
Pharmacy  Benefit  Managers
Under Legal Scrutiny – U.S.
Supreme  Court  to  Decide  if
States  Can  Regulate  PBM
Reimbursement to Pharmacies
On October 6, the Supreme Court will hear oral arguments in
the  case  Rutledge  v.  Pharmaceutical  Care  Management
Association  (PCMA).  A  decision  in  this  case  will  resolve
whether an Arkansas law to regulate pharmacy benefit managers
(PBMs), Act 900, is preempted by federal law and  may affect
the enforceability of similar laws passed by at least thirty-
five  other  states.[1]  Arkansas  passed  Act  900  to  protect
pharmacies from dispensing drugs at a loss. Specifically, the
law requires PBMs, when challenged by a pharmacy, to raise the
reimbursement rate for a drug above the cost the pharmacy pays
to wholesaler to acquire the drug or allows a pharmacy to
refuse to dispense a drug if the anticipated reimbursement
rate paid by a PBM falls below this acquisition cost.[2] 
While a challenge to this law may seem unimportant against the
backdrop  of  other  cases  and  news  surrounding  the  Supreme
Court, if the court strikes down this law, the decision may
broaden the already immense preemptive reach of the Employee
Retirement  Income  Security  Act  and  further  shackle  state
efforts to control pharmaceutical costs.

 

Why do states pass laws regulating PBMs? What does Act 900 do?

PBMs are intermediaries in the pharmaceutical industry and
typically handle pharmaceutical claims on behalf of insurers
and  employers.[3]  Pharmacies  purchase  their  drugs  through
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wholesalers and are then reimbursed for dispensing them to
patients  by  the  PBM  operating  on  behalf  of  a  patient’s
insurance. When a patient with insurance coverage obtains a
generic  drug  or  a  branded  drug  with  an  available  generic
version (multi-source brand drug) from a pharmacy, the PBM
operating on behalf of the payer typically reimburses the
pharmacy using a maximum allowable cost (MAC) list. Ideally, a
MAC list will be based on the typical cost of the drug to the
pharmacy plus a reasonable markup for dispensing the drug.
Some PBMs collect only administrative fees (i.e. per-member,
per-month fees) and pay the pharmacy and charge the health
plan covering the patient the same MAC list price. Most PBMs,
however, use one MAC list (typically with lower prices) to
reimburse  pharmacies  and  another  MAC  list  (typically  with
higher prices) to charge health plans when an enrollee fills a
prescription. This arrangement allows PBMs to profit from the
spread between the two MAC lists (a process known as “spread
pricing”).

These PBM billing practices are often shrouded in secrecy and
claims of confidentiality.  As some billing practices could be
used to amass excessive profits at the expense of pharmacies,
patients, or employers, most states have considered laws to
regulate how PBMs use MAC lists.[4] Many of these laws require
disclosure  to  plan  sponsors  and  pharmacies  about  how  MAC
prices are set, regulate how PBMs can set MAC lists for mail-
order  pharmacies  owned  by  the  PBM,  or  provide  a  way  for
pharmacies to increase PBM reimbursement rates when MAC prices
fall below their cost of acquiring the drugs. Specifically,
Arkansas passed Act 900 in 2015 to create an appeal process
for pharmacies to challenge PBM reimbursement rates. If a
pharmacy challenges the reimbursement rate based on the MAC
list, the PBMs must either provide the name of a wholesaler
operating in Arkansas with the specific drug in stock at a
price lower than the MAC list price or raise the MAC list
price above the challenging pharmacy’s cost and allow that
pharmacy to reverse and rebill any claim affected by this



appeal.[5]  The  law  was  intended  to  protect  pharmacies  by
requiring PBMs to reimburse pharmacies at rates above the
pharmacies’ cost of acquisition while allowing the PBM to
handle the appeal process and demonstrate that the pharmacy
should have been able to obtain the drug more cheaply.

The  Arkansas  Attorney  General  argues  that  protection  for
independent,  rural  pharmacies  as  required  in  Act  900  is
necessary as “[i]n the last fifteen years, 16.1 percent of
independently owned rural pharmacies in the United States have
closed,  and  630  rural  communities  that  had  one  or  more
pharmacies,  independent  or  otherwise,  lost  their  only
pharmacy.”[6] As one of the reasons for such closures, the
Arkansas Attorney General cites a hearing in Iowa in which
“the  state  insurance  commissioner  found  that  twenty-three
community  pharmacies  closed  due  to  below-cost  PBM
reimbursement rates.”[7] Because of this national phenomenon,
at least forty-four states have passed laws in the last five
years to regulate PBMs.[8] Of those, at least thirty-five
states passed laws like Arkansas to protect pharmacies from
PBM  payment  processes  that  cause  them  to  lose  money  when
filling  certain  prescriptions  by  establishing  an  appeals
process.[9] For example, Iowa passed a law in 2014 requiring
PBMs to disclose MAC lists and pricing methodology to the
state  insurance  commissioner,  upon  request.[10]  The
Pharmaceutical Care Management Association (PCMA), the trade
organization  representing  PBM  members,  challenged  the  Iowa
law, and the Eighth Circuit held that the provisions requiring
disclosure  of  pricing  information  to  a  state  agency  were
preempted by the Employee Retirement Income Security Act of
1974 (ERISA).[11]

 

What is the legal challenge to Arkansas’ Act 900?

In the case currently before the Supreme Court, PCMA alleges
that Arkansas’ Act 900 is also preempted by ERISA.[12] In its



ruling, the District Court upheld Arkansas’ law, but ruled
that  Act  900  was  “invalid”  “as  applied  to  PBMs  in  their
administration and management of prescription drug benefits
for ERISA plans.”[13] In reaching this conclusion, the court
cited the U.S. Supreme Court decision in Gobeille v. Liberty
Mut.  Ins.  Co.,  in  which  the  Court  upheld  a  Vermont  law
requiring payers to submit claims data to a state database but
invalidated  the  reporting  requirements  for  any  self-funded
employee  health  plans.[14]  On  appeal,  the  Eighth  Circuit
affirmed that the law was preempted by ERISA. The Arkansas
Attorney General, Leslie Rutledge, appealed to the Supreme
Court  claiming  that  the  Eighth  Circuit  misapplied  the
standards for ERISA preemption and that the circuit courts
were applying ERISA preemption inconsistently as the First
Circuit  upheld  a  Maine  PBM  law  in  Pharmaceutical  Care
Management  Association  v.  Rowe.[15]

 

What is ERISA preemption and how might it apply to Act 900?

Congress passed ERISA in 1974 to allow multi-state employers
to  establish  uniform  benefit  programs  with  an  express
preemption to “any and all State laws insofar as they may now
or hereafter relate to any employee benefit plan.”[16] Noting
that, if taken to the logical extreme, “pre-emption would
never run its course, [as] ‘really, universally, relations
stop nowhere,’”[17] the Supreme Court described two categories
of laws that are preempted by ERISA.[18] First, ERISA preempts
laws that make impermissible explicit reference to ERISA plans
– those that “act immediately and exclusively upon ERISA plans
. . . or where the existence of ERISA plans is essential to
the law’s operation[.]”[19] Second, ERISA preempts laws that
have  impermissible  connections  with  ERISA  plans,  including
“state  law[s]  that  ‘govern  a  central  matter  of  plan
administration’.”[20] In New York State Conference of Blue
Cross & Blue Shield Plans v. Travelers, the Supreme Court
clarified “that ERISA was not meant to pre-empt basic rate



regulation”[21] on the grounds that ERISA has no provisions
related to rate regulation and the same Congress that passed
ERISA subsequently passed a law regarding state rate setting
for hospital services.

Within these somewhat murky bounds of ERISA preemption, the
Eighth Circuit upheld a district court decision that ERISA
preempted Arkansas’s statute. In her petition to the Supreme
Court,  the  Arkansas  Attorney  General  describes  the  Eighth
Circuit standard, which she believes to be misapplied, as
saying that Act 900 was preempted under ERISA “because: (1) it
impermissibly  referred  to  ERISA  plans,  given  that  PBMs’
customers include ERISA plans; and (2) it had an impermissible
connection with ERISA plans, given a prior panel’s reasoning
that  the  rates  at  which  plans  or  their  intermediaries
reimburse  pharmacies  for  prescription  drugs  are  an  ‘area
central  to  plan  administration,’  sacrosanct  from  state
regulation.”[22] PCMA’s response to that petition argues that
Arkansas’s  Act  “directly  regulates  the  administration  of
prescription-drug benefits on behalf of ERISA-governed plans.
It  establishes  state-specific  rules  controlling  the  amount
plans must pay for benefits, the methodology for determining
the amount to be paid, the timing and procedures for updating
payment  schedules,  and  dispute-resolution  processes  and
remedies—matters that are central to plan administration… By
granting pharmacies a right to decline to dispense, Act 900
even controls whether plan participants will receive benefits
promised under their plans.”[23]

 

What are the legal arguments surrounding Act 900 and ERISA
preemption?

Arkansas Attorney General argues in his brief to the Supreme
Court that the law does not have an impermissible connection
with ERISA plans and that in deciding the case, the Eighth
Circuit  misapplied  the  Supreme  Court’s  standards.[24]  The



brief draws a connection between the rate regulation in Act
900  and  a  legal  challenge  to  a  New  York  law  requiring
hospitals to charge a surcharge to any non-Blues insurer. In
New York State Conference of Blue Cross & Blue Shield Plans v.
Travelers,[25] the Supreme Court explained that preemption of
provider  rate  regulation  would  be  both  “unsettling”  and
“startling” given that many states already regulated hospital
and medical billing rates when ERISA was enacted. Arkansas’s
Attorney General argues that the challenged provisions in Act
900  are  an  analogous  rate  setting  regulation  like  in
Travelers, because it regulates the rates at which third-party
plan administrators reimburse providers of healthcare benefits
and provides mechanisms for enforcing that rate regulation.
The brief argues that “[a]ny impact on plan administration is
necessary and incidental to rate regulation.”[26] Furthermore,
Arkansas’s Attorney General argues that since providers have
recourse under state laws, not ERISA, for non-payment or other
reimbursement suits, these same protections should apply to
pharmacies under laws like Act 900.[27]

The  attorneys  general  of  45  states  and  the  District  of
Columbia filed an amicus brief with additional legal reasoning
in  support  of  the  Arkansas  law  and  a  description  of  how
billing practices of PBMs harm patients, pharmacies, and the
states themselves.[28] Further, the state attorneys general
argue  that  Congress  did  not  intend  for  ERISA  to  preempt
business  practices  of  PBMs,  especially  as  the  state  laws
govern the relationship between a PBM and a pharmacy (and not
between the PBM and an ERISA plan).  Furthermore, the brief
states that “Arkansas’s Act 900 and similar statutes in other
States regulate the conduct and business relationships of PBMs
in  order  to  protect  consumers  and  facilitate  access  to
prescription drugs—subjects that ERISA does not address.”[29]
The states further point out that:

“[e]ven  where  state  laws  do  address  the  relationship
between PBMs and health plans (including ERISA plans), they



generally impose obligations on the PBMs, not on the plans.
For example, some States require PBMs to exercise good
faith and fair dealing in their relationships with plan
sponsors. While ERISA might well preempt a law seeking to
impose such an obligation on ERISA plans, it does not
preempt state laws imposing the obligation on PBMs.”[30]

PCMA’s  brief  in  opposition  acknowledges  that  state  rate
regulation is not preempted by ERISA. However, PCMA argues
that Act 900 does not regulate rates and that the Act is not
“incident to permissible rate regulation…It operates directly
on the administration of benefits on behalf of ERISA plans,
controlling the standards and procedures for determining and
paying for benefits and processing claims. Indeed, it goes so
far as to dictate whether a beneficiary may even obtain a
promised  benefit.”[31]   PCMA’s  brief  also  details  the
different  standards  and  appeals  processes  among  the  many
states  that  have  passed  laws  regulating  how  PBMs  use  MAC
lists, arguing that “[p]lans and their benefit managers cannot
comply  with  this  crazy-quilt  regime  while  maintaining
nationally  uniform  plan  administration.[32]

In short, both sides seem to agree that states can regulate
rates paid for health care services and that ERISA preempts
any state law that governs which services are covered or how
those benefits are administered. PCMA and Rutledge disagree as
to how the provisions of Act 900 should be construed within
the amorphous bounds of ERISA preemption. As such, the ruling
in this case may depend on whether the Supreme Court views Act
900 as governing things central to plan administration or as a
rate regulation that aims to set a floor for reimbursement to
pharmacies for dispensed drugs.

 

What are the implications of this case for other states?

At the time the case was filed, thirty-five states had passed



similar legislation.[33] If the Supreme Court holds that ERISA
preempts Act 900, many other state laws will also likely be
challenged and states may find it very difficult to craft
legislation restricting PBM billing practices. Some existing
state laws, including those requiring PBMs operating in the
state to obtain a license, may survive preemption because they
do  not  regulate  something  central  to  ERISA  plan
administration.  However, a ruling against Act 900 may present
significant legal obstacles for more restrictive laws that
attempt to regulate the methods PBMs use to establish prices
or  to  regulate  billing  practices  that  protect  independent
pharmacies. As a result, a broad decision striking down Act
900 could have large ramifications on how, or even if, states
can regulate PBMs to ensure that their business practices
benefit the public and do not harm patients.

Beyond  the  risk  to  state  laws  regulating  PBMs,  a  ruling
striking down Act 900 would further extend the reach of ERISA
preemption. A ruling that holds that ERISA preempts any state
effort  to  regulate  the  way  an  entire  industry  conducts
business  could  cripple  any  state  efforts  to  control  drug
prices.  ERISA  has  become  a  major  impediment  to  state
regulations to control healthcare costs. Legal scholars assert
that  ERISA  preemption  already  greatly  exceed  the  bounds
conceived by the authors of ERISA,[34] and a ruling against
Arkansas would further expand that reach.

Nonetheless, neither party asserts that ERISA preempts rate
regulation. As a result, states may be able to enact laws
setting  rates  for  pharmaceuticals  without  facing  legal
challenges  based  on  ERISA.  At  least  one  Federal  Circuit
decision,[35] however, appears to hold that federal patent law
limits a state’s ability to determine what constitutes an
“excessive  price”  for  patented  pharmaceuticals.  While  some
legal  scholars  criticize  this  interpretation,[36]  states
should expect legal challenges to restrictive rate regulation
laws.  As  a  result,  states  may  find  it  very  difficult  to



navigate the complex preemption waters any state legislation
would face to regulate the pharmaceutical industry. If patent
law hampers a state’s ability to set prices and ERISA limits
its  ability  to  regulate  middlemen  in  the  pharmaceutical
industry, state legislatures may need to pass laws to regulate
many aspects of pharmaceutical pricing and be prepared to
defend those laws in court.  Nonetheless, the legal challenges
brought by the pharmaceutical industry and the secrecy with
which players in the industry determine prices underscore the
need for legislative action.  Misaligned incentives around
drug prices mean that the industry will not regulate itself –
for example, both manufacturers and PBMs benefit from higher
list prices with large discounts while patients face much
higher co-payments. Regardless of the ruling in this case,
policymakers  should  redouble  their  efforts  to  improve
competition in the drug industry and protect the public from
excessive prices and price increases.

 

_______________________
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