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The Regulatory Framework (B) Task Force met in Orlando, FL, Dec. 1, 2023. The following Task Force members
participated: Sharon P. Clark, Chair (KY); Glen Mulready, Vice Chair (OK); Lori K. Wing-Heier represented by Sarah
Bailey (AK); Mark Fowler represented by Yada Horace (AL); Andrew N. Mais represented by Jared Kosky (CT);
Karima M. Woods represented by Howard Liebers (DC); Doug Ommen represented by Andria Seip (IA); Dean L.
Cameron represented by Weston Trexler (ID); Amy L. Beard represented by Alex Peck, Meghann Leaird, and Claire
Szpara (IN); Vicki Schmidt (KS); Gary D. Anderson represented by Niels Puetthoff (MA); Timothy N. Schott
represented by Marti Hooper and Robert Wake (ME); Grace Arnold represented by Peter Brickwedde (MN); Jon
Godfread represented by Chrystal Bartuska (ND); Eric Dunning represented by Maggie Reinert and Michael
Muldoon (NE); D.J. Bettencourt (NH); Justin Zimmerman represented by Paul Lupo (NJ); Judith L. French
represented by Laura Miller (OH); Andrew R. Stolfi represented by TK Keen (OR); Michael Humphreys represented
by Shannen Logue (PA); Larry D. Deiter represented by Jill Kruger and Travis Jordan (SD); Jon Pike (UT); Scott A.
White represented by Julie Blauvelt (VA); Mike Kreidler represented by Ned Gaines, Jane Beyer, and Lichiou Lee
(WA); Nathan Houdek represented by Jennifer Stegall (WI); and Allan L. McVey represented by Joylynn Fix (WV).
Also participating were: Erica Weyhenmeyer (IL); Carrie Couch and Camille Anderson-Weddle (MO); Paige
Duhamel (NM); and Patrick Smock (RI).

1. Adopted its Sept. 29 and Summer National Meeting Minutes

The Task Force met Sept. 29 and took the following action: 1) adopted its 2024 proposed charges; and 2) adopted
the white paper A Guide to Understanding Pharmacy Benefit Manager and Associated Stakeholder Regulation
(PBM white paper).

Keen made a motion, seconded by Commissioner Mulready, to adopt the Task Force’s Sept. 29 (Attachment One)
and Aug. 13 minutes (see NAIC Proceedings — Summer 2023, Regulatory Framework (B) Task Force). The motion

passed unanimously.

2. Adopted its Subgroup and Working Group Reports

Kruger made a motion, seconded by Kosky, to adopt the following reports: 1) the Accident and Sickness Insurance
Minimum Standards (B) Subgroup, including its Oct. 2 (Attachment Two), Sept. 18 (Attachment Three),
and Aug. 21 (Attachment Four) minutes; 2) the Employee Retirement Income Security Act (ERISA) (B) Working
Group; 3) the Mental Health Parity and Addiction Equity Act (MHPAEA) (B) Working Group, including its Aug. 14
(Attachment Five) minutes; and 4) the Pharmacy Benefit Manager Regulatory Issues (B) Subgroup. The motion
passed unanimously.

3. Heard a Presentation from the HIV+Hepatitis Policy Institute on the Results and Impact of the Copay
Accumulator Adjustment Programs Lawsuit

Carl Schmid (HIV+Hepatitis Policy Institute) discussed the results and impact of the copay accumulator adjustment
programs lawsuit, which challenged a federal rule that allows health insurers to avoid counting the value of drug
manufacturer copay assistance toward patients’ out-of-pocket cost obligations. He discussed the U.S. District
Court for the District of Columbia’s Sept. 29 decision vacating the 2021 Notice of Benefit and Payment Parameters
(NBPP) to the extent it permitted health plans to use a copay accumulator policy. Schmid said the court based its
ruling on both the federal rule’s contradictory reading of the same statutory and regulatory language and the fact
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that the federal agencies implementing the rule had yet to offer a definitive interpretation of its language that
would support their authorization of copay accumulators.

Schmid explained that the HIV+Hepatitis Policy Institute believes that by its decision, the court fully understood
and stated how copay assistance and accumulators work in practice: 1) increase consumer costs; 2) increase
manufacturer costs; 3) increase payments to insurers; and 4) is not a discount from the cost of the prescription
drug. He said the court also did not accept the federal government’s argument that the case was not justiciable.
He said the court’s decision did not address issues such as: 1) the Internal Revenue Service’s (IRS’) guidance on
copay assistance and high deductible health plans (HDHPs) and health savings accounts (HSAs); and 2) insurers
collecting more money than permitted under the federal Affordable Care Act’s (ACA’s) cost-sharing limits and
double billing. Schmid discussed steps after the decision. He said that because the court did not stay its decision,
the decision was immediately effective.

Schmid said that on Nov. 28, the federal U.S. Department of Health and Human Services (HHS) filed a notice of
appeal with the U.S. Court of Appeals for the D.C. Circuit. In addition, the HHS also filed a motion to clarify the
extent of the court’s Sept. 29 decision. Specifically, the HHS requested the court confirm it was not required to
enforce the 2020 NBPP, which prohibited copay accumulators except where a medically appropriate generic
alternative is available.

Trexler asked what, if anything, state insurance regulators should be doing with respect to the decision. Schmid
said it is important that the state departments of insurance (DOIs) enforce the decision because the court did not

stay its decision.

4. Heard a Presentation from the NABIP on “Cost: The Greatest Barrier to Access”

Jessica Brooks-Woods (National Association of Benefits and Insurance Professionals—NABIP) presented on “Cost:
The Greatest Barrier to Access.” She said that cost is one of the major issues keeping health insurance brokers up
at night because the cost of health care affects access to such care. She said health care utilization is determined
by the need for care, whether consumers know that they need care, whether they want to obtain care, and
whether care can be accessed. Brooks-Woods noted the connection between the current health care cost trends
and access to health care, even for those who have health insurance coverage. She said that according to the 2022
Commonwealth Fund Biennial Health Insurance Survey, about 29% of consumers with employer-based coverage
and 44% of those with coverage purchased through the individual market and ACA marketplaces are
underinsured.

Brooks-Woods explained that premiums are not the only cost affecting access to care. She said access to care is
also affected by increasing out-of-pocket costs for consumers, particularly the differences between out-of-pocket
maximums for in-network care and out-of-network care. She said that in an effort to reduce costs and continue
to offer health insurance coverage to their employees, employers are increasingly shifting to and choosing to self-
insure. Brooks-Woods offered a few suggestions to address the issues, such as identifying the true cost drivers,
giving attention to the plight of the underinsured, and focusing on social determinants of health.

Beyer asked about the trend of employers to self-insurance, particularly small employers choosing to offer level-
funded plans as a means to self-insure. Brooks-Woods said the NABIP believes the next issue to keep them awake
at night is risk, particularly with respect to level-funded plans because of its concern that small employers do not
understand their risk exposure and the low level of education they have about the risk associated with such plans
when making the decision to offer them to their employees as an alternative to a fully insured plan.

Duhamel said New Mexico also is seeing small employers gravitate toward level-funded plans. She said the New
Mexico DOl tries to educate these employers about the loss of state law consumer protections for their employees
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when offering these plans. She said it is critical that agents and brokers also be educated on the loss of such
protections in order for them to educate their clients.

Having no further business, the Regulatory Framework (B) Task Force adjourned.

SharePoint/NAIC Support Staff Hub/Member Meetings/B CMTE/RFTF/National Meetings/2023 Fall Meeting/RFTF 12-1-23 MtgMin.docx
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Draft: 10/10/23

Regulatory Framework (B) Task Force
Virtual Meeting
September 29, 2023

The Regulatory Framework (B) Task Force met Sept. 29, 2023. The following Task Force members participated:
Sharon P. Clark, Chair (KY); Glen Mulready, Vice Chair, represented by Ashley Scott (OK); Lori K. Wing-Heier
represented by Sarah Bailey (AK); Mark Fowler represented by Anthony L. Williams (AL); Ricardo Lara represented
by Tyler McKinney (CA); Michael Conway represented by Debra Judy (CO); Andrew N. Mais represented by Jared
Kosky (CT); Doug Ommen represented by Andria Seip and Brad Biren (IA); Dean L. Cameron represented by
Weston Trexler (ID); Amy L. Beard represented by Alex Peck (IN); Vicki Schmidt represented by Julie Holmes (KS);
Gary D. Anderson represented by Kevin Beagan and Rebecca Butler (MA); Timothy N. Schott (ME); Mike Causey
represented by Jackie Obusek and Ted Hamby (NC); Jon Godfread (ND); Eric Dunning represented by Martin
Swanson (NE); D.J. Bettencourt represented by Michelle Heaton (NH); Justin Zimmerman represented by Paul
Lupo (NJ); Judith L. French represented by Craig Kalman (OH); Andrew R. Stolfi represented by TK Keen (OR);
Michael Humphreys (PA); Larry D. Deiter represented by Jill Kruger (SD); Cassie Brown represented by Rachel
Bowden (TX); Jon Pike represented by Shelley Wiseman (UT); Scott A. White represented by Julie Fairbanks and
Jackie Myers (VA); Mike Kreidler represented by Ned Gaines (WA); Nathan Houdek represented by Jennifer Stegall
(WI); and Allan L. McVey represented by Joylynn Fix, Erin K. Hunter, and Mary Jo Lewis (WV). Also, participating
was: Chlora Lindley-Myers (MO).

1. Adopted its 2024 Proposed Charges

Commissioner Clark said that prior to the meeting, NAIC staff circulated the Task Force’s 2024 proposed charges.
She explained that the 2024 proposed charges revise one of the Mental Health Parity and Addiction Equity Act
(MHPAEA) (B) Working Group’s charges to better align with its current work. Commissioner Clark also explained
that for now, the Task Force proposes retaining the Pharmacy Benefit Manager Regulatory Issues (B) Subgroup’s
charges from 2023. She said she anticipates that after the white paper A Guide to Understanding Pharmacy Benefit
Manager and Associated Stakeholder Regulation (PBM white paper) is finalized, the Task Force will consider
revised charges for the Subgroup or a successor group early next year after the Task Force is reappointed for 2024.
She said the Task Force did not receive any comments on its 2024 proposed charges.

Kruger made a motion, seconded by Gaines, to adopt the Task Force’s 2024 proposed charges (Attachment One-
A). The motion passed unanimously.

2. Adopted the PBM White Paper

Commissioner Clark said the Task Force’s next item of business is to consider adoption of the PBM white paper.
She said the Pharmacy Benefit Manager Regulatory Issues (B) Subgroup adopted the PBM white paper on July 27
after almost two years of work. She said the Task Force received comments on the white paper, which were
distributed and posted on the Task Force’s web page.

Commissioner Clark said that prior to this meeting, NAIC staff distributed a revised draft of the PBM white paper,
which included some suggested updates following its July 27 adoption. Jolie H. Matthews (NAIC) said the
suggested updates include revisions to the PBM white paper’s Introduction section noting the Subgroup’s July 27
adoption. She said the suggested updates also add language discussed during the Subgroup’s July 27 meeting
highlighting the Subgroup’s intent that the white paper be considered a snapshot in time and subject to future
revision because of the complex issues involved and ongoing and future litigation. Matthews said other suggested
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updates revise the Enforcement and Federal Preemption Issues section reflecting the federal 10th Circuit Court of
Appeals recent decision in the Pharmaceutical Care Management Association (PCMA) v. Mulready case.

Commissioner Clark asked for comments. Commissioner Godfread expressed concerns about the PBM white
paper’s Recommendation section. He said that given the inclusion of language noting that the PBM white paper
is intended to reflect a snapshot in time and the potential continuation of work, the recommendations seem to
be more like future charges for the Subgroup or its successor group. He said that because of this, he believes the
Recommendation section should be removed and considered separately later as the work moves forward with
the current Subgroup or its successor group. Swanson and Kosky expressed support for Commissioner Godfread’s
comments. Commissioner Godfread made a motion, seconded by Swanson, to remove the Recommendation
section. The motion passed.

Commissioner Clark asked for additional comments. Kosky said Connecticut cannot support the PBM white paper’s
adoption because it believes it is flawed in many respects, particularly its lack of adequate citations and diversity
in the sourcing of its language, biased tone in some areas, and inaccuracies. He explained that during the
Subgroup’s almost two years of work on the white paper, Connecticut noted these objections. He explained that
Connecticut voted in favor of the motion to adopt the PBM white paper and move it forward for the Task Force’s
consideration to keep the process moving forward. He said that given these issues, Connecticut is concerned about
whether this is an effective white paper. Kosky said that for Connecticut, when talking about a white paper it
should be an authoritative research-based document that presents clear and accurate information and provides
expert analysis about a topic. He also noted the lack of information in the PBM white paper concerning employers
and consumers. He said the point of the PBM white paper was to try to find solutions to lower the cost of
prescription drugs to consumers, and because of this, it should be a factual statement to assist state insurance
regulators in making decisions related to the issues discussed. Keen acknowledged Kosky’s comments. He said the
Subgroup worked through the comments it received and addressed them as best it could due to the wide range
of opinions on the issues the white paper discusses. Keen noted that the white paper’s focus is on PBM regulation
and the role PBMs play in the prescription drug ecosystem.

Commissioner Godfread expressed support for many of Kosky’s comments. He noted that North Dakota has
fundamental issues with the PBM white paper and the role of state insurance regulators in regulating PBMs. He
said because of these concerns and issues, North Dakota will oppose adopting the white paper. Swanson said
Nebraska also cannot support the PBM white paper’s adoption because of concerns about its tone and some of
its conclusions. He also said Nebraska already has a statute related to the issues discussed in the white paper and,
as such, it is looking for what is next on these issues. Holmes also said that based on Connecticut’s, Nebraska’s,
and North Dakota’s comments, Kansas also would be voting to oppose the PBM white paper’s adoption.

Commissioner Humphreys discussed the reason why the Subgroup developed the white paper. He noted that
initially the Subgroup was charged with developing an NAIC model regulating PBMs. The proposed NAIC model
failed to receive sufficient votes from the Executive (EX) Committee and Plenary for adoption. Following that
action, the Subgroup pivoted to developing the PBM white paper for those states interested in looking at what
other states are doing in the area related to PBM regulation and outlining and defining general issues that states
might want to consider if they are looking to regulate PBMs. He acknowledged that the white paper might not be
perfect and probably will never be perfect, but it is a good resource for state insurance regulators to obtain
information on issues related to PBM regulation and the role PBMs play in the prescription drug ecosystem. He
said that for these reasons, Pennsylvania supports the PBM white paper’s adoption. Director Lindley-Myers
expressed support for Commissioner Humphreys’ comments. Although Missouri is not a Task Force member, she
urged the Task Force to adopt the PBM white paper as a resource for state insurance regulators to use if they like
to help inform them on issues related to the PBM regulation and the role they play in the prescription drug
ecosystem.
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Chris Petersen (Arbor Strategies LLC), speaking on behalf of the PCMA, said the PCMA supports Connecticut’s,
Kansas’, Nebraska’s, and North Dakota’s comments. He said that in reading the comments submitted to the Task
Force, there is still significant concern with the PBM white paper. He said that typically before an NAIC product is
considered for adoption, all the issues are worked out and there is consensus. He said the PCMA is afraid that in
adopting the current version of the PBM white paper, stakeholders not involved in the drafting process will believe
that it is a consensus document when there is still significant opposition to some of its provisions. Therefore, he
said the PCMA urges the Task Force not to adopt it.

J.P. Wieske (Horizon Government Affairs—HGA) discussed the history related to the PBM white paper. He
explained that when he chaired the Task Force on behalf of Wisconsin, in 2018, the Task Force established the
Pharmacy Benefit Manager Regulatory Issues (B) Subgroup because of the discussion by the Executive (EX)
Committee members and Plenary during the adoption of the revisions to the Health Carrier Prescription Drug
Benefit Management Model Act (#22). He said concerns were raised that the revisions to Model #22 did not
directly regulate the activities of PBMs in their role as managers of prescription drug benefits. He noted that after
the proposed PBM model, which would have established a licensing or registration process for PBMs, failed to
receive sufficient votes for adoption, the Subgroup turned to developing a white paper to educate state insurance
regulators on PBM regulation and the role PBMs play in the prescription drug ecosystem because of this strong
interest in learning more about these issues.

Commissioner Clark acknowledged the comments from Task Force members and interested parties. She said the
white paper is not perfect given the myriad of different stakeholder perspectives and opinions. She said that
despite this, she believes the PBM white paper is a good resource for state insurance regulators to learn more
about the issues. She also noted the federal government’s interest in these issues as well. She urged the Task
Force members to adopt the white paper and forward it to the Health Insurance and Managed Care (B) Committee
for its consideration and next steps.

Keen made a motion, seconded by Scott, to adopt the white paper, as revised, and include in an appendix the
comments received by the Task Force on the July 27 version of the white paper (Attachment One-B). The motion
passed with: 1) the following Task Force members voting in favor of the motion: Alaska, lowa, Maine, New
Hampshire, Oklahoma, Oregon, Pennsylvania, Texas, Utah, Virginia, Washington, and Wisconsin; 2) the following
Task Force members voting against the motion: Connecticut, Kansas, Nebraska, North Carolina, North Dakota, and
South Dakota; and 3) the following Task force members abstaining: Idaho, Indiana, Massachusetts, and West
Virginia.

Having no further business, the Regulatory Framework (B) Task Force adjourned.

SharePoint/NAIC Support Staff Hub/Member Meetings/B CMTE/RFTF/National Meetings/2023 Fall Meeting/RFTF 9-29-23 MtgMin.docx
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Draft: 10/4/23

Adopted by the Executive (EX) Committee and Plenary, Dec. __, 2023
Adopted by the Health Insurance and Managed Care (B) Committee, TBD
Adopted by the Regulatory Framework (B) Task Force, Sept. 29, 2023

2024 Proposed Charges

REGULATORY FRAMEWORK (B) TASK FORCE

The mission of the Regulatory Framework (B) Task Force is to: 1) develop NAIC model acts and regulations for
state health care initiatives; and 2) consider policy issues affecting state health insurance regulation.

Ongoing Support of NAIC Programs, Products, or Services

1. The Regulatory Framework (B) Task Force will:

A.

Coordinate and develop the provision of technical assistance to the states regarding state-level
implementation issues raised by federal health legislation and regulations.

Review managed health care reforms, their delivery systems occurring in the marketplace, and other
forms of health care delivery. Recommend appropriate revisions to regulatory jurisdiction, authority, and
structures.

Consider the development of new NAIC model laws and regulations and the revision of existing NAIC
model laws and regulations, including those affected by federal legislation and final federal regulations
promulgated pursuant to such legislation.

Continue to review NAIC models recommended for revision by the former Affordable Care Act (ACA)
Model Review (B) Working Group and, as appropriate, appoint a working group or subgroup to revise the
NAIC model(s) prioritized for revision in 2024.

At the direction of the Health Insurance and Managed Care (B) Committee, through the work of the
Employee Retirement Income Security Act (ERISA) (B) Working Group, monitor, analyze, and report
developments related to association health plans (AHPs).

Monitor, analyze, and report, as necessary, developments related to short-term, limited-duration (STLD)
coverage.

2. The Accident and Sickness Insurance Minimum Standards (B) Subgroup will:

A.

Review and consider revisions to the Model Requlation to Implement the Accident and Sickness Insurance
Minimum Standards Model Act (#171).

3. The ERISA (B) Working Group will:

A.

B.

C.

Monitor, report, and analyze developments related to ERISA, and make recommendations regarding NAIC
strategy and policy with respect to those developments.

Monitor, facilitate, and coordinate with the states and the U.S. Department of Labor (DOL) efforts related
to sham health plans.

Monitor, facilitate, and coordinate with the states and the DOL regarding compliance and enforcement
efforts regarding the ACA that relate to ERISA.

Review the Health and Welfare Plans Under the Employee Retirement Income Security Act: Guidelines for
State and Federal Regulation (ERISA Handbook) and modify it, as necessary, to reflect developments
related to ERISA. Report annually.

© 2023 National Association of Insurance Commissioners 1



Attachment One-A
Regulatory Framework (B) Task Force
12/1/23

REGULATORY FRAMEWORK (B) TASK FORCE (continued)

4. The Mental Health Parity and Addiction Equity Act (MHPAEA) (B) Working Group will:

A.

Monitor, report, and analyze developments related to the MHPAEA, and make recommendations
regarding NAIC strategy and policy with respect to those developments.

Monitor, facilitate, and coordinate best practices with the states, the DOL, and the U.S. Department of
Health and Human Services (HHS) related to the MHPAEA.

Develop and provide resources to the states to support a greater understanding of laws, policies, and
market conditions related to the MHPAEA.

Provide supplemental resources to support documentation and reporting in the MHPAEA chapter of the
Market Regulation Handbook.

Coordinate with and provide input to Market Regulation and Consumer Affairs (D) Committee groups, as
necessary, regarding mental health parity market conduct examinations.

5. The Pharmacy Benefit Manager Regulatory Issues (B) Subgroup will:

A.

Develop a white paper to: 1) analyze and assess the role pharmacy benefit managers (PBMs), pharmacy
services administrative organizations (PSAOs), and other supply chain entities play in the provision of
prescription drug benefits; 2) identify, examine, and describe current and emerging state regulatory
approaches to PBM business practices, such as price transparency and reporting requirements, rebating,
and spread pricing, including the implications of the Rutledge v. Pharmaceutical Care Management
Association (PCMA) decision on such business practices; and 3) discuss any challenges, if any, the states
have encountered in implementing such laws and/or regulations.

Consider developing a new NAIC model to establish a licensing or registration process for PBMs. Based on
issues identified in the white paper, the Subgroup may consider including in the new NAIC model
provisions on PBM prescription drug pricing and cost transparency.

NAIC Support Staff: Jolie H. Matthews/Jennifer R. Cook

SharePoint/NAIC Support Staff Hub/Member Meetings/B CMTE/RFTF/National Meetings/2023 Fall Meeting/011_RFTF Adopted 9-29-

23.docx
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Adopted by the Regulatory Framework (B) Task Force, 9/29/23

Adopted by the Pharmacy Benefit Manager Regulatory Issues (B) Subgroup, 7/27/23
Revised: 9/29/23

A GUIDE TO UNDERSTANDING PHARMACY BENEFIT
MANAGER AND ASSOCIATED STAKEHOLDER
REGULATION
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I. INTRODUCTION

The NAIC Regulatory Framework (B) Task Force established the NAIC Pharmacy Benefit Manager Regulatory
Issues (B) Subgroup in 2018 to explore whether to develop a new NAIC model regulating pharmacy benefit
managers (PBMs). In 2019, the Task Force adopted a charge for the Subgroup to, “[c]onsider developing a new
NAIC model to establish a licensing or registration process for pharmacy benefit managers (PBMs). The
Subgroup may consider including in the new NAIC model provisions on PBM prescription drug pricing and cost
transparency.” The Subgroup developed a PBM model, which both the Regulatory Framework (B) Task Force and
the NAIC Health Insurance and Managed Care (B) Committee adopted in 2021. However, at the NAIC 2021 Fall
National Meeting, the proposed new PBM model failed to receive the necessary votes for adoption from the full
NAIC membership. While it was discussing the proposed new PBM Model, in 2021, the Regulatory Framework
(B) Task Force adopted a charge for the Subgroup to develop a white paper to: 1) analyze and assess the role
PBMs, Pharmacy Services Administrative Organizations (PSAOs), and other supply chain entities play in the
provision of prescription drug benefits; 2) identify, examine and describe current and emerging state regulatory
approaches to PBM business practices, such as price transparency and reporting requirements, rebating, and
spread pricing, including the implications of the Rutledge vs. Pharmaceutical Care Management Association
(PCMA) decision on such business practices; and 3) discuss what challenges, if any, the states have encountered
in implementing such laws and/or regulations.

After the proposed PBM model failed to receive sufficient votes for adoption, in early 2022, the Subgroup
turned its focus on completing its charge to develop the white paper. Throughout 2022, the Subgroup held
meetings to hear various perspectives from stakeholders, including consumers, PBMs, PSAOs, insurers, and
pharmacists. The Subgroup also heard presentations from various states that have enacted state laws regulating
PBM business practices. The states discussed the process of enactment, their implementation process, and
outstanding issues related to enforcement, including, in some cases, a discussion of enforcement challenges and
lessons learned.

As the Subgroup was hearing the last few stakeholder presentations in a series of regulator-to-regulator
meetings in July 2022 through September 2022, the Subgroup reviewed and approved an outline of the PBM
white paper. Based on the outline, the Subgroup leadership solicited and obtained volunteers from the
Subgroup members to draft initial language for the various provisions in the PBM white paper. The Subgroup
reviewed an initial draft of the PBM white paper in October 2022. The Subgroup released a working draft of the
white paper during a meeting at the NAIC 2022 Fall National Meeting. Following the NAIC 2022 Fall National
Meeting, the Subgroup met in early 2023 in a series of regulator-to-regulator meetings to discuss additional
revisions to the working draft. On April 17, 2023, the Subgroup released a draft of the white paper for a 45-day
public comment period ending June 1, 2023. After reviewing and incorporating some of the suggested revisions
from the comments received, the Subgroup adopted the white paper draft on July 27, 2023, and forwarded it to
the Regulatory Framework (B) Task Force for its consideration.

[ADDITIONAL LANGUAGE WILL BE ADDED AS THE DRAFTING PROCESS MOVES FORWARD)
The Subgroup intends for this white paper to be considered a snapshot in time. It realizes that, as appropriate,
this Subgroup, or any successor NAIC group, may want to revise it in the future to reflect changes related to the

complex issues discussed in the white paper, particularly with respect to any court decisions made after its
adoption.
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Il. KEY PLAYERS IN PHARMACEUTICAL DRUG PRICING ECOSYSTEM

Inherent in the Subgroup’s review of the drug pricing ecosystem are the concerns of the consumer, the one key
player who cannot see all the levers before them but pays the price of the ecosystem that has been put in place.
Until very recently, pricing of pharmaceuticals has been opaque to many consumers.! However, increased costs
of pharmaceutical drugs, several active campaigns by players in the ecosystem, increased federal and state
attention on drug pricing, and drug price transparency programs have all operated to raise the consumer’s
knowledge of the cost levers of pharmaceutical drugs.

Pharmaceutical drugs are vital to both longevity and quality of life for many individuals. Not being able to afford
lifesaving and life-improving prescriptions causes harm to patients and their families and contributes to
additional burdens on our health care system. Some individuals can only afford prescriptions because they do so
at the cost of other needs such as paying for housing and utility bills or addressing other medical issues. For
these individuals there is a reduction in quality of life which can, and often does, affect overall health.2
Affordability and access remain of high concern to consumers and lawmakers alike.

A 2021 poll by the Kaiser Family Foundation found that 60 percent of adults in the U.S. take at least one
prescription drug and 25 percent take at least four per day. Of those prescribed medications, 29 percent of
Americans reported not taking their medications as prescribed due to cost. They do this by not filling their
medication, using an over-the-counter medication instead, or cutting the pills in half.?

Itis the hope of the subgroup that by regulators gaining a greater understanding of the pharmaceutical drug
ecosystem, research and price transparency programs, policymakers can better understand the levers that
impact consumers. In so doing, consumers will see reduced costs for their pharmaceutical drugs.

Beyond the consumer, there are numerous players that make up the pharmaceutical drug ecosystem. Some of
the key players in that ecosystem are described below.

A. PAYORS

Payors of health care services include health insurance providers, large and small employers, and government
entities, such as state employee plans and Medicaid agencies. The entity making decisions about benefits —
including the use of PBMs and the design of the prescription drug benefit — may depend on the market
(individual, small group, large group) and the arrangement that the payor chooses. In this paper, when PBM
functions are referenced, payors may choose to do those tasks internally.

1. Insurers
Insurers contract with PBMs to manage the pharmacy benefit portion of their health care benefits provided to
their insureds and enrollees.* Insurers contract with PBMs because of the increasing complexity of prescription
drug benefit management.® In addition, in response to increasing prescription drug costs some insurers contract
with PBMs for their services that help reduce costs, including utilization management, prescription drug rebates,
and negotiation of pharmacy fees and prescription drug reimbursement, and access to pharmacy networks.®
Ultimately, the scope of the PBM’s role in managing this benefit depends on the insurer. ’

Some insurers are part of integrated health systems, in which a common entity owns an insurer, hospitals, and

employs networks of providers and provides all health care services to their enrollees. Because these entities
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more closely coordinate all care under their roof, insurers in integrated systems may not utilize PBMs to the
same extent as more traditional insurers.

2. Employers/Unions/Taft Hartley Trusts
Employers have a variety of options available when designing the health benefits that they offer to their
employees. They may choose a self-insured model, where the employer holds the risk, but sometimes hires an
insurance company, PBM, or other benefit manager to administer the benefits. Employers choose how much of
the benefits they will allow a contracted insurance provider or PBM to design and may choose to “carve out” the
pharmacy administration and have external entities perform different functions.

3. Government Entities
Like private employers, government entities may contract with health insurers or PBMs to administer and/or
design the health benefits plan that they provide. This may include a state employee health plan, coverage
provided by cities or counties, or other benefit plans that cover government employees. Within Medicaid, there
are a number of state variations in coverage, but for states that contract with Medicaid managed care
organizations, those organizations are often in charge of administering the benefit plan that the state designs.

B. PRESCRIPTION DRUG MANUFACTURERS
1. Manufacturers

Pharmaceutical manufacturers research, develop, produce, market, and sell prescription drugs to treat medical
conditions.® The development of a new pharmaceutical product involves an investment of resources to create a
product ready to be tested during clinical trials, where the safety and clinical efficacy of the drug are evaluated
for a specific disease or condition.® Manufacturers may also partner with the federal government to develop
drugs, or license drugs developed with federal research funding. Manufacturers may also purchase prescription
drugs developed by other manufacturers to market as their own. The U.S. Food and Drug Administration (FDA)
reviews all applications for the sale of new drugs from manufacturers following clinical trials and decides
whether the drug will be made available on the market to consumers.?® When a drug is approved,
manufacturers then set the list price for medications and may change that price over time.!!

2. Brand-Name Drugs
Manufacturers who produce brand-name drugs may conduct the initial research and development of a new
pharmaceutical product. Brand-name drugs receive patents and exclusivities from the FDA.?2 Manufacturers of
these patent-protected brand-name products have market exclusivity to produce and sell their products during
the life of the patent before therapeutically equivalent generic drugs can become available on the market.*

3. Generic Drugs
Once a brand-name drug is no longer patent-protected, generic manufacturers may begin producing
therapeutically equivalent generic drug products. Similar to brand-name drugs, the FDA must approve a generic
drug application to ensure its equivalence to the brand-name drug before it can be produced.'* Generic drugs
comprise the largest portion of the pharmaceutical market, approximately 90 percent of all drugs dispensed to
consumers.’

4. Biologic Drugs
Biologic drugs are distinct from traditional brand-name and generic drugs because they are made of living cells,
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such as monoclonal antibodies, antitoxins, and certain vaccines. 1® Biologics are sometimes referred to as “large-
molecule drugs.” Manufacturers of biologic drug products are also required to receive approval from the FDA to
sell their products through a separate application process.'’ Biologics approved by the FDA are granted 12 years
of exclusivity, which is substantially longer than the five years typically granted to traditional small-molecule
brand-name drugs.'® A biosimilar drug product may be produced following the expiration of the biologic’s
patent and exclusivity period. *°

5. Biosimilar Drugs
Because of biologic drugs’ complexity, they are much more difficult to replicate than the chemically produced
generics for other drugs. As a result, truly identical “generic” versions are virtually impossible to produce
currently. However, once patents expire for the existing brand-name biologic drugs, “biosimilar” medicines can
be produced, which is an occurrence that raises regulatory issues in the states. In recent years a cumulative total
of at least 49 states have considered legislation establishing state standards for substitution of a “biosimilar”
prescription product to replace an original biologic product.?®

Comparable to the relationship between brand-names and generics, biosimilars are required to be extremely
similar to approved biologics by having no clinically meaningful differences — the same strength, dosage form,
and route administration (such as injection).?! Biologics and biosimilars can be categorized as specialty drugs
when their storage requirements and complexity of administering the product to a consumer are such that they
cannot be filled routinely in traditional pharmacy settings. According to the FDA, biologic and biosimilar drug
products are the fastest growing class of therapeutic products in the U.S.22 Some biosimilar drugs meet
additional requirements set out by the FDA and may be substituted for the reference product at the pharmacy;
these drugs are known as interchangeable biosimilars.

C. PHARMACY BENEFIT MANAGERS (PBMs)

PBMs negotiate and contract with all the various types of pharmacies, including independent pharmacies and
pharmacy chains of all sizes, on reimbursement and pharmacy network related terms.?> PBMs design, negotiate,
implement, and manage formulary designs for prescription drugs, including negotiating rebates and drug
coverage terms with pharmaceutical manufacturers.?* PBMs are responsible for the design and implementation
of preferred and non-preferred pharmacy networks, metric-based payment arrangements, and formulary design
elements (drug coverage, out-of-pocket responsibilities for patients and utilization management protocols).?
PBMs engage in the negotiation and financial transactions between pharmaceutical manufacturers, health plans,
and pharmacies.?®

D. PHARMACIES

1. CHAIN
A pharmacy chain refers to a third-party entity that engages in a retail business and that owns or operates
multiple retail outlets at which an individual consumer may have a prescription drug order filled. The pharmacy

retail outlet may also provide services that include providing immunizations, performing health screenings,
testing at point-of-care, and providing medication counseling.?’

2. INDEPENDENT
Independent pharmacies refer to pharmacies that are privately and independently owned and operated by one
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or more pharmacists, and whose primary function is to provide direct pharmaceutical care to patients. These
services include dispensing drugs, providing immunizations, performing health screenings, testing at point-of-
care, and providing medication counseling in the community setting.?®

E. PHARMACISTS

The basic duty of a community pharmacist is to assess the safety and efficacy of prescriptions from physicians
and other authorized prescribers before dispensing the medication to the patients to ensure that the patients
do not receive the wrong drugs or take an incorrect dose of medicine. Pharmacists also provide counseling on
the use of prescriptions. In addition to the medication expertise pharmacists contribute during the dispensing
process, pharmacists also provide numerous patient care services to their patients to optimize the safe and
effective use of medications, increase access to acute and preventative care, and work collaboratively with other
members of the healthcare team to assist patients in reaching their therapeutic goals.

F. PHARMACY SERVICES ADMINISTRATIVE ORGANIZATIONS (PSAOs)

Pharmacy Services Administrative Organizations (PSAOs) are organizations that provide administrative services
to independent pharmacies to support the evaluation and execution of a contract with PBMs or wholesalers.?
In the majority of cases, an independent pharmacy’s contract is with the PSAO, rather than with the PBM
directly. The PSAQ’s overall administrative function is to assist with contract evaluation and execution, customer
service, central payment and reconciliation, and patient data evaluation.>® In many instances a PSAO is owned
by a wholesaler.3!

G. WHOLESALERS/DISTRIBUTORS

Wholesalers purchase drugs from manufacturers, store those drugs, and then sell and distribute them to
pharmacies, hospitals, provider offices and mail-order pharmacies. About 92 percent of prescription drugs in the
United States are distributed through wholesalers, with three companies accounting for more than 90 percent
of wholesale drug distribution in the United States. Wholesalers own the largest PSAOs used by independent
pharmacies.
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H. INTERRELATION OF PARTIES IN THE CHAIN AND TRANSACTION COSTS
The diagram below provides a simplified illustration of the pharmaceutical distribution chain and the major

entities involved that will be discussed in more detail in this section.3?
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Payment Administrative Services Drugs wersserers: Discussed in Paper

The following section outlines the basic transactions that occur between the participants in the prescription
drug supply chain system. For clarity, the transactions are organized into two categories: the physical
distribution of a drug and the interactions on the pharmacy benefit side.

1. Physical Drug Distribution Chain

This subsection explains interactions between participants in the physical distribution of prescription drugs.

Pharmaceutical manufacturer and wholesaler

The pharmaceutical manufacturer provides prescription drugs to the wholesaler based on negotiated prices.>
The average negotiated price is based on the wholesale acquisition cost (WAC) price set by the manufacturer.3

Wholesaler and pharmacy

The wholesaler sells their drugs to a pharmacy in an amount based on the WAC.*® There are additional savings
that can be achieved via volume rebates, functional rebates, bundle rebates, prompt pay discounts, free goods,
marketing funds, and trade show discounts/rebates. The average wholesale price (AWP) is an estimate of the
price wholesalers charge for drugs.3® The National Average Drug Acquisition Cost (NADAC) is a federal Centers
for Medicare and Medicaid Services (CMS)-calculated value that also attempts to capture the average price

wholesalers charge to pharmacies.?’
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Pharmacy and consumer

The pharmacy provides drugs directly to the consumer and collects certain cost sharing that may include co-pays
or co-insurance.

2. Pharmacy Benefit Management Chain
This subsection explains interactions between participants in the administration of the pharmacy benefit plan.

Pharmaceutical manufacturer and PBM

The PBM negotiates rebates with the pharmaceutical manufacturers, and rebates are typically based on volume.
PBMs can offer manufacturers higher volume, and thus command higher rebates, by putting a manufacture’s
drug on the PBM’s formulary and/or in a formulary’s less expensive cost sharing tier.3® Rebates create a market
dynamic that may force up the “list” price of drugs by increasing the potential to generate “spread” profit.3

Pharmaceutical Manufacturer and consumer

Pharmaceutical manufacturers can offer coupons or occasionally free samples of medications to consumers. The
coupons can reduce a consumer’s cost sharing below what they would have paid had they used their pharmacy
benefit plan.*

PBM and PSAO

The PSAO assists the pharmacy in negotiating with the PBMs for reimbursement rates.** Most reimbursement
rates are set based on a percentage of AWP and are applicable to all drugs based on brand or specialty status
and are not negotiated on an individual drug basis.*

Pharmacy and PBM

The pharmacy negotiates with the PBM to determine a reimbursement rate for the drugs they dispense.®
Pharmacies typically negotiate as a chain in the case of chain pharmacies or through a PSAO. Like the PBM/PSAO
relationship, negotiations are based on AWP less a percentage and apply to all drugs.** In addition, PBMs negotiate
a dispensing fee with the pharmacies. Actual Acquisition Cost (AAC) is the final price a pharmacy pays after all
discounts have been subtracted.*

PBMs and Payors

A PBM may perform a number of services on behalf of its payor clients: negotiate rebates with the
manufacturer, negotiate with pharmacies, and may develop the formulary on behalf of the payor, the plan
sponsor or the insurer, or sell the payor a pre-determined formulary. PBMs also offer payors medical
management/utilization review and disease management services.*®

PBMs are paid by the payor through an administrative fee or through a spread-pricing calculation, as specified in
the contract. For payment on an administrative fee basis, the payor will pay the PBM an administrative fee,
which can be in the form of a retainer, a per claim fee, or other similar arrangement. With spread pricing, also
known as a risk mitigation pricing model, the payor will either not pay or pay a reduced administration fee and
the PBM will retain certain risk related to the difference between the price paid by the customer and the price
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paid to the pharmacy. This arrangement provides the payor with the assurance of a set price.*’ Payors have the
ability to choose either option in its contract with the PBM. Payors report the amount paid to PBMs for their
services (including retained rebates and concessions) as administrative cost on their annual Medical Loss Ratio
filings. The amount of rebates the payors receive is deducted from their claims paid.*®

With this complex pharmaceutical drug ecosystem as a backdrop, state legislatures around the country have
enacted various state laws to promote greater transparency of the actions taking place and put in place specific
requirements around the activities of those in the ecosystem. State laws and enforcement mechanisms have at
times encountered federal pre-emption issues. Those issues are further detailed in the sections that follow.

lll. ENFORCEMENT AND FEDERAL PREEMPTION ISSUES

In general, states have wide leeway to regulate PBMs serving health benefit plans in the individual market, small
group market, fully insured large group market, and Medicaid. Under recent U.S. Supreme Court precedent,
states also have significant authority to regulate costs for PBMs serving self-insured federal Employee
Retirement Income Security Act of 1974 (ERISA) plans, though the legal boundaries of this preemption continue
to be tested. It remains unclear how much authority states may exercise over PBM pharmacy networks and
other elements of PBM administration. State authority to regulate PBMs serving Medicare Part D plans is limited
to areas where the federal government has not established related standards.

This section will discuss the scope of federal preemption of state laws regulating PBMs under ERISA, Medicare
Part D, and Medicaid, including the implications of recent and ongoing litigation.

A. ERISA: (SELF-INSURED AND FULLY INSURED)

ERISA governs all health benefit plans established by private-sector employers and certain employee
organizations, such as unions.*® ERISA’s preemption clause, section 514, preempts all state laws to the extent
that they “relate to” employer-sponsored health plans.>® However, states are still permitted to maintain
regulation of “the business of insurance” including for ERISA plans.®® This generally allows the states to regulate
insurance carriers operating traditional insurance business, including regulation of plan design, solvency, and
capital requirements for insurance companies.

However, ERISA explicitly prohibits states from regulating self-insured health plans where an employer bears the
primary risk of claims and an insurer acts solely in an administrative capacity without bearing any risk.>? Under
current federal court precedent, this effectively divides the large-group market into “fully insured” plans that are
generally subject to state insurance law, and “self-insured” plans that are generally exempt from state insurance
regulation.

Over the last 30 years, the U.S. Supreme Court has issued a series of opinions that narrow the scope of ERISA’s
preemption language. The most recent case, Rutledge v. Pharmaceutical Care Management Association
(PCMA),>? decided in 2020, held that an Arkansas law (Act 900) requiring PBMs to reimburse pharmacies at a
price equal to or greater than a pharmacy’s wholesale cost was not preempted by ERISA. This suggests that
states can regulate the conduct of PBMs that serve both fully insured and self-insured employer plans, to at
least the same extent as the Arkansas law.
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In Rutledge, the U.S. Supreme Court affirmed a legal standard stated in a prior decision, Gobeille v. Liberty
Mutual Insurance Company.> To determine whether a state law has an impermissible connection with an ERISA
plan, the Court asks whether the law “governs a central matter of plan administration or interferes with
nationally uniform plan administration.” In particular, a state law that “merely affects costs” will not be
preempted, even where a cost regulation creates a significant economic incentive for a plan administrator, so
long as it does not “force” a plan to adopt a certain “scheme of substantive coverage.”**

Taken together, this suggests that a state law comparable to Arkansas’s Act 900 will not be preempted by ERISA,
even if it applies to self-insured plans. The features of Act 900 upheld by Rutledge are as follows:

(1) Requires PBMs to reimburse a pharmacy at a price equal to or greater than what the pharmacy paid to
buy the drug from a wholesaler;

(2) Requires PBMs to increase their reimbursement rate to cover a pharmacy’s acquisition cost if that
pharmacy is unable to acquire the drug at a lower price from a typical pharmaceutical wholesaler;

(3) Requires PBMs to timely update their Maximum Allowable Cost (MAC) lists when drug wholesale prices
increase;

(4) Requires PBMs to provide an administrative appeals procedure for pharmacies to challenge MAC
reimbursement that is below a pharmacy’s acquisition cost;

IM

(5) Requires PBMs to permit a pharmacy to “reverse and rebill” any reimbursement claim affected by the
pharmacy’s inability to acquire the drug at a price equal to or less than a PBM’s MAC reimbursement
price;

(6) Permits a pharmacy to decline to sell a drug to covered beneficiary if the relevant PBM will reimburse
the pharmacy for less than the pharmacy’s acquisition cost.

The PCMA argued that the enforcement mechanisms of the Arkansas law impermissibly interfere with ERISA
plan management. The U.S. Supreme Court rejected this argument, noting that if taken to the extreme, the
PCMA'’s proposed interpretation would preempt all state law mechanisms for resolving insurance payment
disputes. However, beyond allowing Arkansas Act 900 to go into effect, the Court provided little guidance
regarding what is or is not a matter “central to plan administration.”

In a subsequent federal district court decision, PCMA v. Mulready’®, the court relied on Rutledge to conclude
that Oklahoma’s PBM law was not preempted by ERISA (the court’s additional reasoning related to Medicare
preemption is discussed below). The statute atissue in Mulready regulates both the network status of particular
pharmacies as well as the conditions under which a PBM may reimburse for prescriptions, which the PCMA
argued goes significantly beyond “mere cost regulation.” However, the PCMA has appealed the Mulready
decision, and it remains unclear whether the appeals court or other courts will follow its reasoning. On Aug. 15,
2023, the U.S. Court of Appeals for the 10th Circuit, issued a ruling reversing the federal district court’s decision.
The court held that ERISA and Medicare Part D preempt the four challenged provisions. It is anticipated that
Oklahoma will appeal the ruling. Oklahoma has filed an en banc petition for rehearing with the 10th Circuit
Court.

Another important aspect of the law at issue in Rutledge is that it is not applied exclusively to or even expressly
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to ERISA plans. Rather, it applies to PBMs whether or not they manage ERISA plans. Under prior U.S. Supreme
Court precedent, a law may be preempted by ERISA if it “acts immediately and exclusively upon ERISA plans or
where the existence of ERISA plans is essential to the law’s operation.”>’

Under the precedent of Rutledge, it seems clear that states have some leeway to regulate PBMs without
concern for ERISA preemption. A law that distinguishes between ERISA and non-ERISA plans would be more
likely to be preempted, particularly if it places a higher burden on ERISA plans than for other markets. A law that
mandates particular pharmaceutical coverage, such as requiring reimbursement for a specific drug or diagnosis,
would likewise be preempted as regulating plan design. In contrast, a law that applies to PBMs regardless of
market segment that merely regulates cost, similar to the Arkansas statute, would likely be upheld. Lesser
regulations, such as transparency programs, are also unlikely to be preempted under ERISA.

B. MEDICARE PARTD

Medicare Part D is an optional, federally supported prescription drug benefit available to Americans over the
age of 65. The program’s authorizing legislation incorporates the federal preemption language from the
Medicare Part C, or “Medicare Advantage (MA)” program, which provides: “the standards established under this
part shall supersede any state law or regulation (other than state licensing laws or state laws relating to plan
solvency) with respect to MA plans which are offered by MA organizations under this part.”>®

In general, courts have found that state laws are preempted under Medicare Part D where Congress or the CMS
have established “standards” for the area regulated by said state laws. This means that the authority of states to
regulate MA or Medicare Part D plans is significantly limited, though states explicitly retain the authority to
regulate plan solvency. The Medicare Managed Care Manual indicates that state law should only be preempted
where it would be impossible for a carrier to comply with both state and federal standards — a state standard
that is stricter than the Medicare standard should not be preempted. However, courts have held that standards
set by the CMS do not necessarily need to conflict with the provisions of state law for preemption to hold.

In Mulready v. PCMA, the federal district court ruled that many provisions of Oklahoma’s PBM statute were
preempted with respect to Medicare Part D plans (the preceding section discussed the same court’s reasoning
with respect to ERISA plans).>®

In its review of the statute at issue, the Mulready court found that several provisions of Oklahoma’s law were
preempted by Medicare Part D. This included multiple elements of the law related to pharmacy reimbursement,
including a ban on PBM service fees, a ban on PBMs reimbursing affiliated pharmacies at higher rates, and a ban
on PBMs reducing pharmacy reimbursement after completion of a sale. Part D prohibits interference with
negotiation between insurers and pharmacies, and Part D defines “negotiated price” by reference to the
negotiations.®® Accordingly, the federal district court agreed with the PCMA that these aspects of the state law
were barred with respect to PBMs serving Medicare Part D plans as an impermissible interference in the price
negotiations between PBMs, as the agents of Medicare Part D carriers, and pharmacies.®?

The federal district court also ruled that Oklahoma’s retail-only pharmacy access standard was preempted
because the CMS has established standards regulating convenient access to network pharmacies.

However, the federal district court held that the remaining provisions of the Oklahoma law challenged by the
PCMA were not preempted by Medicare Part D.?2 This includes the law’s requirements for preferred pharmacy

networks, including the law’s any willing provider provision, affiliated pharmacy prohibition, and network
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provider restriction. The federal district court reasoned that while the CMS has promulgated a standard with
respect to standard networks, there is no federal standard in place for preferred networks. Since all the relevant

provisions of Oklahoma law apply only to preferred network status, the federal district court ruled there was no
applicable standard in place that would preempt Oklahoma’s law.

Finally, the federal district court rejected the PCMA’s challenge to Oklahoma’s contract approval provisions.®?
Under the Oklahoma statute, insurers who utilize the services of PBMs are required to approve all contracts
between the PBM and the PBMs retail pharmacy network. In this instance, the PCMA again pointed to Medicare
Part D’s ban on interference in contract negotiations. However, the federal district court reasoned that
Medicare Part D’s bar applies only to negotiations between plan sponsors and PBMs, while Oklahoma’s law
regulates negotiations between PBMs and pharmacies. Accordingly, the federal district court concluded that the
contract approval provisions of Oklahoma’s law are not preempted by Medicare Part D.

The PCMA has appealed the federal district court’s decision. On Aug. 15, 2023, the 10th Circuit issued a ruling
reversing the district court’s decision. The court held that ERISA and Medicare Part D preempt the four
challenged provisions. It is anticipated that Oklahoma will appeal the ruling. Oklahoma has filed an en banc
petition for rehearing with the 10th Circuit Court.

C. MEDICAID

Medicaid is a program that provides health benefits to certain low-income Americans and is jointly funded by
the federal government and state governments.®* It is structured very differently from either Medicare Part D or
ERISA. Both Medicare and ERISA were set up with the intent of establishing uniformity of implementation
nationwide — making preemption of state laws that conflict with the federal plan an important element of the
program’s structure. Medicaid, however, is structured as a federal-state partnership and its implementation
varies significantly from state to state. This means that the states have broad leeway to regulate PBMs serving
Medicaid carriers, if those regulations do not come into conflict with the state’s Medicaid structure.

Each state implements Medicaid pursuant to a Medicaid plan submitted by the state and approved by the
CMS.5%> Any changes a state makes to Medicaid implementation must also be approved by the CMS via a plan
amendment process.®® In some cases, states may also receive a waiver from certain terms of the Medicaid
provisions in the Medicare and Medicaid Act (herein referred to as the Medicaid Act) under Section 1115 of the
Social Security Act. So long as the PBM regulation is consistent with the terms of the state’s current Medicaid
plan, it should be safe from federal preemption.

However, state laws that conflict with the terms of the Medicaid Act can still be theoretically preempted under
the Supremacy Clause of the U.S. Constitution. Unlike Medicare Part D and ERISA, the Medicaid Act does not
include any preemption language that goes beyond common law interpretation of the Supremacy Clause. Under
common law, a state law will generally be preempted only if it is impossible for a regulated entity to comply with
both the state and the federal statute. However, jurisprudence specifically related to Medicaid preemption is
extremely limited, making definitive analysis difficult.

In many states, the state Medicaid agency contracts with one or more managed care organizations (MCOs) to
administer all or a part of the state’s Medicaid program, including the management of the pharmacy program
through the MCQ’s contracted PBM. Some states also contract with PBMs directly to administer the pharmacy

benefit, either in conjunction with or separate from an MCO. In other cases, the state Medicaid agency manages the
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Medicaid pharmacy program on its own.

To address rising costs, Congress passed legislation enacting the Medicaid Drug Rebate Program in 1990. Under
this program, pharmaceutical manufacturers sign a master rebate agreement with the CMS, which administers
the Medicaid program at the federal level. These rebates result in prescription drug cost savings that are paid for
under the Medicaid program and are shared by both the state Medicaid agency and the CMS. State Medicaid
programs are required to provide a pathway to coverage for any drug whose manufacturer has signed a rebate
agreement with the CMS. Therefore, state Medicaid programs lack the flexibility that private insurers must
implement strict formularies to control prescription drug spending. Instead, state Medicaid programs are
allowed to negotiate additional “supplemental rebates” with pharmaceutical manufacturers individually, and to
develop preferred drug lists in consultation with state Drug Utilization Review (DUR) Boards and Pharmacy and
Therapeutics (P&T) Committees.

In summary, Medicaid preemption should not be a significant concern for states looking to regulate PBMs that
serve Medicaid MCOs or other Medicaid carriers. However, states should ensure that any changes to PBM
regulation in the Medicaid space are consistent with the state’s Medicaid plan or seek an appropriate plan
amendment if they are not.

IV. FUNCTIONAL ISSUES

As the national conversation has evolved, most of the direct regulation has involved the practices of PBMs. As
such, the most robust bodies of law and descriptions of practices have focused on PBM activities. Several
functional issues within this ecosystem have been identified by state regulators as central to the ultimate pricing
consumers pay or as having other significant marketplace impacts. Those functional issues are discussed in the
sections that follow.

A. FORMULARY DESIGN

PBMs implement formularies or lists of covered drugs®’. PBMs’ customers — payors, such as insurers or self-
funded employer plans, may request open formularies, develop their own formularies, or purchase formularies
from PBMs. Even closed formularies typically require coverage for at least one drug per therapeutic class.

For PBM developed formularies, PBMs employ panels of experts called Pharmacy and Therapeutics (P&T)
Committees. These committees, made up of independent physicians, pharmacists, and other health care
providers, evaluate clinical and medical literature to select the most appropriate medications for individual
disease states and conditions.®® The federal Affordable Care Act (ACA) introduced federal regulations on P&T
Committees serving qualified health plans (QHPs).

P&T Committees typically reviews drugs to identify those that are required (preferred), unacceptable and
acceptable based on medical standards. The category of those that are determined acceptable is where there is
leeway on the PBM'’s part to determine formulary inclusion.®

PBMs review acceptable drugs that have been determined “clinically equivalent” and negotiate for the highest
rebate and include these drugs in the formulary. PBMs negotiate drug costs with pharmaceutical manufacturers
across the board for all customers using their volume of scale and then work with individual customers to create
formularies.

© 2023 National Association of Insurance Commissioners 16



Attachment One-B
Regulatory Framework (B) Task Force
12/1/23

Formularies provide lists of pharmaceutical drugs covered by payors and can be differentiated between
preferred or discouraged products by dividing into three to five “tiers,” each with a separate level of cost
sharing.”? By placing a drug in a preferred tier, PBMs can drive volume to that drug’s manufacturer. This is an
effective way for PBMs to generate rebates for either multi-source brands or competing brands in a therapeutic
class.

Since formularies are essentially coverage decisions, a PBM’s step-therapy protocol may be viewed as part of its
formulary. Step-therapy, a utilization management tool, requires a patient to try a particular drug before
another drug is covered. PBMs may shift drugs between tiers or add or remove them from the formulary
entirely during a plan year, another utilization management practice which is known as “non-medical
switching.””

B. REBATES

The negotiation between a pharmaceutical manufacturer and PBM may result in a rebate. The rebate flows back
to the PBM from the manufacturer usually based on the volume of prescriptions generated by the placement of
the manufacturer’s drug on the PBM’s formulary. The PBM may pass the rebate on to the plan sponsor
according to their shared contract, which may allow the PBM to keep a percentage of the rebate; however, it is
possible the PBM keeps the entire rebate with no direct benefit to the plan sponsor or the consumer.”?

Rebates are mostly used on brand-name and specialty drugs where similar competing drugs from other
manufacturers exist. From a manufacturer’s perspective, the rebate is a tool to incentivize PBMs to place the
manufacturer’s drugs on formularies within preferred tiers.”> PBMs negotiate based on their volume of scale to
obtain highest rebate for selected drugs.”* From the PBM’s perspective, a large rebate results in a smaller
amount spent by their customers and more income for the PBM from proportional pass-through contracts.”

Rebates are negotiated separately with each plan sponsor and can take different forms in how they are passed
along:’®

e 100 percent pass-through — The PBM passes 100 percent of the rebate back to the plan sponsor. Most
customers prefer this method.

e Proportional pass-through — The PBM keeps a percentage of the rebate and passes the remainder back
to the plan sponsor.

e At Risk—The PBM keeps 100 percent of the rebate but guarantees a certain level of rebate to the
customer. In this instance the PBM is “at risk” for the difference between the guarantee and actual
rebates received. In exchange, this option provides cost predictability to the customer.

The existence of rebates alone is not a problem. However, the PBM’s ability to retain a percentage of the rebate
creates a concern as they are also commonly in charge of formulary design. These two factors give PBMs a
financial incentive to prioritize drugs in the formulary based on the highest rebate instead of the lowest total
cost to the plan sponsor or consumer.”” This could result in plan sponsors and consumers paying a higher cost
for prescription drugs than is necessary, resulting in higher prescription drug coverage costs.

