For other scenarios that include the assumption that 25 percent to 50 percent of rebates are retained,
the following potential costs/savings were identified:
> PEBB: $3.6M cost increase to $20M cost savings, based on the UPL selected
o OEBB: $0.2M savings to $13.9M savings, based on the UPL selected

e In UPL and rebate scenarios for PEBB/OEBB, the loss of rebates often offsets the reduction in ingredient
costs. In general, if implementation of UPLs results in all rebates being removed, only the more
aggressive UPL scenarios result in plan savings.

Medicaid/Oregon Health Plan
e For both Fee for Service (FFS) and Coordinated Care Organizations (CCO), the modeling assumed no
changes to existing rebates. Both assumptions mean that actually attainable savings will be lower.

e Additionally, due to state and federal budget mechanics, OHA advised that reductions in cost from
implementing a UPL would more likely be reinvested in other OHP services rather than directly
reducing state costs.

o For the UPL scenarios, the potential net savings range from $1.1M to $2.3M for FFS, and
$25M to $56M for CCO.2

! Mercer Health & Benefits LLC analysis, Aug. 26, 2024. Analysis does not include Kaiser Permanente medical claims.
? Oregon Health Authority, Office of Actuarial and Financial Analytics, Sept. 6, 2024.

PDAB Upper Payment Limit (UPL) Analysis 2
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OEBB/PEBB upper payment limit analysis

Overview

On behalf of OHA, Mercer analyzed prescription and medical drug costs, utilization, and enrollment data for
PEBB and OEBB for the period of April 1, 2023, to March 31, 2024. They calculated the impact of the proposed
UPL scenarios for eight selected drugs.

Methodology

To conduct the analysis, Mercer applied various assumptions regarding inflation and utilization to PEBB and
OEBB'’s monthly prescription and medical drug cost, utilization and enrollment data for the period, April 1,
2023 to March 31, 2024, to trend the data to 2025. The UPL scenarios used in the analysis were provided by
PDAB. Mercer did not develop these scenarios.

It is expected that the reduction in in the point of sale drug prices due to UPLs will result in lowered or
eliminated rebate payments. Because this is a novel proposal, the rebates retained with UPLs in place are
uncertain. To account for this uncertainty, the three different UPL scenarios were modeled with no rebates (0
percent) as well as 25 percent and 50 percent of the current rebate retained, with the most conservative
estimate being that rebates for the affected drugs are eliminated upon implementation. The analysis never
allows the rebate to exceed the ingredient cost for a drug/scenario combination.

Observations

Under the scenario where it is assumed there are no rebates due to an implemented UPL, the most likely
outcomes range from a combined increase of $12.1M in plan spend (where the modest price reduction is less
than existing rebates) to a cost savings of $18.7M (price reduction exceeds existing rebates).

e For PEBB, the more likely outcomes result in a range of a cost increase of $8.9M (1 percent) to an
overall savings of $10.7M (-1.1 percent)

e For OEBB, the more likely outcomes result in a range a cost increase of $3.1M (0.4 percent) to an
overall savings of $8M (-1.1 percent)

The UPL scenario prices for drugs commonly used in the medical benefit represent less of a discount from WAC
than the UPL scenarios provided for drugs typically dispensed through the pharmacy benefit. As a result, there
is more opportunity for savings in the pharmacy benefit than the medical benefit.

Models

In developing prescription drug cost projections, Mercer employed proprietary models. Mercer’s tools are
developed by a team of experienced professionals, which typically includes actuaries, and have been
customized for the purposes of this engagement.

PDAB Upper Payment Limit (UPL) Analysis 3
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OEBB/PEBB upper payment limit analysis (continued)

Data and assumptions

Mercer used and relied upon information submitted by Merative (for Moda Health Plan, Kaiser, and Providence
Health Plan), PEBB and OEBB without further audit. Mercer also used and relied upon participant data and
claims cost information supplied by the Merative and PEBB and OEBB. Mercer reviewed the data for internal
consistency and reasonableness, but not accuracy. The plan sponsor is solely responsible for the validity and
completeness of this information. Assumptions were developed based on input from various sources including
Mercer’s own analysis, input from PEBB/OEBB, as well as other third-party resources.

Additional details

e Enrollmentis based on average 2024 enrollment of 141,065 and 136,536 members for PEBB and OEBB
respectively. It is not adjusted for any future changes in enrollment, plan design, or formulary
compliance. Claims cost and utilization from the experience data have been trended forward to the
projection period based on Mercer's standard annualized trend, utilization, and generic dispensing rate
assumptions as well as estimated changes in the drug pipeline. These trends account for estimated
changes in the drug pipeline.

e For Ozempic, Mercer observed recent utilization trends to estimate a reasonable ongoing trend given
the drug’s recent and continued popularity

e Adispensing fee of $8 per scriptis assumed for drugs dispensed via pharmacy in the UPL scenarios.

e To estimate future gross costs, Mercer projected WAC using trends from their analysis and then defined
the UPLscenarios as the percentage reduction of that WAC. That is, if UPL scenario 1 represents a 10
percent decrease in WAC today, Mercer defines scenario 1 as a 10 percent decrease in expected WAC in
2025.

e 2025 rebate estimates have been applied to the projected claims and current dispensing fees have
been removed to arrive at the net allowed cost.

e Rebates for each of the drugs are estimated using the mid-point of the benchmark range for each drug.
The benchmarks are based on IPD Analytics, LLC, as provided by experts and industry trade relations
consultants for favorable rebate/formulary positions being offered. The estimated benchmark rebate
ranges for individual drugs are as low as 0-5 percent to as high as 50 to 55 percent.

e For all medical analysis, it is assumed member cost share as a percentage of allowed cost is a fixed
ratio. That is, it is the same in 2023 and 2025.

PDAB Upper Payment Limit (UPL) Analysis 4
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OEBB/PEBB upper payment limit analysis (continued)

e For prescription drug analysis Mercer varied member cost share assumptions.
> For PEBB, future member cost share is set equal to current member cost share per unit. This is
because all plans have a copay structure for prescription drug claims.

o For OEBB, future member cost share is a weighted average with 80 percent weight on the same
assumption as above, and a 20 percent assumption mirroring the medical claims. This is
because roughly 20 percent of OEBB members have a prescription drug plan based around
coinsurance rather than copay. For those members, their cost will decrease with the cost of the

drug.
e Projections assume no plan design changes.

® Rebates are shown in the year they are earned; however, a portion will be paid in the subsequent year
due to the lag in rebate collections from manufacturers and payment to PEBB and OEBB.

e The 2025 projected total pharmacy and medical allowed is based on an annual growth assumption of 6
percent for pharmacy and 2.8 percent for medical.

e For the net total 2025 cost, Mercer assumed that the medical and pharmacy rebates are in the same
proportion for OEBB and PEBB for all plan groups.

Disclaimer

This analysis provides modeling for the potential impacts of PDAB implementing a prescription drug maximum
allowable rate fee schedule (i.e., upper payment limit). The purpose of this report is to facilitate discussions for
understanding of the range of financial impacts. This analysis has been prepared by Mercer for Oregon PEBB
and OEBB, and is intended to be used by the PDAB to help inform their report on the impacts of a UPL. It
should be read in its entirety and has been prepared under the direction of Sara Drake. To the best of Mercer’s
knowledge, there are no conflicts of interest in performing this work.

All estimates are based upon the information and data available at a point in time and are subject to
unforeseen and random events, and actual experience will vary from estimates. Mercer expressly disclaims
responsibility, liability, or both for any reliance on this communication by third parties or the consequences of
any unauthorized use or disclosure other than as mutually contemplated when Mercer was first retained to
perform this work. Mercer is not responsible for the consequences of any unauthorized use.

PDAB Upper Payment Limit (UPL) Analysis 5
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Financial Results — OEBB (Pharmacy and Medical)

OEB8

[Members 136.536

Channel Rx + Medical

Drug Total

0 b ba
ded Status Q a a a cenano a a

ngredient Cost $ 35,661,000 ($ 24,865,000 $ 19,312,000 $ 13,125, $ 19,312,000 § $ 248650008 19,312
Pispensing Fees $ 89,000 |$ 89,000 $ 89,000 $ 89, $ 89,000 $ s 89,000 $ 89,000
Rebates S 13734 -8 -8 -||S 34340008 3434000

Net Allowed Cost $ 22,016,000} | 4 4, 7, 7,

Change in Net Altowed Cost 2938000 S  (2,615000)S  (8,802,000] [$ (6,049,000) $ (3,929,000} (9,482,000,
¢ Change in NetAllowed Cost 133% 11.9% 40.094 27.5% 17.8%

Rebate/Ingred 394 0% 0% 0% 18% 28%

Member Cost-share $ 4.906.000{ |$ 4,691,000 $ 4434000 $ 4,002 $ 44340008 $ 4.691.000 $ 4434
[Change in Member Cost-Share s (215,000) $ 472,000) $ B814,000) |S 472,000) $ s (215,000) $ (472,000,
B¢ Change in Member Cost-Share 44% 9.6% -16.6' -9.6% 44%

Plan Allowed Cost $ 17.110.000 20.263.000 $ 14,967.000 $ 9.122 $ 11.533.000 $ $ 13.396.000$ 8.100.
ange in NetAllowed Plan Cost 3153000 S (21430000  (7,988,000] |§ (5,577,000 $ S  (3714,000)S (9,010,000}
Change in NetAllowed Plan Cost 18.4% -12.5% 46.7% 32.6% 21.7%
ange as a % of 2025 Projected Total Net Rx + Medical
owed 0.4% 0.3% 1.1 0.8% 0.5% -1

= Analysis does not include medical claims fromKaiser as the units reported w ere nconsistent with the data reported by the other pian groups. This amounts 1o $2.4 Mw hichis 25% of the total un-trended allowed

medical costs forthese drugs.

= There are 19,200 units reported for Ocrevus with SO gross aliow ed amount. These claims are excluded fromthe medical cost analysis.

© 2024 Mercer Health & Benefits LLC
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Financial Results — PEBB (Pharmacy and Medical)

loyer PEBB
141,065
annel Rx + Medical
hm.n
ded Status Quo ario o ario ario cenario a 0 0

ngredient Cost $ 51,906,000([$ 39,089,000 297720008 19068000 [§ 390890008 297720008 19,068,000 [$  39,089,0008 29,772

ispensing Fees $ 133,000 |$ 133,000 § 133,000 $ 133,000 ($ 133,000 $ 133,000 § 133,000/ ($ 133,000 $ 133,000

ebates $ =8 -8 -8 5416,000 % 5,416,000, i

Allowed Cost $ 30.376.000([$ 392220008  29.905000$ 19201004 |$ 338060008  24489.0008 13,785, $ 28391000 19,074,

Ichange in NetAllowed Cost § 8,846,000 S (471,000) $ m.znma! $  3430000$  (5887,00008 (16591,000( |$  (1,985,000)$ (11,302,000
Bé Change in NetAllowed Cost 29.1% -1.6% 36.8 11.3% -19.4% 54.6° 6.5% -37.2
Rebate/ingred 4244 0% 0% 0 14% 18% 28 28% 36
Member Cost-share $ 2,129,000 |$ 1,991,000 § 1,909,000 $ 1,681,000 [$ 1,991,000 $ 1,909,000 § 1,681, $ 1,991,000 $ 1.909,
IChange in Member Cost-Share s (138,000) $ (220,000) $ (448,000) | (138,000) $ (220,000) $ (448,000) | s (138,000) $ (220,000)
bé Change in Member Cost-Share 6.5% 10.3% -21.0 £.5% 10.3% 21.0 6.5% -10.3
Net Plan Allowed Cost $ 28.247,000($ 372310008  27.996000$  17.52000q |$  31.8150008  22,580,0008  12.104, $ 264000008 17,165
[Change in NetAllowed Plan Cost § 8984000 (251,000 $  (10,727,000] |$§ 3,568,000 §  (5667,000)$ (16,143,000 |$  (1,847,000)$ (11,082,000
Bé Change in NetAllowed Plan Cost 31.8% 0.9% -38.04 12.6% 20.1% 57.1 6.5% -39.2
[Change as a % of 2025 Projected Total Net Rx + Medical
Mttowed 1.0% 0.0% 1.1 0.4% 0.6% 1. 0.2% 1.2

*  Analysis does not include medical claims fromKaiser as the units reported w ere inconsistent withthe data reported by the other pian groups. This amounts to $2.2 Mw hichis 15% of the total un-trended allow ed

medical costs for these drugs.

*  There are 1,800 units reported for Ocrevus with $0 gross allow ed amount. These claims are excluded from the medical costanalysis.

© 2024 Mercer Health & Benefits LLC
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Medicaid Oregon Health Plan (FFS and CCO) upper payment limit
analysis

Overview

Purpose

Perform an evaluation to estimate the financial impact to OHP of applying an UPL to eight identified drugs.
Methodology

OHA’s Office of Health Analytics pulled CCO encounter and FFS claims data for the year ending June 2024 from
OHA's Decision Support and Surveillance Utilization Review System (DSSURS)/Medicaid Management
Information System (MMIS) database.? The Office of Actuarial and Financial Analytics (OAFA) built models for
each payer and claim type, comparing actual payment levels against an estimate of payments limited by a UPL.
Savings were estimated on a gross (total payments) and net (OHP payments) basis. Changes to rebates were
not considered in the calculation. First-dollar savings were expected to apply to OHP. See individual models for
detailed calculations.

Data complications
Data analysis was complicated by several factors, including the following:

e Paid amounts across OHP and non-OHP payers did not consistently total up to allowed amounts.

e Paid amounts by non-OHP payer type varied by claim format.

e CCO encounter claims may not contain complete payment information. Some CCO claims showed $0
paid amounts, including Medicare.

e Professional and outpatient claims showed little correlation to reported WAC.

e Indian Health Care Providers (IHCP) were not clearly identified in the data, but appear to account for a
portion of the claims.

Considerations

Ultimate costs for future years’ capitation rates will presumably be recalculated using updated Medicaid data.
Changes in caseload, inflation, and available federal medical assistance percentage (FMAP) will materially
impact these estimates.

Reductions in cost will more likely be reinvested in OHP rather than reduce state costs:
e Mechanics of CCO rate setting (see below)
e Due to federal match, $1 saved for OHP is often only $0.25 to $0.30 saved for Oregon — Oregon may
achieve a better return through reinvestment than “savings.”

* “Medicaid Management Information System.” Oregon Health Authority, January 2024.
https://www.oregon.gov/oha/HPA/ANALYTICS/Documents/Dataprofile MMIS.pdf. Accessed Sept. 16, 2024.

PDAB Upper Payment Limit (UPL) Analysis 8
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Budgetary Impacts

In terms of budgetary impact, the FFS costs are presumed savings, but would be offset by any reduction in
pharmacy rebates. Due to timing and data constraints, OAFA did not attempt to model any rebate impacts. In
assessing budgetary impact, OHA would also want to look more closely at members’ category of aid to
determine what proportion of the total will be state funds — 25 to 30 percent would be the likely proportion of
state funds. In addition, there appear to be some IHCP claims (based on payment amounts) that should
potentially be excluded from analysis. Put together, these factors suggest the $2.26M in net FFS savings under
the tightest UPL scenario might result in state budget savings of less than half a million dollars.

For CCOs, the financial impact is likely to be “absorbed” in capitation rate setting. Each year OHA tries to set
capitation rates approximately 3.4 percent higher than the prior year. To the extent there are benefits or costs
expansions that are not separately funded by the legislature (which happens regularly), OHA prices those into
capitation rates but still fits the overall rates within the 3.4 percent budgetary increase. This process essentially
subjects all other services or policy levers to a lower level of increase within the capitation rates.

In the case of the UPL application, the opposite could become true: any material expected savings to CCOs
would be reflected in capitation rate development, but in absence of any direction to the contrary OHA would
still target a 3.4 percent overall increase, which would leave more room for inflationary or policy increases in
other areas of rate setting. However, if OHA were expecting a decrease in pharmacy rebates, the 3.4 percent
target might be adjusted to offset the loss of pharmacy revenue. Therefore, unless the Legislature asks OHA to
bank the savings (of which perhaps 25 to 30 percent would be the state’s to retain), a UPL likely would not save
the state money but rather lead to reinvestment of the proceeds into other CCO expenditures.

For context, the CCO system is expected to incur around $6.2b in service costs during CY25. A savings of $56M
represents around 0.9 percent of costs, which is a significant impact in the context of rate setting. Again,
offsetting for rebates foregone would reduce that potential savings/reinvestment.

Limitations
OHA’s pharmacy team further advised of several potential limitations and caveats.

e UPL may impact availability of supplemental rebates or amount collected in supplemental rebates. One
common stipulation with supplemental rebate offers is that preferred products must be on equal
footing or not disadvantaged to competitors.

e If manufacturers sell for UPLin Oregon, it could impact federal Medicaid rebates and manufacturer
best price for the entire nation.

e If manufacturers sell for UPLin Oregon, it could impact 340B prices for the entire nation. The 340B
program provides medications at a substantially lower cost to certain safety net clinics and hospitals.

e An UPL could reduce funding for 340B entities. Currently, outside of the fee-for-service OHP program,
3408 entities are usually reimbursed at the usual market rate, though their cost is much lower. With an
UPLin place, the entities could charge no more than the UPL.

e |f manufacturer does not sell for the UPL, it may create access issues for patients if pharmacies and
wholesalers are unwilling to stock products that they have to buy/sell at a loss.

PDAB Upper Payment Limit (UPL) Analysis 9
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Medicaid Oregon Health Plan (FFS and CCO) upper payment limit analysis (continued)

e If pharmacies chose to buy/sell at a loss, it could impact profit margins and number of pharmacies that
are open or who take insurance. There is some risk in shifting costs to patients if pharmacies/hospitals
are unwilling to bill insurance because of the reimbursement rate.

e Unclear how an UPL will affect other benefit plan coverage (Third Party Liability or Medicare for Part B
drugs). May create disparities in drug coverage for Oregonians vs. other states.

e Unclear how an UPL would impact health equity and which patient populations would be most
impacted.

e For FFS, outpatient hospitals are typically reimbursed a percentage of their billed amount for drugs
they administer. OHA would need to revise reimbursement methodology to ensure outpatient hospitals
are paid at least their acquisition cost.

e Proposed methodology to reprice drug claims does not consider any cost or savings as a result of shift
to other clinically equivalent products.

PDAB Upper Payment Limit (UPL) Analysis 10
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OHP estimate of UPL savings for select drugs — DRAFT

Summary of model findings

Gross (system) cost and savings

FFS Ccco
Current Cost | UPL1Savings | UPL2 Savings | UPL3 Savings Current UPL1 Savings | UPL2 Savings | UPL3 Savings
Rx Claims 2,840,457 789,912 1,359,269 1,951,746 66,831,365 22,194,935 34,028,030 46,019,026
28% 48% 69% 33% 51% 69%
Prof Claims 2,327,711 114,518 257,279 507,143 1,880,890 3,499,352 6,453,717
5% 11% 22% 8% 15% 28%
OP Claims 4,473,531 432,896 698,962 1,230,034 2,704,144 3,993,323 6,388,155
10% 16% 27% 11% 17% 27%
Total 9,641,698 1,337,326 2,315,510 3,688,923 26,779,969 41,520,705 58,860,899
Net (OHP) cost and savings
FFS cco
Current UPL1Savings | UPL2Savings | UPL3 Savings Current UPL1 Savings | UPL2 Savings | UPL3 Savings
Rx Claims 1,754,748 583,476 897,733 1,209,062 65,419,138 21,681,300 33,303,332 45,081,832
33% 51% 69% 33% 51% 69%
Prof Claims 587,821 61,160 178,771 287,767 1,698,639 3,138,748 5,736,342
10% 30% 49% 9% 16% 30%
OP Claims 1,318,533 428,293 598,121 767,021 2,434,082 3,505,697 5,388,025
32% 45% 58% 13% 19% 29%
Total 3,661,103 1,072,928 1,674,625 2,263,850 25,814,022 39,947,777 56,206,200

Source: Oregon Health Authority, September 2024
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Myers and Stauffer hypothetical UPL scenarios — Pharmacy

Drug NDC Label Name  Route Manufacturer Current WAC** Sce:.:-lo 1 % off WAC Scelr-\’:r']o 2 :ﬁl:’é Sce:::o 3 ‘:/:V:f::
Entyvio 64764010821% ENTYVIO 108 SUBCUTANEOUS TAKEDA 54,588 54,129 10% $3,670 20% $3211 30%
00002143380  TRULICITY 0.75 SUBCUTANEOUS ELI LILLY & CO. 5488 $293 40% S244 50% 8195 60%

Trulicity 00002143480  TRULICITY 1.5 SUBCUTANEOUS ELI LILLY & CO. 5488 $293 40% S244 50% $195 60%
00002223680  TRULICITY3 ~ SUBCUTANEOUS ELILILLY & CO. 5488 $293 A0% S244 50% $195 60%
00002318280  TRULICITY4.5 SUBCUTANEOUS ELILILLY & CO. 5488 $293 40% S244 50% $195 60%
00078063941  COSENTYX SUBCUTANEOUS NOVARTIS $3,704 $2,222 40% $1,481 60% $740 80%
00078063968  COSENTYX SUBCUTANEOUS NOVARTIS $7,408 54,445 A0% $2,963 60% $1,481 80%

po— 00078063997  COSENTYX 150 SUBCUTANEOUS NOVARTIS $7,408 $4,445 40% $2,963 60% $1,481 80%
00078063998  COSENTYX 300 SUBCUTANEOUS NOVARTIS $3,704 $2,222 40% $1,481 60% $740 80%
00078105697* COSENTYX75 SUBCUTANEOUS NOVARTIS $7,408 54,445 A40% $2,963 60% $1,481 80%
00078107068  COSENTYX SUBCUTANEOUS NOVARTIS $3,704 $2,222 40% $1,481 60% $740 80%

Ocrevus 50242015001  OCREVUS 300 INTRAVENOUS GENENTECH, INC. $1,971 $1,774 10% 81,577 20% $1,380 30%
57894064001  TREMFYA 100 SUBCUTANEOUS JANSSEN BIOTECH $13,872 $11,791 15% $7,283 47% $2,774 80%

Temfya 57894064011  TREMFYA 100 SUBCUTANEOUS JANSSEN BIOTECH $13,872 $11,791 15% $7,283 47% $2,774 80%
00169413013  OZEMPIC 1 SUBCUTANEOUS NOVO NORDISK $322 $193 40% $129 60% $64 80%

Ozempic 00169418113  OZEMPIC 0.25- SUBCUTANEOUS NOVO NORDISK $322 $193 40% $129 60% S64 80%
00169477212  OZEMPIC 2 SUBCUTANEQUS NOVO NORDISK $322 5193 A40% $129 60% S64 80%

Myers and Stauffer hypothetical UPL scenarios — Medical

Procedure Billing | Current UPL % off UPL % off UPL % off

orve Code Coeiype Hue Lekall e QI e Unit WAC** Scenario 1 WAC Scenario 2 WAC Scenario3 WAC
Entyvio 13380 Permanent 64764030020 ENTYVIO 300 MG VIAL TAKEDA PHARMACE PerMG  $28.89 $26.00 10% $23.11  20% $20.22  30%
Keytruda J9271  Permanent 00006302602 :/TI_Y\IIT:\JLDA 10oMa/Y, MERCK SHARP & D PerMG  $56.69 $51.02 10% $45.35 20% $39.68 30%
Inflectra Q5103 Permanent 00069080901 i:itEcmA 100G PFIZERUS PHARM  Per10MG $94.63  $85.17 10%  $52.05 45%  $18.93 80%
Ocrevus J2350  Permanent 50242015001 SI?:/EIZES 300ma/10 GENENTECH, INC. PerMG $65.71  $59.14 10%  $52.57 20% $46.00 30%

* PEBB and OEBB data do not show any utilization for the marked NDCs
** WAC as of June 2024

PDAB Upper Payment Limit (UPL) Analysis 12




Oregon Prescription Drug
Affordability Board

2025 Board Calendar: ciick on the date to register for meetings

Please note the new start time for board meetings in 2025.
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350 Winter Street NE, Salem, OR 97309-0405 | 971-374-3724 | pdab@dcbs.oregon.gov | dfr.oregon.gov/pdab


https://www.zoomgov.com/meeting/register/vJItcuqhqjsrG2ZSGTgUDthVHu3_aut9-_I
https://www.zoomgov.com/meeting/register/vJIsfuuprzsuGoc-dIbQhkuuGGXtpQ6N9Dw
https://www.zoomgov.com/meeting/register/vJIsc-6vqjgsG_BDZJdYg_KNH169UeuHsz8
https://www.zoomgov.com/meeting/register/vJIsdOGqqzotHpRQ0RRMvSsLCoL6UnvHAnQ
https://www.zoomgov.com/meeting/register/vJIscuCvrT0vEoUOGFYsir0tUDunrIRtFIw
https://www.zoomgov.com/meeting/register/vJItdOGsrzksHcLHojgiCw-ZgE4mw2TPH6Q
https://www.zoomgov.com/meeting/register/vJItd-mqrD0jHjDRBZG9kyLzlKPzRkm9Tos
https://www.zoomgov.com/meeting/register/vJItdO6oqTwiHyq8LMXZ3Dcu_RSkqWNluVM
https://www.zoomgov.com/meeting/register/vJIscuCorT8iE_belHNCa8xg1TTxCVCc220
https://www.zoomgov.com/meeting/register/vJIsduuhqj8jGRYC9ReY7y_15p-tRZb7vWA
https://www.zoomgov.com/meeting/register/vJIsceigqjwtEs7sdueFHcMt_H5g_FcM2a0
https://www.zoomgov.com/meeting/register/vJItcuivqDsiHttwV8GfkSxq41qvgLRDzFo

Learn more: Siveion
Regulaton

| IS |
Department of Consumer
and Business Services

https://dfr.oregon.gov/drugtransparency/Pages/public-hearings.aspx


https://dfr.oregon.gov/drugtransparency/Pages/public-hearings.aspx
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