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Learning Objectives

Discuss the ongoing impact of the Supreme
Court's Rutledge vs. PCMA decision on the
legislative landscape.

Discuss ongoing lawsuits and court decisions
related to state PBM reforms.

Explain American Pharmacies' involvement in
amicus briefs & alliances in defending state
reforms in court.

Describe the Federal Trade Commission's
investigation of PBM activities and potential
outcomes.




Interpretation and
Enforcement of
State PBM Reform Laws

Congratulations, You’ve Passed
PBM Reform...

e Court Interpretation (ERISA Preemption?)
e Rulemaking

e Complaints

e Enforcement



e Court Interpretation
e Rulemaking

e Complaints

e Enforcement

Example: Anti-Steering Laws

e Passed in several states including Texas,
Minnesota, Oklahoma and Tennessee

* Prohibit a PBM from steering patients to
their own mail order pharmacy

e Protects patient choice



Court Interpretation: ERISA Preemption

e ERISA plans are the health plans operated by large
companies and make up the vast majority of patients.

e PCMA v Rutledge: US Supreme Court held that states
can enforce laws regulating PBMs even when the
PBMs are processing claims of ERISA plans.

e PCMA v Wehbi: 8t Circuit Court of Appeals held North
Dakota PBM reforms were not preempted by ERISA.

e PCMA v. Mulready: District court held Oklahoma anti-
steering laws are not preempted by ERISA.

* PCMA did not appeal Oklahoma'’s steering to affiliated
pharmacy law; that part of the law stands.

Court Interpretation: PCMA v Mulready Appeal

e PCMA appealed to the 10t Circuit Court
of Appeals the following parts of the
Oklahoma law:

e Permitting pharmacies to join
preferred networks

* Setting network access
requirements

e Prohibiting steering through
discounted cost-sharing

* Prohibiting termination of a
pharmacy from a network solely
because the pharmacy is on
probation with the state pharmacy
board.

e American Pharmacies filed amicus
joined by NCPA, APhA, NACDS and OPhA




McKee Foods Corp. v Thrifty Med Plus Pharmacy

e 2021: Tennessee passed legislation
prohibiting health plans from
interfering with a patient’s choice of
pharmacy.

* November 15, 2021: McKee Foods
sued Thrifty Med Plus Pharmacy to
keep Thrifty Med out of its health plan
network and to obtain a ruling that the
Tennessee law was preempted by
ERISA.

* February 3, 2023: Thirty Med Plus wins
dismissal of the suit against it.

McKee Foods Corp. v Thrifty Med Plus Pharmacy

* McKee Foods continues to raise legal costs by dragging
Thrifty Med Plus through a pointless appeal.

* Please contribute to Thrifty Med Plus Pharmacy’s (Greg
and Julie Bohannon) Legal Defense Fund.

e Go to the Tenn. Pharmacists Ass’'n Website Pharmacy
Practice Preservation Fund (PPPF) page




e Court Interpretation
e Rulemaking

e Complaints

e Enforcement

Rulemaking

* State and Federal regulators use rulemaking to clarify
and add detail to the laws passed.

e The public is invited to comment on draft agency rules.

e Often regulators delay enforcement until the
rulemaking has been completed.

e American Pharmacies consistently provides comments,
where appropriate, to agency rules.
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Rulemaking

¢ The National Association of Insurance Commissioners
(NAIC) draft white paper on state PBM regulation

e Court Interpretation
e Rulemaking

e Complaints

e Enforcement




Complaints

e PBM law enforcement is
a complaint driven
process.

* Patients or pharmacies
must submit a complaint
so that state regulators
can investigate and stop
the harmful practices.

Complaints: Texas

* American Pharmacies
provided instructions
on submitting Texas
complaints

* Dozens of complaints
have been submitted
to TDI and have
provided useful
information




Complaints: Texas

Complaints: Tennessee

Tennessee Pharmacists Ass’n Exec. Director Anthony Pudlo working
closely with TDCI to obtain information on status of complaints.

Myers & Stauffer is currently working through all previously pending
External Appeals submitted to the state. These are those claims for
medication reimbursement in which a pharmacy submitted their rate
review directly to the PBM and the PBM denied the request for at cost
reimbursement.

TDCI hired an Investigator Darth Davenport to serve as the primary triage
for all complaints filed with the division. He started work this week.

TDCI confirms cases of some PBMs reversing their stance and complying
with complaints related to the enhanced dispensing fees.

TDCI only needs one complaint per PBM for issues of inadequate
dispensing fee.

TDCI has open cases under investigation for patient steerage. TDCl is
actively collecting information from patients to have all proper
information to showcase the PBM preventing a patient’s right to choose
their pharmacy. This has added a bit of time to addressing these steerage
complaints.




e Court Interpretation
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Enforcement: Minnesota

April 26, 2022: Minnesota Dept. of Commerce Begins Enforcement Action Against CVS Caremark




Enforcement: Minnesota

April 28, 2023: Caremark agrees to settle complaint in a Consent Decree

Enforcement: Oklahoma

e January 19, 2023: Oklahoma Insurance Commissioner Mulready
Announces Consent Decree with CVS Caremark

e March 31, 2023: Oklahoma Insurance Commissioner Mulready
Announces CVS Caremark is violating the Consent Decree




Enforcement: Oklahoma
Insurance Commissioner Glen Mulready
Federal Trade Commsson‘




Federal Trade Commission

* Section 6(b) Study of Six Largest PBMSs’ practices:
* Fees and clawbacks of unaffiliated pharmacies
* Unfair audit practices
Pharmacy reimbursement
Prior authorizations and administrative restrictions
Specialty drug lists and policies
* Connection between manufacturer rebates and
formulary design and drug costs
* PBMs had 90 days to respond to the FTC;
however, PBMs have been slow to turn over
documents
e March 30, 2023: American Pharmacies

interviewed by FTC investigators for study

CMS’s New
“Negotiated Price” Rule
Goes Into Effect
January 1,2024




CMS’s New “Negotiated Price” Rule

¢ What the New Rule Does:

Requires Part D plans to report to the pharmacy the lowest
possible reimbursement to the pharmacy

Requires the Part D plan to provide the patient a copayment
based on the lowest possible reimbursement to the pharmacy
(including when the patient is in the “donut-hole”)

This will provide the pharmacy with some transparency; the
pharmacy will know what the worst-possible reimbursement
will be

Pharmacy cash flow will be reduced since the patient
copayment will be based on the lowest possible
reimbursement

CMS’s New “Negotiated Price” Rule

¢ What the New Rule Does Not Do:

CMS:

It does not prohibit post point of sale DIR fee arrangements

It does not eliminate the incentives for Part D plans to continue
to charge fees to pharmacies based on “performance” metrics.

New June 2,2023 CMS Guidance answered a question about a
Part D plan that would require pharmacies to contribute to a
bonus pool based on the volume of claims the pharmacy has.
CMS said that the contributions to the bonus pool had to be
factored into the lowest possible reimbursement calculation.



Other PBM Litigation ‘
MAC Price Litigation Against OptumRx

Mark Cuker’s and Jacobs Law Group’s MAC lawsuits

against OptumRx representing dozens of pharmacies

across multiple states

March 15, 2023: Wins Ruling in California Court of

Appeals that claims against OptumRx do not have to be

arbitrated because Optum arbitration clause:

e Requires pharmacies to arbitrate their claims but
allows OptumRx to immediately collect any monies it
claims;

e Costs of arbitration are prohibitive, especially when
amount in dispute is small; and

e Very limited amount of discovery prevents full airing
of claims.

But...April 14, 2023: On exact same set of facts, Illinois
Court of Appeals ruled the opposite; that the claims had
to be arbitrated. Cuker is appealing to the lllinois Sup. Ct.
American Pharmacies is working on an amicus brief with
the lllinois Pharmacy Association and the California
Pharmacy Association to file




AIDS Healthcare Foundation v Caremark

AIDS Healthcare Foundation v Express Scripts




Ohio Antitrust Suit Against ESI and Humana

March 27, 2023: Ohio AG Dave Yost sues
Express Scripts and Humana

ESI and Human formed a group purchasing
organization called Ascent. They use
Ascent to collude on pricing and rebate
negotiations with manufacturers.

“Pharmacies, too — especially independent
pharmacies — have been ‘strangled’ by

nefarious PBM tactics.”

Yost said: “PBMs are modern gangsters”
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