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For some 15 years, it was like
seeking the Holy Grail — in other
words, the quest to see PBMs finally
be held accountable for business
practices that have often crippled
community pharmacies and in turn
the patients they serve daily.

The reckoning arrived Dec. 10, when
the U.S. Supreme Court issued

its landmark ruling in Rutledge v.
Pharmaceutical Care Management
Association, determining whether
community pharmacies are protect-
ed from abusive payment practices.

The unanimous (8 to 0) decision
ruled in favor of the interests of
patients and community pharma-
cies, who have been fighting for
years to regulate pharmacy benefit
managers, the middlemen that
manage prescription drug benefits
for health insurers, Medicare Part
D drug plans, and large employers.
The decision came 11 months to the
day after the Court decided to hear
the case.

“This is a historic victory for in-
dependent pharmacies and their
patients. And it confirms the rights
of states to enact reasonable regu-
lations in the name of fair competi-
tion and public health,” NCPA CEO
Douglas Hoey said.

Arkansas Attorney General Leslie
Rutledge said, “This was not just

a win for local pharmacists and
pharmacists across the country,
but this was a win for all Ameri-
cans. This win will pave the way for
greater access not only to afford-
able prescription drugs, but also
affordable health care as a whole.
What we were seeing was an unfair
playing field, in particular to local
community pharmacies, who were
not being reimbursed at fair rates.
This was an incredible step in the
right direction.”
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“T'bis was not just
a win for local
pbarmacists and
pharmacists across
the country, but
this was a win for

all Americans. This

“We are elated — we are very, very
happy with the decision,” said
Arkansas Pharmacists Association
CEO John Vinson. “When we row
the boat in the same direction, and
we have a common mission, and

a common vision, when we stand
up for what'’s right, we can be
victorious, and | think this case is a
testament to that.”

WHAT WAS AT STAKE?

At issue was the extent to which the
federal Employee Retirement Income
Security Act of 1974 (ERISA), which
regulates private employee benefit
plans, preempts the states from
regulating the amount that PBMs
pay pharmacies to dispense prescrip-
tion drugs that are covered by an
employer-sponsored health plan.

In 2015, Arkansas passed a law

(Act 900) prohibiting PBMs from
reimbursing local pharmacies at a
lower rate than what the pharmacies
pay to fill prescriptions. Before the
bill was enacted, PBMs were found
to reimburse pharmacies at less
than a pharmacy’s cost to acquire a
drug. This and other pressures have
contributed to more than 16 percent

win will pave the way for greater access not
only to affordable prescription drugs, but

also affordable bealth care as a whole.”

of rural independent pharmacies
across the country closing their
doors in recent years. In Arkansas,
nearly 13 percent of the independent
pharmacies closed between 2006
and 2014 alone. The PBM lobby,
PCMA, challenged the law in court,
which is when the pharmacy groups
joined efforts to ensure the 2015 law
stands. NCPA, APA, the American
Pharmacists Associtaion, the
National Alliance of State Pharmacy
Associations, and all state pharmacy
associations jointly commissioned
an amicus brief to support Rutledge’s
appeal to allow the implementation
of the 2015 legislation.

Hoey praised the efforts of Rutledge
and her staff, which included
Solicitor General Nicholas Bronni,
who argued the case before the
Court, and Shawn Johnson, who

as assistant attorney general was
an integral part of the process from
the beginning until oral arguments
before the Supreme Court.

“When the Eighth Circuit ruling
came out and it wasn't what we
were hoping for, it could have all
ended right there,” Hoey said. “But
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THE COURT'S ORDER

it's a real tribute to her and her team
who said, ‘No, they got it wrong, and
we're not going to accept a wrong.’
So we thank you for your tenacity in
seeing this case through all the way
through to the Supreme Court.”

Vinson also thanked Rutledge,
saying, “We appreciate everything
she and her team have done over
the last five years. We couldn’t have
asked for anything more.”

THE ROAD TO THE COURT

To prevail in the highest court in the
land, having keen legal minds is es-
sential. Robert T. Smith and Howard
R. Rubin are partners at Katten Law,
Washington D.C., specializing in
appellate and health care litigation.
They have been through the legal
battles, with the bumps and bruises
to show for it, but an 8-0 decision
made it worthwhile.

Rubin explained that ERISA regu-
lates the administration of private

“This is a bistoric victory for independent
pbarmacies and their patients. And it
confirms the rights of states to enact
reasonable regulations in the name of fair

competition and public bealth.”

employer and union-sponsored
employee benefit plans, including
prescription drug plans. “That was
in essence what the whole dispute
was about in Rutledge v. PCMA,” he
said.

As soon as Act 900 passed, Rubin
said PCMA filed suit in federal court
arguing that ERISA preempted it.

“Act 900 basically ensures that at a
minimum, a pharmacist is going to
get paid its wholesale cost for the

“When we stand up for

whats right, we can be

victorious, and I think this

case is a testament to that.”
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drug,” Rubin said. “It doesn’t guar-
antee a profit or anything else, but
it shows how bad the PBM industry
has been in this space.”

PCMA STRATEGY

The United States court system is
divided into 13 federal circuits, 12 of
which have jurisdiction over differ-
ent parts of the country. Rubin said
that PCMA deliberately decided to
bring lawsuits against states with
PBM laws located within the Eighth
Circuit which covers states primar-
ily in the upper Midwest and as far
south as Arkansas. One case was in
lowa and a current case is in North
Dakota.

Rubin said a major development
occurred in 2019, when U.S.
Solicitor General Noel Francisco
lent his voice in support urging the
Supreme Court look at this case.

“While the losing party in a trial court
has a right to appeal to the interme-
diate court — the court of appeals in
the Eighth Circuit — you don’t have a
right to have your case heard in the
Supreme Court,” Rubin said. Each
year the Court receives about 10,000
case requests to be heard, and it
decides to take about 60-70.

“It’s like being struck by lightning
in the world of appellate litigation,”
he said. “But the government said
something was wrong with the
Eighth Circuit decision, so the gov-
ernment said this should be one of
those rare cases that you take.”

There are many cases on ERISA
preemption, Rubin said, but there
hadn’t been any applying ERISA pre-
emption to laws regulating PBMs.

All told, 45 states and the District
of Columbia lent their support to
Rutledge. “Red and blue stood
together, united, saying we support
the reversal of the Eighth Circuit
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decision,” Rubin said. “They said we
believe it is appropriate for Arkansas
and our states to be able to regulate
PBMs.”

NCPA and APA also coordinated
and encouraged other stakehold-
ers to weigh in as well — including
AARP, the American Medical Asso-
ciation, and many others — touching
every segment of the health care in-
dustry though an amici curie (friend
of the court) brief.

THE CASE

Oral arguments were originally
slated for April, but, being 2020,

the pandemic moved it to Oct. 6.
The 80-minute arguments were
done by phone, another pandemic
adjustment. The justices heard from
Arkansas’s Nicholas Bronni, and
then the PCMA counsel. Frederick
Liu also spoke during the arguments
on behalf of the Solicitor General.
Under the phone format, justices
were asking questions in series. One
would ask questions for three min-
utes, followed by the next justice,
and then the next one.

“During the 80 minutes, you don'’t
get to hear the tea leaves as effec-
tively as you do when you are there
in person, looking at the justices in
the eyes, and the justices are really
talking to each other back and forth
through the questions of the oral
advocates,” Rubin said. “But on
this telephonic conference, you still
got a sense of the justices really
pressing PCMA counsel to defend
his claims of ERISA preemption.
Many of the justices noted that the
main effect of Arkansas’ law was is
simply to regulate what PBMs pay
pharmacists for drugs.”

Rubin said, “that was a really big
deal, because there is case law,
and there is a long line of Supreme
Court cases on this topic of ERISA
preemption that made clear that

“It is a momentous

victory for
pharmacists,
pharmacies and
patients around the
country. It’s been
about perseverance

Jrom pbarmacists

around the country.”

state law that regulated the cost
of goods and services are things
that are allowed to be regulated by
states, and that is the very heart of
Act 900 in Arkansas.”

Rubin said one of his favorite mo-
ments in the arguments occurred
when the PCMA counsel was
attempting to claim that because

of the way PBMs had structured
reimbursements, Arkansas’ law had
affected plan administration, and
plan administration is something
that ERISA might very well preempt.

“Chief Justice [John] Roberts was
quick in a back and forth, pushing
back to say that PBMs were the
ones that had created ‘byzantine
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“To our pleasant

surprise the Court
reacted 8-0 that
ERISA does not
preempt Act 900.”

procedures that affect drug prices,”
Rubin said.

So the mood was one of cautious
optimism coming out of arguments.

“It was clear that the justices — of
very different jurisprudences — had
concerns about PBM practices
and seemed to believe that ERISA
doesn’t seem to preclude the kind
of law that Arkansas had enacted,”
Rubin said.

As Smith said, “To our pleasant
surprise the Court (in the first ruling
of its term) reacted 8-0 that ERISA
does not preempt Act 900.”

THE OPINION

The opinion was authored by Justice
Sonia Sotomayor, with seven other
justices signing on that opinion
(Amy Coney Barrett was not on the
Court when arguments were made
so she did not participate). Justice
Clarence Thomas wrote his own
concurring opinion which urged the
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Court to simplify its ERISA preemp-
tion framework. Smith noted that
the Supreme Court has probably
taken two dozen ERISA preemption
cases and there is a lot of confusion
in the lower courts as to what the
precise contours of ERISA pre-
emption requires, so he urged his
colleagues to simplify the approach.

Writing for the Court, Sotomayor

said, “Act 900 is merely a form of

cost regulation ... but cost unifor-
mity was almost certainly not an

object of [ERISA] preemption.”

PCMA argued that the enforcement
mechanism was too close to plan
administration. Under ACT 900, a
pharmacist can decline to dispense
if they are reimbursed less than
what they paid for a drug. There are
appeal procedures that 900 sets

up and there is an ability to re-bill
afterward based on it.

Sotomayor rejected all of those
arguments, saying the enforce-
ment mechanisms “do not require
plan administrators to structure
their benefit plans in any particular
manner, nor do they lead to anything
more than potential operation ineffi-
ciencies” for PBMs.

As aresult, the Court reversed the
Eighth Circuit Court’s decision, and
sent the case back down. The Eighth
Circuit in all likelihood will then direct
the district court to rule in Arkansas’
favor on PCMA's claims of ERISA
preemption. Once that happens,
Arkansas can start enforcing Act 900
against PBMs as applied to ERISA
plans. Rubin explained that the use of
the word “likelihood” is just a form in
which the direction is given, basically
a procedural step formality, and not
an indication that the Supreme Court
ruling could be amended.

Smith said the decision was fairly
narrow in scope. “It only dealt with
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ERISA preemption, there were sep-
arate claims under Medicare Part D,
and whether or not Medicare Part

D preempts Act 900 as it applies to
Part D plans. The Court didn’t ad-
dress those issues, so those issues
were not affected by the ruling.”

Even if there are future fights with
North Dakota and Oklahoma down
the road, there was no downplaying
the Rutledge triumph.

“It is a momentous victory for
pharmacists, pharmacies and
patients around the country,” Rubin
said. “It's about what the Rutledge
decision means and also what it will
mean to all of you. We have lived
and breathed and ridden the roller
coaster with all of you with respect
to PBM legislation that had been in
the courts for so many years. We've
seen this evolution over the years.
It's been about perseverance from
pharmacists around the country.”

Vinson said, “This victory doesn’t
solve all of our problems, but it’s a
huge shot in the arm,” purposely us-
ing those words to recognize phar-
macy'’s key role in current COVID-19
immunizations.

Hoey said, “The Supreme Court
ruling is not the end of the battle,
but it's the beginning or more PBM
transparency.” H

Chris Linville is America’s Pharmacist®
managing editor.
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How does Rutledge affect
other PBM litigation?

With the Rutledge v. PCMA case decided, what comes
next in the effort to curb PBM issues? In January in
North Dakota, after the Eighth Circuit had previously
struck down its PBM regulations due to ERISA preemp-
tion issues, the state petitioned the Supreme Court

to vacate the unfavorable ruling and send it back to

the Eight Circuit so additional questions of law can be
considered. With the ruling in the Rutledge case, even
PCMA, which brought the suit against North Dakota,
has conceded that the Court should vacate the Eighth
Circuit’s decision and send it back for reconsideration.
Although PCMA has not conceded that it should lose
under the Rutledge precedent, both parties to the lawsuit
agree that the Eighth Circuit should reexamine other
questions of law in the case, such as Medicare Part D
preemption, in light of the Supreme Court’s recent
ruling clarifying a state’s authority to regulate PBMs.

Another case, Oklahoma v. Mulready, is pending in the
Western District of Oklahoma. Rubin said it is interesting
as it is the first time PCMA has ventured out of the
Eighth Circuit, as Oklahoma sits in the Tenth Circuit.

Smith said the case is different from Rutledge but has
some parallels. PCMA challenged an Oklahoma law that
regulates PBM pharmacy networks, prevents PBMs
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from requiring patients to use PBM-affiliated pharma-
cies, prohibits PBMs from reimbursing an unaffiliated
pharmacy less than it reimburses an unaffiliated
pharmacy, and regulates fees and clawbacks.

PCMA filed suit right after that law went into effect, and
attempted to get an immediate injunction that asked the
district court to stop enforcement of the law while the
case proceeds. The Tenth Circuit denied an injunction
pending appeal. PCMA then decided to back down to the
district court, and litigate the full merits of the case.

As Smith explains, a party can seek an injunction right
away to delay the enforcement of a law while the court
actually rules or formally adjudicates the merits of the
entire litigation, and that's what PCMA did.

“When those efforts failed, PCMA is now back in the
district court on the merits,” he said. “The district court
is not bound by its prior determination; it's kind of a
quick look, but the Tenth Circuit’s decision to affirm
that decision is certainly going to weigh heavily in the
district court’s mind as it evaluates PCMA'’s claims on
the merits.”

That case is in discovery right now, Smith said, and the
parties will move for summary judgment, which means
the court would enter a judgement without a full trial
beginning in March. |

Chris Linville is America’s Pharmacist® managing editor.

LOOKING FOR MORE?

For more background and history on community

pharmacy’s road to the Supreme Court, see the
March 2020 issue of America’s Pharmacist®
(ncpa.org/apmarch).

The November 2020 issue has additional coverage.




Looking at the big picture

Rubin said that while the focus has been on Arkansas,
North Dakota, and Oklahoma, it's important to step
back and look at the entire country, and think about
places where this isn't litigation and hopefully won't be,
and what the Rutledge decision means as states give
thought to what are responsible regulations of PBMs
and what lines up with the guidance received from the
Supreme Court.

“In Rutledge the Supreme Court addressed whether the
federal ERISA preempts a state law that regulates phar-
macy PBM reimbursements, and the related enforce-
ment mechanisms,” Rubin said. “It didn’t address other
state laws regulating PBMs, and it didn’t address the

Medicare preemption issue, the issue of whether a differ-

ent federal law (the Medicare statute), preempts states
from legislating and regulating in an area. The rule of
thumb is a state law is likely preempted if it overlaps
with a standard that has been established by Congress,
or CMS under Part D.”

Rubin also said the flip side is true, which means if there
isn't a standard governing Medicare Part D, then there
isn't any preemption.

PCMA will likely continue to claim that ERISA and
Medicare Part D preempt other state laws regulating
PBMs, Rubin said, adding that other states have enacted
laws that regulate PBM fees, mandate PBM disclosures,
require PBMs to accept any willing provider, prevent
PBMs from enforcing gag clauses on pharmacies, and
place restrictions on a PBM’s ability to force patients to
use mail order pharmacies.

“One thing we can be sure
of'is that there is a lot of
opportunity bere, there is no
doubt about that, for states
to do right by pharmacists,

patients, the bealth care market

generally, and taxpayers.”
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“None of these were specifically at issue in Rutledge,”
Rubin said. “The question will be as legislatures that
haven’t written such laws yet think about appropriate
legislation, and those who want to study the laws that
are out there, what does the Rutledge decision mean?
And in the places that Rutledge doesn’t speak, there are
likely to be other tests.”

Smith said he expects PCMA to continue challenging
these laws, even as it anticipates a wave of new state
laws regulating PBMs. He said pharmacy associations
and other parties should consider consulting counsel to
ensure they are not proposing legislation vulnerable to
claims of preemption under ERISA and Medicare Part D.

“For example, even after Rutledge, ERISA likely preempts
a state law that treats ERISA and non-ERISA plans
differently,” Smith said. “Indeed, state laws regulating
PBMs should not refer to ERISA plans at all.”

Smith also said ERISA might preempt state laws that
dictate which drugs PBMs must make available to bene-
ficiaries.

“What [Rubin] and | would say is if a state is regulating
a relationship between a PBM and a provider, it's not as
close to ERISA as a situation where a state is regulating
a relationship between the plan and its beneficiaries,”
Smith said. “So anything that could sort of affect that
relationship is what ERISA is really concerned about.”

Rubin said that the Supreme Court takes complex issues
like ERISA preemption (and maybe one day Medicare
preemption) and approaches them incrementally. So

the Court did that and it ruled on the particulars of that
Arkansas law.

“One thing we can be sure of is that there is a lot of
opportunity here, there is no doubt about that, for states
to do right by pharmacists, patients, the health care
market generally, and taxpayers,” he said.

But by the same token, Rubin said it's probably going to
be met by a lot of resistance.

“There is opportunity but real work ahead in the courts,
where cases are playing out, and in legislative efforts to
hopefully be able to best posture laws, legislation and
regulation, to survive further challenges in the courts
that will most certainly come.” B

Chris Linville is America’s Pharmacist® managing editor.
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Rutledge v. PCMA: 15 Years in the Making }}TC?Ag

PHARMA IATION

PCMA v. Rowe, No. 05-1606, (1st Cir.).

* Maine’s Unfair Prescription Drug Practices Act (“UPDPA”), enacted in 2003, was one of the first PBM laws in the
nation to be challenged by PCMA.
* NCPA provided support to Maine attorney general in successfully defending statute before the First Circuit.

PCMA v. Gerhart, No. 14-cv-345 (D. lowa), on appeal, No. 15-3292 (8th Cir.).

14

* PCMA files lawsuit against an lowa law regulating PBM-pharmacy relationships arguing federal ERISA preemption.

, NCPA works with the lowa Pharmacy Association to oppose PCMA.
]5 ¢ The District Court dismisses PCMA's lawsuit .
* PCMA appeals to the Eighth Circuit.

* NCPA and IPA file an amici curiae brief with the Eighth Circuit defending lowa’s PBM regulations

16

PCMA v. Rutledge, No. 15-cv-510 (E.D. Ark.), on appeal, No. 17-1609 (8th Cir.), pet. for cert. granted,
No. 18-540 (U.S.).

PCMA files lawsuit against an Arkansas law regulating PBM-pharmacy relationship arguing federal ERISA
preemption.

* Eighth Circuit reverses the District Court, ruling that lowa’s law is preempted by ERISA.
* NCPA and IPA support lowa’s effort to seek rehearing, Eighth Circuit denies the state’s petition.

* District Court rules that Arkansas’s law is preempted by ERISA and Arkansas appeals to Eighth Circuit.
* NCPA and APA file an amici curiae brief with the Eighth Circuit defending Arkansas’s PBM regulations.

¢ Eighth Circuit rules Arkansas’s law is preempted by ERISA, and in response, attorney general’s office files a petition
with the Supreme Court to review the Eighth Circuit’s decision.

* NCPA helps secure an amici curiae brief from 32 states and the District of Columbia urging the U.S. Supreme Court
to review the case.

* Supreme Court calls for the U. S. Solicitor General to file a brief expressing the views of the federal government.
¢ Solicitor General files brief on behalf of the United States arguing that the Eighth Circuit’s decision was wrongly
decided and urges Supreme Court to take the case.

/ * Jan. 10: Supreme Court agrees to hear arguments in Rutledge v. PCMA.
20 * Dec. 10: Supreme Court, in 8-0 decision, rules in favor of state of Arkansas in Rutledge v. PCMA.

. . PCMA v. Rutl This summary is not an all-inclusive analysis of
. PEMA v. Rowe . PCMA v. Gerhart . < v- Rutledge our efforts, but a highlight of major NCPA activity.
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