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UNITED STATES DISTRICT COURT
DISTRICT OF CONNECTICUT

CHRISTINA ALEXANDER, et al,
Plaintiffs, No. 3:11€v-1703(MPS)
2

ALEX M. AZAR I, Secretary of Health and Human
Services,

Defendant

MEMORANDUM OF DECISION

INTRODUCTION

An elderly person’s arrival at a hospital is a stressful moment. The person mightra
an ambulance. He or she might be in pain, suffering shortness of breath, or showing other
troubling symptoms. Worried family members might wonder if their sick parent or grantipar
will ever see the outside world again once he or she passes through the hospital’s doors. One
guestion that might not be uppermost in their minds at that momenthdtuhay soon emerge
to add to the stress of the expade—is who will pay for the elderly personiaedical carelt is
that question that is at the heart of this case. More specifically and in legsl leiscase asks
whether the Constitution’s Due Process Clause requires the U.S. Secirétaajth andHuman
Services to afford the elderly patient a means to challenge decisions madiecssipited
affecting his or her coverage under the Medicare program, the nation’s public heakhades
program for persons 65 or over.

On arriving at the hospitathe elderlypatient will be examined by a physiciaho, in
addition to determining the patient’s course of treatment, will decide whethantothd patient
formally as a hospital inpatient or whether, instead, to place the patient on “olosestails.”

Although the patient might not know it, this is a critical decision, because formal aniss

Dockets.Justia.com


https://dockets.justia.com/docket/connecticut/ctdce/3:2011cv01703/94951/
https://docs.justia.com/cases/federal/district-courts/connecticut/ctdce/3:2011cv01703/94951/439/
https://dockets.justia.com/

hospital is a pre-condition to payment both for hospital services and fongsystal skilled
nursing services under Part A of Medicare, a portioh@Medicare program that is free to most
Medicare beneficiaries. If the patient is placed on “observation statusaéhst being admitted
as an inpatient, the patient will have to pay for both the hospital services and the pdat-hospi
skilled nursing services out of pocket, unless he or she has other insurance coverage, such a
Medicare Part Bfor which premiums must be paid and which covers outpatient hospitates
but not post-hospital skilled nursing services) or private insurance. dmaentMedicare
regulations, the patient has no right to a say in the doctor’s decision about whether toradmit hi
or her as an inpatient, and no means to challenge it.

The physician’s decision whether to admit the patient as an inpatient is not, however, the
final word on the matter. That decision will be reviewed by the hospital’s “titilizeeview
staff,” a team each hospital participating in the Medicare program must haaeéntlreview
whether the physician’s decision is correct under mandatory, nationwide standasdthset
Centers for Medicare and Medicaid Services (“CMS”), which is part of the U.SrtDegpd of
Health and Human Services. Sometimes, the utilization review staff will disaghethe
physician’s decision and ask him or her to change it, and often the physician will do so. But the
patient has no right to a say in the hospital’s review process either, and has no means to
challenge a decision by the review staff, for example, a dedisdthe physiciats order
admitting the patient as an inpatietiould be changed to one placing plagenton
“observation” status.

The plaintiffs in this case are a nationwide class of Medicare beneficiariesevbo w
placed on observation status after entering the hospital. Some were placed on obstattgtion s

at the outset, while others were put on observation at the behest of the hospitatsoutiliz



review staff after a physician had initially designated them as inpatients. Mdre/ hintiffs
remained in the hospital on observation status for days. And many suffered serioud fimancia
other consequences as a result of these decisions. Some were responsible foopigng f
hospital services themselves, because they lacked Medicare Part B or private cavénage.
ended up paying the costs of a post-hospital skilled nursing facility themselves, because the
went tothe facility after an extended hospital stay in which they were not designated as
inpatients. Still others, despite a regoendation by their physicians, chose to forgo care at a
post-hospital skilled nursing facilityealizingthat Medicare would not pay the associated costs
becauseheir physician or the hospitahddesignated their hospital stay as “observation” rather
than inpatient. All of these plaintiffs seek a procedure to challenge the coattegysy
decision to classify them as “observation,” and argue that the Secretaryivindegiem of their
property interest in Medicare benefits without due process by failing to afford théma suc
procedure.

After almost nine years of litigatiomcluding a bench trial held in August 2019, | reach
a split decision. | find that some class members, specifically, those whantielly admitted
as inpatients by a physician but whose status during their stay was changed to observation, have
demonstrated that the Secretary is violating their due process rights. Théadeatce showed
that such changes are invariably caused by utilization review staff applying mgndator
nationwide standards set by CMS, in response to significant pressure from thareérer
class members whose inpatient status was changed to observation, then, there is enough
involvement by the government to find that the deprivation of their propeerest in Part A
coverage was fairly attributable to the Secretary and thus a product of “state’ actiecessary

element of a due procesksim. dist as the Secretary cannot deprive these beneficiaries of Part A



coveragalirectly without affording them the procedural protections to which the Constitution
entitles them, the Secretary cannot do so indirectly, through a hospitiéation review

process These class members must be afforded some means to challenge the decision that
effectively stipped them of their property interest in Part A benefits.

But | find thatthe remaininglass membersthose whose physicians initially placed
them on observation status and who were never admitted as inpatients—have failed to prove
theirdue procesglaims, because the physicians’ decisigeserally did not constitute state
action. These class members have also failed to prove a separate propertyrintgrasent
admission, because a physician’s admission decision is not governed by the sort of mandatory
standards that can create a property interest under the law.

Accordingly, | order the Secretary to establish a procedure that will allofeltbeing
modified class of Medicare beneficiaries to challenge decisions by hospitalsddhsan on
“observation” status:

All Medicare beneficiaries who, on or after January 1, 20D%have been or will

have been formally admitted as a hospital inpatient, (2) have been or will have

been subsequently reclassified as an outpatient receiving “observaticese

(3) have received or will have received an initial determination or Medicare

Outpatient Observation Notice (MOON) indicating that the observation services

are not covered under Medicare Part A; atjce{ther (a) were not enrolled in Part

B coverae at the time of their hospitalization; or (b) stayed at the hospital for

three or more consecutive days but were designated as inpatients for fewer than

three daysunless more than 30 days has passed after the hospital stay without the

beneficiary’s haing been admitted to a skilled nursing facilityledicare

beneficiaries who meet the requirements of the foregoing sentence but who

pursued an administrative appeal and received a final decision of the Secretary

before September 4, 2011, are excluded from this definition.

The reasons for my decision, and the details of the order | issue to the Secretatyfozsite ia

the findings of fact and conclusions of law that follow. Because of the length of thsgdeti

have provided a table abntents for ease of reference.
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Il. PROCEDURAL HISTORY

A. Dismissal and Appeal

On Novenber 3, 2011, seven Medicare beneficiaries filed a comieyging that they
had been “deprived of Medicare Part A coverage by being improperly classifiegpasemis.”

ECF No. lat 1 1.They alleged that the Secretary “has long had a pohdgr which Medicare
beneficiaries in hospitals, instead of being formally admitted, are placed on wbatrisonly
referred to as ‘observation status’ (which the Secretary refers to asvatisn services’)In
some instances, beneficiaries who havenbiermally admitted have their status retroactively
changed to observation.” ECF No. 1 at 2. “Beneficiaries on observation status generally
receive the same treatment as beneficiaries who have been formally admitted, bte they
considered outpatienby the Secretary.Id. at 1 4. The Plaintiffalleged violations of the
Medicare Act, Administrative Procedure Act, and the Due Process Clause.

The Secretary moved to dismiss the complaint. ECF No. 23. Seven intervenor plaintiffs
joined the case oApril 9, 2012. ECF No. 53. On September 23, 2013, | granted the Secretary’s
motion to dismiss the Plaintiffs’ original complaint and first intervenor complairfaflure to
state a claim on which relief could be grant®dith respect to theidue process claims, |
concluded that the Plaintiffs héalled toallege facts sufficient to show that they had a protected
property interest in “formal admission, or, by extension, inpatient status and Part Adienefi

ECF No. 106 at 45.



The Secondircuit affirmed in part, vacated in part, and remanded thefoasarther
proceedings on theud process claim.The Court of Appeals held that, notwithstanding
discretionary language in the Medicare Policy Manual, the Plaintiffs had allectsdstiggesting
that the decision to admit a patient to the hospital was “made through rote application of
‘commercially available screening tools,” as directed by [CMS], which sulefdior the
medical judgment of treating physicianBarrowsv. Burwell 777 F.3d 106, 114 (2d Cir. 2015).
The court explained:

If plaintiffs can prove their allegation that CMS “meaningfully channels” the

discretion of doctors by providing fixed or objective criteria for when patients

should be admitted, then they could arguably show that qualifying Medicare
beneficiaries have a protected property interest in being treated as “inpatients

However, if the Secretary is correct and, in fact, admission decisions am ineste

the medical judgment of treating physicians, then Medicaneficiaries would
lack any such property interest.

Id. at 115.
B. Proceedings on Remand

On remand, as directed by the Court of Appeals, | ordered a period of distmuesgd
on the property interest issueCF No. 120 at 1Shortly after discovery begaDprothy Goodman
filed a motion to intervene.ECF No. 121. Her motion stated that she had been placed on
observation status in 2014 under policies the Secretary had adopted while the appeal was pending.
Id. at 2-3. The Secretary did not object, and | granted the motion on May 8, EGF5No. 122.
Ms. Goodman filed the Second Intervenor Complaint three days E@#.No. 123.The Second
Intervenor Complaint alleged that the Secretary had promulgated new regulations governing
inpatient admissions in October 2018. 1137—42.The regulations established the Two Midnight
Rule, which allegedly created a new standard by whiels#ctretary would evaluate the propriety
of inpatient admission orders for reimbursement under Medicare Pdd. A.37. The Second

Intervenor Complaint also alleged that the Secretary’s evaluation under the TwgNliRaie
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was, in practice, guided lyommercial screening tooldd. 1144, 72. The Second Intervenor
Complaint alleged that “Beneficiaries who are placed on observation status er®moéd that
they have any appeal rights to challenge that placement and to contend that they gbaulallge
admitted and be covered under Part A’ 47. The Second Intervenor Compldintheralleged
that the Secretary’s “policy of not providing Medicare beneficiaries with gihe to administrative
review, including expedited review, of their placement on observation status vitlat€sie
Process Clause of the Fifth Amendmend? § 103.

After the initial period of discovery closed, the parties filed cross motions famamm
judgment addressing whether the Plaintiffs had a protected proprest in being admitted as
inpatients. ECF Nos. 160, 164The Secretary also moved to dismiss the Plaintiffs’ complaints,
arguing that the Plaintiffs had failed to allege facts sufficient to support aennéeof state action
or to show that they were entitled to additional procedural protecti®esECF No. 160t at 27
33. | held oral argument on the motions, at which | raised concerns about standing and mootness
in light of the fact that several Plaintiffs had passed away or had been re@aifor their
hospitalizations under Medicare Part A after purswiagous remediesl directed the parties to
file supplemental briefs addressing those concefeeECF Nos. 189, 190.

On February 8, 2017, | denied both parties’ motions for summary judgment and granted in
part and denied in part the Secretary’s motion to dismiss. First, | found thainaitl ilaintiffs
had standing, and their claims were not modeeAlexander v. Cochrgr2017 WL 522944, at
*4—6 (D. Conn. Feb. 8, 2017)Second, | fand that neither party was entitled to summary
judgment because there were material disputes of fact about (1) the extenthoinplatient
admission decisions were dictated by the application of commercial screeningntbd® éhe

extent to which the Secretary directed hospitals to use those screening tools in maissgpadm



decisions. Seeid. at *10-14. Third, | held that the Plaintiffs’ complaints “plausibly alleged that
the inpatient admission decision is the result of ‘significant encouragefrentthe Secretary,
through CMS,” and denied the Secretary’s motion to dismiss on state action grarads15
16. Fourth, I found that the NOTICE Act, which required hospitals to provide written and oral
notice to patients receiving observation services for more than 24 hours, 42 U.S.C. §
1395cc(a)(1)(Y, had rendered moot the Plaintiffs’ claim seeking expedited notice about their
observation statusld. at *17-18. Finally, | held that the Plaintiffs had adequately alleged a
deprivation ofdue pocess by pleading that “there are administrative review procedures for
Medicare beneficiaries who seek to challenge their placement on observatisri dtatat *18.
OnMarch 3, 2017, the Plaintiffs filed a motion for class certification and appointment of
class counsel ECF No. 203. The Secretary opposed the motioBCF No. 213. After oral
argument and supplemental briefing, | granted the mot®ee Alexander Wrice, 275 F.Supp.
3d 313(D. Conn. 2017). After making two technical adjustments at the Plaintiffs’ request
certified the following class under Fed. R. Civ. P. 23(b)(2):
All Medicare beneficiaries who, on or after January 1, 2009: (1) have recewddr@ave
received“observation servicésas an outpatient during a hospitalization; and (2) have
received or will have received an initial determination or Medicare Outpatiept\@itisn
Notice (MOON) indicating that the observation services are cov@edubject to
coverage) under Medicare Part B. Medicare beneficiaries who meet the requreient
the foregoing sentence but who pursued an administrative appeal and received a final
decision of the Secretary before September 4, 2011, are excludethisatefinition.
ECF No. 250.Discovery then proceeded on the other two prongs of the due process analysis
i.e., state action and the amount of process due.
Discovery closed on June 15, 2018. The Secretary filed a second motion for summary

judgment on July 30, 2018, and a motion for class decertification on August 24, 2OEQ\os.

319, 323.1 held oral argument on the motions on November 26, 281&e argument, it became
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clear that the Plaintiffs intended to rely primarily on the Two Midnight Rualher than the use
of commercial screening tools, as the basis of a property interest in inpatiessiadnior
Medicare beneficiaries hospitalized after October 2&eOral Arg., ECF No. 363 at 67:114
(Plaintiffs’ counsel: “I see the classesidied into 2009 up to the point where the Two Midnight
Rule was introduced in 201%0 Two Midnight Rule [as the basis of a property interest] for 2013
forward, and commercial screening tools for the period before that.”). Bewaitiser this Court
nor the Second Circuit had addressed whether the Two MidnightRateda property interest,
| permitted the parties to file supplemental briefs addressing the Plaintiffsythased on the
Two Midnight Rule. ECF No. 361.The Secretary also filed a matido dismiss the complaints
for lack of subject matter jurisdiction. ECF No. 370.

On March 27, 2019, | denied the Secretary’s second motion for summary judgment. ECF
No. 378. First, | found that “a reasonable factfinder could conclude that the Two Midnight rule,
as applied by CMS and hospitals, effectively mandates inpatient admission for idedica
beneficiaries who meet the standards it establishes, and thus that the ®leantgffr protected
property interest in being admitted as inpatientd.”at 24. Second, | found thi@tctual disputes
prevented me from determining without a trial the amount of process due under tredettor
forth in Mathews v. Eldridge424 U.S. 319 (1976)ld. at 2425. On the same day, | also denied

the Secretary’s otion to decertify the class but adopted a modified class defiritidnat 41.

! The modified class definition | adopted is as follows:

All Medicare beneficiaries who, on or after January 1, 2009: (1) have receiwgi ftrave
received “observation services” as an outpatient durimgsapitalization; (2) have received or
will have received an initial determination or Medicare Outpatient ObservatitoceNMOON)
indicating that the observation services are not covered under Medicare Radt (8) either (a)
were not enrolled in Part B coverage at the time of their hospitalization; dayepsat the
hospital for three or more consecutive days but were designated as inpatientsefahfin three
days. Medicare beneficiaries who meet the requirements of the foregoinuceeintt wio
pursued an administrative appeal and received a final decision of the SeceétegySeptember
4, 2011, are excluded from this definition.

11



Finally, | alsodeniedthe Secretary’s motion to dismiss for lack of subject matter jurisdictan.
at 50.

In August of 2019-rearly eight years after this case begameld a sevemlay bench
trial. The Plaintiffs filed their podtial brief, including proposed findings of fact and
conclusions of law, on September 19, 2019, ECF No. 427; the Secretary filed hisapbsief
on October 31, 2019, ECF No. 42hd the Plaintiffs filed a reply brief on November 26, 2019.
The parties submitted supplemental briefing, at the request of the Court, in Felbr2@20.

ECF Nos. 435-38.

II. FINDINGS OF FACT 2

A. Statutory and Regulatory Framework

1. Background

1. Medicare is the federal governmarealth insurance program for people age 65 or
older. Medicare Program — General Informatip@MS.gov (Nov. 13, 2019.1t is administered
by the Centers for Medicare and Medicaid Services (“CMS”), which is part ofe¢parinent of
Health and Human Services (“HH$8ndconsists of four parts, only two of whiehe relevant
here—Part A and Part B. Medicare Parisfa hospital insurance program and helps cover
inpatient care in hospitals and skilled nursing facilities. Most eligible individuals don’t pay a
premium for Part A, which is funded through the Medicare payroll idhix Medicare Part B

helps cover doctors’ services and outpatient catePartB is a voluntary prograrthatrequires

ECF No. 378 at 41.

2To the extent that any Finding of Fact reflects a legal conclusion, it shall to thattexdeemed a Conclusion of
Law, and viceversa.

3 URL: https://www.cms.gov/Medicare/Medicatgenerallinformation/MedicareGenlnfo/indexMedicare also
covers people under age 65 with certain disabilities and people of all ages willtdgedrenal Diseasdd.
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the payment of a monthly premiur@riginal Medicare (Part A and B) Eligibility and
Enrollment CMS.gov (Nov. 16, 2019).

2. The Scope of Part A Hospital Coverage and the Definition of “Inpatient”

2. The scope of Mdicare Part A is defined by statutegulation, and sub-regulatory
guidance.Specifically, eligible individuals are entitled tooverage foras relevant here

certain “inpatient hospital services” and “ptsitspital extended care services.” 42 U.S.C. 8
1395 (a)(1)}(2). “Inpatient hospital servicesire, in turndefined as those servicdsrnished to
an inpatient of a hospital.” 42 U.S.C. § 13@9Hx

3. During all relevant time periods, CMS has defined “inpatient” to redarreal inpatient
admission. Prior to 2013, this requirement was set forth in sub-regulatory guidsecEstate

of Landers v. Leavitb45 F.3d 98, 104 (2d Cir. 2008 revisedJan. 15, 2019) (applying
Skidmoredeference to uphold the formal admission requirement). Effective October 112913,
requirement oformal admissionwascodified at 42 C.F.R. § 412.3(a). That provisstaies

that, “for purposes of payment under Mettie Part Aan individual is considered an ‘inpatient
of a hospital’ . . . if formally admitted as an inpatient pursuant to an order for inpatiessammi
by a physician or other qualified practitioner.” 42 C.F.R. § 412.3(a).

3. The 24Hour Benchmark

4, CMS has long offered sub-regulatory guidance related to when inpatient admission is
appropriate. For example, tMedicareBenefit Policy Manual in effect in 2009—the beginning
of the class period—established a 24-hour benchmark for inpatient admissions. More
specifically, the Manual provided that “[p]hysicians should use a 24-hour period as a Bdgchm

i.e., they should order admission for patients who are expected to need hospital care fas 24 hour

4 URL: https://www.cms.gov/Medicare/EligibilitandEnrollment/OrigMedicarePartABEligEnrol/index
13



or more, and treat other patients on an outpatient badi$539-006° The Manual notes,
however, that “the decision to admit a patient is a complex medical judgment which caddbe m
only after the physician has considered a number of factors, including the patiatitalme

history and current medical needse types of facilities available to inpatients and to outpatients,
the hospital’s by-laws and admissions policies, and the relative appropriatetressnoént in

each setting? 1d.

4, The Two Midnight Rule

5. In 2013, CMS refined and codified its guidance related to inpatient admission. As

originally promulgatedthe relevanprovision specified:

5 Citations to theSecretary’s trial exhibiticlude the exhibit numbee(g.,DX539) andthe page numbee.g., 006)
separated by a hyphen.
8 The full text of the relevant portion of the Manual is as follows:

An inpatient is a person who has been admitted to a hospital for bed occupancy for purpexssgiog
inpatient hospital services. Generally, a patient is considered an inpatientafly admitted as inpatient
with the expectation that he or she will remain at least overnight and occupy a beldoengdnit later
develops that the patient can be discharged or transferred to another hospitdlaotdally use a hospital
bed overnigt.

The physician or other practitioner responsible for a patient's care at theahissgiso responsible for
deciding whether the patient should be admitted as an inpatient. Physicians should-heargeriod as

a benchmark, i.e., they should order admission for patients who are expected to pialdchos for 24

hours or more, and treat other patients on an outpatient basis. However, tios decdmit a patient is a
complex medical judgment which can be made only after the physician l&dered a number of factors,
including the patient's medical history and current medical needs, tled/failities available to

inpatients and to outpatients, the hospital'dawys and admissions policies, and the relative
appropriateness of treatntén each setting. Factors to be considered when making the decision to admit
include such things as:

» The severity of the signs and symptoms exhibited by the patient;

» The medical predictability of something adverse happening to the patient;

» The needor diagnostic studies that appropriately are outpatient serviceshgie.performance does not
ordinarily require the patient to remain at the hospital for 24 hours or morejsbiagassessing whether
the patient should be admitted; and

 The avdability of diagnostic procedures at the time when and at the location whepatibet presents.

DX 539-006.
14



Except as specified in paragraph (e)(2) of this sectishen a patient enters a
hospital for a surgical procedure not specified by Medicare as inpatient only under
§ 419.22(n) of this chapter, a diagnostic test, or any other treatment, and the
physician expects to keep the patient in the hospital for only a limited period of
time that does not cross 2 midnights, $kevices are generally inappropriate for
inpatient admission and inpatient payment under Medicare Part A, regardless of
the hour that the patient came to the hospital or whether the patient used a bed.
Surgical procedures, diagnostic tests, and othemezdtare generally

appropriate for inpatient admission and inpatient hospital payment under
Medicare Part A when the physician expects the patient to require a stay that
crosses at least 2 midnights. The expectation of the physician should be based on
suchcomplex medical factors as patient history and comorbidities, the severity of
signs and symptoms, current medical needs, and the risk of an adverse event. The
factors that lead to a particular clinical expectation must be documented in the
medical recordn order to be granted consideration.

78 Fed. Reg. 50496, 50965 (Aug. 19, 20i&merly codified a2 C.F.R. § 412.3(e)(1)

(effective October 1, 2013 to December 31, 2014). This provision is commonly referred to as
the “Two Midnight Rule.®

6. CMS did not view the Two Midnight Rule as a significant departure from its previous
policy establishing a 24-hour benchmark for inpatient admissions. In its notice of final

rulemaking accompanying the Two Midnight Rulegxplainedthat the Two Midnight Rule

7 Section (e)(2) provides that “fian unforeseen circumstance, such as a beneficiary's death or transferiresults
shorterbeneficiary stay than the physician's expectation of at least 2 midnights, the patyelné¢ considered to be
appropriately treated on an inpatient basis, and hospital inpatient payment mayebencher Medicare Part’A78
Fed. Reg. 50496, 50965 (Aug. 19, 2018)merly codified a#2 CFR 8§ 412.3(e)(2) (effective October 1, 2013).
8n December of 2016-more than three years after the Two Midnight Rule became effeefWS updated the
language in the Medicare Benefit Policy Manual based on the Two Midnight Rule. Thegemgomined largely
unchanged, except that “Generally, a patient is considered an inpatient if joadraltted as inpatientith the
expectation that he or she will remain at least overnighé&s changed to, “Generally, a patientdsmsidered an
inpatient if formally admitted as inpatiewith the expectation that he or she will require hospital care that is
expected to span at least two midnigliesnphasis added), and “Physiciatuld use a 2our period as a
benchmark, i.e.hiey should order admission for patients velne expected to need hospital care for 24 hours or
more, and treat other patients on an outpatient hasias changeto, “Physicians should uske expectation of the
patient to require hospital care that spaatdeast two midnightperiod as a benchmark, i.e., they should order
admission for patients whare expected to require a hospital stay that crosses two midnights and the medical
record supports that reasonable expectatiobX541-006 (2015 version); DX%40-005(2016 version). The
language indicating that “the decision to admit a patient is a complex medical judghieh can be made only
after the physician has considered a number of factors” remained unchéhged.
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“simply modifies our previous guidance to specify that the relevant 24 hours are those
encompassed by 2 midnights.” 78 Fed. Reg. 50496, 50945 (Aug. 19, 2013).

7. In the preamble to the final rule, CMS repeatesiftal thatthe TwoMidnight Ruledoes
notdictate the medical care that a patient is eligible to receive, and the physiciastretain
discretion to order medical services and to determine thedéwelrsing care and the patient’s
location in the hospital based on the patient’s clinical neBds, e.gid. at 50945 (“[T]here are
no prohibitions against a patient receiving any individual service as either an inpaaent
outpatient, except for those services designated by the Outpatient ProspectieatFaystem
(OPPS) Inpatien®nly list as inpatierbnly services . .. [T]he physician is expected to
continue to use his or her complex clinical judgment in determining whether a benefieidsy ne
to stay at the hospital, what services and level of nursing care (for exampleyé&w

monitored, or one-one-one) the beneficiary will need, and what location (unit) is most
appropriate’); id. at 50946 (“In applying [the 2-midnight benchmatkje have been clear that
this instruction does not override the clinical judgment of the physician to keep thiciaeyeat
the hospital, to order specific services, or to determine appropriate levels afyrease or
physical locations within the hospitat. 1. at 50948 (“We have expected and continue to expect
that physicians will make the decision to keep aefierary at the hospital when clinically
warranted and will order all appropriate treatments and care in the apprapaien based on

the beneficiary’s individual medical needs.”)

9 CMS and the parties have usedtbtiwo-midnight benchmark” and “Two Midnight Rule” to refer to faeguage
set forth in 42 U.S.C. § 412.3(d)(1). In this ruling, | use these terms interchngBath terms are distinct from
the “Two Midnight Presumption,” discussed bel@gginfra  26.
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5. Amendments to the Two Midnight Rule

8. Section 412.3, which includes the Two Midnight Rule, has been amended twice since it
was originally promulgated in 2013n November of 2015, the language of the Two Midnight
Rule, which had been moved from subsection (e) to subsection (d) if20a4,amended.
Paragraphs (d)(1) and (d)(2) were modified “for clatisnda newparagraph (d)(3\vas added,
establishinga caseby-case inpatient admission exception, “based on the clinical judgment of the
admitting physician and medical record support for that determination,” even whew#ésere
neither a twemidnight expectation nor an inpatient-only procedure. 80 Fed. Reg. 70298, 70541
(Nov. 13, 2015).

9. As reformulatedSection 412.3 explicitly recognized three pathways for inpatient
admission for purposes of Part A coverageatient adnssion based on a physician’s

expectation that a patient “will require hospital care that crosses two midnighdes” (ai(1);
“inpatient admission for a surgical procedure specified by Medicare as ingatightinder

(d)(2); and inpatient admission “based on the clinical judgment of the admitting physidian a
medical record support for that determinatidre’, the caséy-case exception, under (d)(3). 80
Fed. Reg. 70298, 70541(Nov. 13, 20X6jmerly codifiedat 42 C.F.R. § 412.3(dgffective Jan.

1, 2016)!! In all casesSection 412.3 continued to require that a patient be “formally admitted

1079 Fed. Reg. 66770, 67030 (Nov. 10, 2014) (removing paragraph (c) of Section 412.3, notheleyaamtd

redesignating paragraphs (d) and (e) as paragraphs (c) and (d), respectively).

11 The full text of 42 C.F.R. § 412.3(d), as of January 1, 2016, svédlaws:
(d)(1) Except as specified in paragraphs (d)(2) and (3) of this section, aeimpatnission is generally
appropriate for payment under Medicare Part A when the admitting physiciecti€xpe patient to require
hospital care that crossesawmidnights.

(i) The expectation of the physician should be based on such complex medical faptdsrasistory and
comorbidities, the severity of signs and symptoms, current medical needs, asll tfieun adverse event.
The factors that lead toparticular clinical expectation must be documented in the medical record in order
to be granted consideration.

(i) If an unforeseen circumstance, such as a beneficiary's death or treemilis, in a shorter beneficiary
stay than the physician's expectation of at least 2 midnights, the patient mayitleredrts be
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as an inpatient pursuant to an order for inpatient admission” in order to be considered an
inpatient for purposes of Part A payment; that the physician order “be present irdibal me

record and be supported by the physician admission and progress notes”; and that “[t]he
physician order . . . be furnished at or before the time of the inpatient admission.” 80 Fed. Reg.
70298, 70541 (Nov. 13, 2015prmerly codifiedat 42 C.F.R. 8 412.3(&) (effective Jan. 1,

2016).

10.  Section 412.3 was amended a second time in August of 2018 to remove the language
making the presence ahinpatient physician order in the medical record a prerequisite to
Medicae Part A payment. 83 Fed. Reg. 41144, 41700 (Aug. 17, 2idjied at42 C.F.R. 8§
412.3(a). Prior to the amendment, Section 412.3(a) provided that the “physician order must be
present in the medical record and be supported by the physician admission and progress notes, in
order for the hospital to be paid for hospital inpatient services under Medicare'P4g& A

C.F.R. 8 412.3(a) (effective until Oct. 1, 2018). The August 2018 Amendment did not, however,
eliminate the language in Section 412.3(a) defining “inpatient” for purposes of payment under
Medicare ParA as an individual who has been “formally admitted as an inpatient pursuant to an

order for inpatient admission by a physician or other qualified practitioner,” 42 C.F.R. 8§

appropriately treated on an inpatient basis, and payment for an inpatient hesypitahg be made under
Medicare Part A.

(2) An inpatient admission for a surgical procedure specified by Medicare asimetly under §
419.22(n) of this chapter is generally appropriate for payment under Medicare Ragardless of the
expected duration of care.

(3) Where the admitting physician expects a patient to require hospital cardyfarlonited period of
time that does not cross 2 midnights, an inpatient admission may be appropriayerientpander
Medicare Part A based on the clinical judgment of the admitting physician andahrediard support for
that determination. The physician's decision should be based on such complex metdisaagapatient
history and comorbidities, the severity of signs and symptoms, current medids/ aee the risk of an
adverse event. In these cases, the factors that lead to the decision to admarnhagati inpatient must
be supported by the medical record in order to be granted consideration.

80 Fed. Reg. 70298, 70541(Nov. 13, 20i&)nerly codifiedat 42 C.F.R. § 412.3(d) (effective Jan. 1, 2016).
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412.3(a), nor did it eliminate the requirement that “[t]he physician order must béhadrasor

before the time of the inpatient admission,” 42 C.F.R. § 412 ${e)als®B3 Fed. Reg. 41144,

41507 (Aug. 17, 2018) (“Our proposal does not change the requirement that, for purposes of Part
A payment, an individual becomes an inpatient when formally admitted as an inpatient under an
order for patient admission”. at 41508 (“The order must be furnished at or before the time of
the inpatient admission.”)Rather, the interof the 2018 Amendment was to address denials of
Part A payment due to “technical discrepancies,” such as “missing practitionssiaem

signatures, missing co-signatures or authentication signatures, and signaturasgoaftar
discharge.”ld. at 41507. For technically defective inpatient orders to be deemed sufficient
under the new policy, CMS explained that “there can be no uncertainty regarding the intent,
decision, and recommendation by the ordering practitioner to admit the beneficiary as an
inpatient, and no reasonalgessibility that the care could have been adequately provided in an
outpatient setting.”ld. at 41509.

6. Eligibility for SNF Coverage under Medicare Part A

11. The requirements for Part A payment for cara skilled nursing facilitf*SNF”), or
“post-hospital extended care services,” are set forth in regulations sdp@rathose governing

Part A paymentor hospital services. 42 C.F.R. §8§ 409.30-36, 42#20nderCMS

regulations, for a beneficiary to receive Part A coverage for post-hosfat&e, the

beneficiary must have been “hospitalized . . . for medically necessary inpatienabhmspit

inpatient [critical access hospital] care, for at least 3 conseadleadar days, not counting the

2«posthospital extended care services” areustaily defined as “extended care services furnished an individual
after transfer from a hospital in which he was an inpatient for not less than 3utivesdays before his discharge
from the hospital in connection with such transfer.” 42 U.S.C. §X(895The statute defines “extended care
services” to mean “services furnished to an inpatient of a skilled nursinigyfacid. § 1395x(h).
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date of discharge.” 42 C.F.R. 8 409.30(a)(1). In addition, to qualify for SNF coverage, a
beneficiary must generally “be in need of pbespital SNF care, be admitted to the facilégd
receive the needed care withid Galendar days after the date of discharge from a hospital or
[critical access hospital].1d. § 409.30(b)(1).

12. In 2008, the Second Circuit affrmed CMS’s interpretation of the statutory deffirafi
“post-hospital extended care services” to precl888-coverage for individuals who were not
formally admitted to the hospital as inpatients for at least tihagg even when the individual's
total stay at the hospital, including time spent as an outpatient receiving observaimesse
was three days orone.SeeEstate of Lander$45 F.3d at 108-09. Thus, a patisath as
Dorothy Goodmanwhose estate is a named Plaintiff in this casevemalis alleged to have been
formally admitted as an inpatient for two days before being placed on obsefoati@n third
dayat the hospital, ECF No. 123 at 1 77,W8duld not qualify forSNF coverage.

7. Coverage for Observation Services Under Medicare Part B

13.  Outpatient “observation services” are covered under Medicare Panddntary
supplemental insurance pragn that pays for hospital outpatient services as well as other
medical services and supplieSee42 U.S.C. §8 1395k, 1395M. The Medicare Benefit Policy
Manual defines “observation services” as a “vedfined set of specific, clinicallgppropriate
services, which include ongoing shtetm treatment, assessment, and reassessment before a
decision can be made regarding whether patients will require further treatsnieospital

inpatients or if they are able to be discharged from the hospital.” DX548t0R@e Manual

B While “observation services” are generally covered under Medicare Part B, if anchyhéant is subsequént
admitted as an inpatient, any observation services received in the three daisauiorssion are “bundled” into
the Part A claim rather than being separately covered under PSgd82 U.S.C. § 1395ww(a)(4).

14 Prior to May 22, 2009, the Manual sometimes referred to “observation status”tioratigli‘observation
services."SeeDX543-004. References to “observation status” were removed on May 22, 368DX544-005.
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explains that “[w]hen a physician orders that a patient receive observation egratiémt’s
status is that of an outpatientid. It further provides that “[o]bservation services are covered
only when provided by the order of a physician or [other authorized individudl].Because
observation services are covefedly when provided by the order of a physiciaidl,; when a
hospital’s inpatient claim under Part A is denied, the hospital caedit the same services
underMedicare Part B a%bservation services:® DX548-003.

14.  Hospitals are required to provide the Medicare Outpatient Observation Notice
(“MOON") to all Medicare beneficiaries receiving observation servioesnore than 24 hours.
42 U.S.C. § 1395cc(a)(1)(Y). The MOON explains that a beneficiary is an outpatievingece
observation services, rather than an inpatient, as well as the reasonsfioarcidl

implications of that statudd. The MOON template provided to hospitals by CMS expltias
Medicare Part A “generally doesn’t cover outpatient hospital services, like arvatisn stay.”
PX234. It also states that placement on observation can affect a beneficiary’s elidyploiBiyF
care, which requires a threayinpatienthospital stay.ld. The MOON template does not
contain any guidance regarding whether or how a beneficiary can appeal his or her plaoement
observation status, nor does the relevant statute require any such gubeee¥234; 42

U.S.C. § 1395cc(a)(1)(Y).

151n general, when a hospital’s Part A claim is denied because an inpatiéssiadrdid not meet Medicare
criteria, the hospital may instead bill Medicare for some of the services Badds, but not as “observation
services.” 78 Fed. Reg. 50496, 509(8(Aug. 19, 2013); 42 C.F.R. § 414.5. Similarly, if a hospital determines,
prior to discharge, that a patient does not satisfy Medicare criteria for mtpadimission, the hospital may, with a
treating physician’s consent, change the patient’s status to outpatient anddidhidainder Part B using Condition
Code 44. Medicare Claims Processing Manual (“MCPM"), ch. 1, § 50.3, httwsu/6mns.gov/
Regulationsand-Guidance/Guidance/Manuals/Downloads/cim104c01.pdf. In neither case, howayex hospital
bill for observation services provided prior to a physician order foreasen servicesld. (“Like all hospital
outpatient services, observation services must be ordered by a physician. Thieneldmgins at the time that
observation services are initiated in accordance with a physician’s orderC)F42. 8 414.5; 78ed. Reg. 50496,
50912 (Aug. 19, 2013) (“[W]e are finalizing our proposal to exclude observationegroittpatient DSMT, and
hospital outpatient visits from payment as Part B inpatient services when thierinpedmission is determined not
reasonabland necessary for Part A payment and the hospital bills Part B.”).
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B. CMS Enforcementof Part A Eligibility Requirements

15. Hospitals are generallyaid more for treating an inpatient covered under Part A than an
outpatient covered und@artB, evenif similar servicesare provided to both patientSee, e.qg.
PX149 at 11® This creates an incentive for hospitals doné more patients as inpatientS8MS

has long been concerned about improper payments for inpatient stays that should have been
provided inanoutpatient settig and, through itsontractorshas sought botto prevent such
improper payments artd recoup past improper payments. DX577-003. As discussed below, to
advance these objective3MS has used a variety of contractors, whose roles have shifted over
the course of the class perj@hdthe HHS Office of Ispector General (“OIG”) and the
Department of Justice have also played a role in furthéneggobjectives.

1. The Role of the MACs

16.  Once a Medicare claim under Part A or Part B is submitted, a Medicare Admigstrati
Contractor (“MAC”) processes the claim and makes an initial determination neggayment.
ECF No. 424 at 89-90; ECF No. 425 at 21, 8be initial determination is cweyed to both the
provider, in the form of a remittance advice, and to the beneficiary, in the form of a Medica
Summary Notice. 42 C.F.R. § 405.921.

17. Sometimes, a Medicare claim may be subject to further review after the claimdaaly alr
been processeahd paidTrial Transcript (“Tr?) 972:19-973:8 (Duvall}! During the period

relevant to this case, various contractors have been responsible for post-payieestaePart

16 Citations to the Plaintiffs’ trial exhibits are to the page number of the@fectPDF document, unless the page
number begins with the prefix “HHS,” in which case the citation ised BATES page number.

7 Citations to the trial transcript are to the continually paginated page numkarsciipts for the sevenay trial
have been posted to the public dockeeeECF No. 419 (day one) (Tr-461); ECF No. 420 (day two morning)
(Tr. 261-390); ECF No. 421 (day two afternoon) (Tr. 3#48); ECF No. 422 (day three) (Tr. 4894); ECF No.
413 (day 4) (Tr. 62408); ECF No. 423 (day five) (Tr. 7687 8); ECF No. 424 (day six) (878960); ECF No. 425
(day seven) (1061212).
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A hospital claims, including MAC®eneficiary and Family Centered CarQuality
Improvement Organization(8QIOs”), andRecovery Audit Contractors (“RAQs Tr. 557:11-18
(lwugo); Tr. 941:4-12, 972:19-25 (Duvall).

18.  From approximately 2008 to 2015, MACs had the respditgilof conducting post-
payment reviews of Part A hospital claimg.. 972-73 (Duvall).In conductinghese reviews
MACs would look at whether the inpatient hospital services were covered under ddehcar
A, including whether they were reasonable and necessary, andtather the claim was coded
correctly. Tr. 971. CMS issued guidelines it required MACs to follow in reviewing Part A
claims. For inpatient admissions not on the inpatient-only list, the guidelines dlitleet®!ACs
to evaluate “whether, at the timetbe admission order, it was reasonable for the admitting
practitioner to expect the beneficiary to require medically necessary hagpitates (including
inpatient and outpatient services) over a period of time spanning at least 2 midnR)@5.2 at
S.

19. From October 1, 2013, to October 1, 20ibamediatelyafter promulgation of the Two
Midnight Rule, MACs’ posppayment reviews of Part A hospital claims were limited by the
“Probe and Educate” initiativeTr. 973. Normally, a MAC can, on its own initiative, undertake
to review 50% or even 100% of a category of claims if the MAC determines thatstaenégh
risk of costly error. Tr. 973-74. Under Probe and Educate, M#éEsinstructedto conduct
post-payment patient status reviews of calery snall sampleof Part A hospital claim@he
“probe”) and then, based on that sample, educate providers if there were inafagi@eslaims
were inconsistent with Medicare statteegulations, or guidancédr. 958, 972-74. The
purpose of the Probe and Wgzte initiative was tgive providers time to adjust to the new rules.

Tr. 974.
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2. The Role of the QIOs
20.  As of October 1, 2015, responsibility for pgstyment reviews of Part A hospital claims
transitioned to the QIOs. PX11¥.These pospayment reviewsra known as “shorstay
reviews” because they focus on claims for hospital inpatient stays that Esgdddn two
midnights. Tr. 556 (lwugo). In conducting shet&y reviews, QIOs evaluate whether the claim
is appropriate for Medicare Part A paymantlerthe TwoMidnight Rule. Tr. 557-58 (lwugo).
21. The current policies governing QIOs’ review of Part A hospital claims are fefiricax
CMS document titled “Reviewing Short Stay Hospital Claims for Patient Status: Admissions On
or After January 1, 2016.” Tr. 561 (lwug®X579 (the “Review Guideline”). The Review
Guideline elaborates on each of the three pathways for an inpatient admission yor@uhit
A payment: (1) the twanidnight benchmark, 42 C.F.R. § 412.3(d)(1), (2) the inpatient only
list,*® 42 C.F.R. § 412.3(d)(2), and (3) the case-by-case exception, 42 C.F.R. § 412.3(d)(3).
DX579. The document explains the application of the two-midnight benchmark, set forth in 42
C.F.R. 8 412.3(d)(2), as follows:
When a patient enters a hospital for a surgical procedure, diagnostic test, or any
other treatment and the physician expects the beneficiary will require medically
necessary hospital services for 2 or more midnights (including inpatient and pre-
admission outpatient time), and orders admission based upon that expectation, the

services are generalippropriate for inpatient payment under Medicare Part A.
QIOs will approve these cases so long as othelin@gents are met.

DX579-004.
22. The applicablestandard of review under the Two Midnight Rule, according to the

Review Guidelineis reasonableness. That is, the role of the QIO reviewer is not to substitute

8 0On May 4, 2016, CMS temporarily suspendedshertstayreviews to “ensure accuracy and consistency” in the
QIOs’ application of the TwMidnight Rule. Tr. 52324; PX135.

¥ There is no suggestion that any of the Plaintiffs in this case underwent a procetwestbahe inpatient only
list. This pathway to inpatient status is thus beyond the scope of this case.
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the reviewer’'s own medical judgmefotr the adnitting physician’so determine whether a

patient was likely to require a twidnight hospital stay. Rather, the reviewer’s task is to
determine whether it wagasonabldor the admitting physician to expect the beneficiary to
require medically necessahospital care lasting 2 midnightSee, e.gDX579-004 (“In other
words, if the reviewer determines, based on documentation in the medical recotdy#sat i
reasonable for the admitting physician to expect the beneficiary to require nyeukcasary
hospital care lasting 2 midnights, the inpatient admission is generally approprizsdg ot
under Medicare Part A . . . ;"DX579 (repeatedly characterizing the “reasonableness” of the
physician’s expectation as the focus of the inquib®§521-003 (Dr. Michael Handrigan of

CMS: “Was what the physician chose to do unreasonable? Something that a prudent physician
would not do? ... [I]t may not be what | would do in the same scenario, but is the argument
reasonable? We're [sic] they diligent egbuo make that clear in the record? If so, then it
would be payable.})PX158at 7 (“Was it reasonable for the admitting physician to expect the
patient to require medically necessary hospital services for 2 Midnights or longelingchll
outpatient/observation and inpatient care time?”)

23.  One implication of the “reasonableness” slam is that therean bemore than one
acceptableourseof actionunder the Two Midnight RuleSee, e.g.DX511-006 (Dr. Handrigan

of CMSto QIOs: Placing the patient on observation and then admiidtieigwas reasonable,
“[b]ut, it would also have beeappropriate to admit in this case at the outset since there was an
expectation of 2MNs, so either way in this case it would have been okay.”).

24. The reasonableness determinatioaide by the QIOs is based on the “information known
to the physician at the time of admission,” and entries in the medical recordhafpeint of

admission “are only used in the context of interpreting what the physician knew and expected a
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the time of admission.” PX118ge alsdX511 (CMS official: Inquiry is “whether what
physician decided to do was reasonable at that time. . . . If it was a reasonablatdheidene,
then it would not be denied;"Jr. 523:9-12 (lwugo) (focus of the reviewvidether the
physician's expectation at the time of admission was reaspn@aeordingly, “[i]f an
unforeseen circumstance results in a shorter beneficiary stay than thegplyseasonable
expectation of at least 2 midnights, hospital inpatient payment may still be made wtlieanel
Part A despite the actual length of stay being less than 2 midnights.” PX117.

25.  The Review Guideline further makes clear that the Two Midnightaiskerequires a
showing of medical necessity, because the inquiry is focused on “the physician’s expeftat
the required duration ahedicallynecessarhospital services,” and not simply the expected
duration of a patient’s hospital stay. PX117 (“In other words, if the reviewer deés;rbased
on documentation in the medical record, that it was reasonable for the admittinggohigsici
expectthe beneficiary to requinmedically necessaryospital care lasting 2 midnights, the
inpatient admission is generally appropriate for payment under Medicare PgerAphasis
added)jd. (inquiry includes both “[e]xpectation of time and the determination of the underlying
need for medical care at the hospital”).

26. CMS directed QIOs to limit shedtay reviews to those claims that involved inpatient
stays of less than two midnights. That is, for the purposes of thesspreviews, when a
patient staye at the hospital for two midnighédter being formally admitted as an inpatient, the
claim would be presumed to satisfy the Two Midnight Rule and would not be subject to further
review. This policy is known as the “Two Midnight PresumptioRX117 at 1 (“Under the 2-
midnight presumption, inpatient hospital claims with lengths of stay greater than 2 nsdnight

after the formal admission following the order are presumed to be appropriktedmare Part
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A payment and are not the focus of medical reviffarts.”); PX158at 7 (“Step 1: Did the

inpatient stay from the point of a valid inpatient order to discharge last ‘2 midnighityées,

the claim is “presumed to meet the 2 MN requirement and [is] Appropriate toA Payment . .

. all other claims @ to go through the Review Guideline?®).The Two Midnight Presumption,
unlike the Two Midnight Benchmark, is not a rule defining eligibility for payment; ratherait i
strategy adopted by CMS to direct its contractors’ limited resources to thdsk gaims it

views as most likely to be imgper. Tr. 517-18 (Iwugo).

27. When a QIO determines that Part A payment was not appropriate, it initiates a
conversation with the provider. Tr. 561 (lwugsge, e.g.PX131. If, afterthat conversation, the
QIO still finds that Part A payment was not appropriate, it communicates the firgbddo the
hospital and beneficiary and sends the claim to the MAC to effectuate the dgraghwnt. Tr.

561 (Iwugo). Inissuing denials basedadailure to satisfy the Two Midnight Rule, QIOs use
language prescribed by CM®hich indicates that the claim was denied because it “did not have
supporting documentation of a two-midnight expectation requiring medically necessarylhospita
services.” See, e.g.PX166(sample denial letterp X165 at 4 (CMS template prescribing the

language).

20While the Two Midnight Presumptieawhich determines whether a QIOs will review a claim in more detail, and
not whether a claim in fact satisfies the Two Mght Rule—does not count time spent at the hospital as an
outpatient toward the two midnights, the Two Midnight Rule itdescount such time toward the requisite two
midnight expectation. PX117 at 5. For example, if a patient received observetinesas an outpatient for one
midnight, was admitted the next day based on the expectation that the patient would regedrt@dtitional
midnight, and was then discharged after staying two midnights, the resulting claichnotssatisfy the Two

Midnight Presumption (and could thus be subject to detailed review). But assumingdicepls expectation was
reasonable, the claimould satisfy the Two Midnight Rule (sometimes referred to as the Two Midnight Benchma
to differentiate it from the Twidnight Presumption), and would thus be payable under Part A. The Two
Midnight Presumption is not codified in the Code of Federal Regulations, unlike the ioingM Benchmark or
Rule.
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28. In conducting pospayment reviews of Part A claims, QIOs act as agents of CMS.
Detailed contracts between the QIOs and Gld®ern the QIOs’ workSee, e.g.PX076-080.

CMS maintains aletailed manuahat QIOs are required to followseeP X092 (Quality
Improvement Organization Manual). CMS engages in ongoing efforts to control and standardiz
the manner in which QIOs apply the Two Midnight Rule, including, for example: issuing
guidelines and developing step-bigpinstructiors governing how short stay reviewase to be
conductedseeP X158 at 7, PX136 at 4onducting conference calls with QIOs to provide
detailed guidance on how to apply the Two Midnight Rule consistesaity,e.g. DX514;

DX522, DX530 and issuing memoranda “instructing” and “directing” QIOs to perform various
tasks PX136 at 1-2.CMS views the TwoMidnight Ruleassufficiently objectiveto demandhat
QIOsapply the rule with a high degree of consistency, and has threatened consequences if QIOs
fail to maintain a 95% accuracy rat8ee, e.g.PX187 (warning QIOs that théailure to

maintain an accuracy rate of 95®8 an organization woulésult in the need to prepare a
corrective action plan, and requiring QIOs to implement an individual correctioa gtén for
individual reviewers with accuracy rates of less than 98%&@ alsdX519-004 (explaining

CMS'’s aim to ensure that “CMS Patient Status reviews are conducted cohsatergs the
[QIOs] so that there is no variability”).

3. The Role of the RACs

29. RACs are Medicare contractors charged with identifying areas where thdrigsrask

of improper Medicare payment, auditing the claims that lead to such payments, andmgcoveri
anyoverpaymentsld.; see generallfPX241. The RAC program was established by Congress.
SeeMedicare Prescription Drug, Improvement, and Modernization Act of 2003, Pub. L. No.

108-173, § 306, 717 Stat. 2066, 2256 (2003). It began in 2005 and ran for three years as a
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demonstration program. Tr. 977 (Duvall). When the demonstration program expired in 2008,
the full program commenced and all the contracts were in place by Z00®77-78 There are

four RAC contracts, which cover different areas of the courfiry966.

30.  Prior to the Two Midnight Rule, RACs regularly conducted post-payneergwsof Part

A claims focusing orshort inpatient stayso determinavhether Part A payment was

appropriate. Tr. 175:12-176:4, 179:13-18(P4fford) PX020 RAC denial ofashortstay

claim); PX021 éne RAC’sreviewguidelinesfor whether an inpatient admission was appropriate
for Part A payment ); Tr. 306:21-307:23 (indicating that RACs audited 8% of Fapbfient

claims according to a study of three hospitals); Tr. 912:15-914:25 (Duvall) (describimaftine

of RAC reviews dPart Ainpatient claims)Tr. 180:16-19 (Pafford) (indicating that RACs
reviewed inpatient claims about ten times more frequently than outpatient cl#iam&AC
determined thaa payment wamappropriate, it would notify the provider and the beneficiary,
and there would be a discussion period during which the provider could offer additional
information supporting the claim. Tr. 32318: 334:110 (Sheehy); PX241 at 24. #fter the
discussion periagdhe RAC stillfound the payment inappropriate, it would notify the provider
and the beneficiary, and notify the MAC to recover payment. Tr. 334:2-335:4 (Sheehy); 993:18-
994:6 (Duvall). These RAC reviewresulted in the denial of a substantial number of Part A
claimsand placed a significant burden loospital administrative staffTr. 183:1524 (Pafford)
(estimating that RACs denied 35% of one hospital’s Part A claifins);78:11-179:8 (describing
the administrative burden on hospitltsm facilitatingRAC reviews);Tr. 1882-190:14

(describing theprocess of appealing RAC denials “very expensive” for hospitals); Tr. 177:13-
16 (Christiana hospital was audited by a RAC every 45 days). Conversely, there is no evidence

that RACs reviewedutpatientclaimsto determine whether they should have instead been billed
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as inpatient claims. hle Medical Audit Manager at one hospital testified example, that no
outpatient claims thdter hospital submitted were rejected on the grounds that they should have
been inpatient claims. Tr. 184:14-(Pafford).

31. Followingthepromulgation of the Two Midnight Rule,hich became effective October

1, 2013, CMS suspended RAC reviews of Part A hdsgaans, while the MACs conducted the
Probe and Educate initiative. Tr. 374:10-16 (Sheehy), 981:18-982:5 (Duvall). That suspension
was ultimately extended through December 31, 2015. 80 Fed. Reg. at 3@54&050lr. 982:1-

5 (Duvall); DX579-001.

32.  Currerily, RACs may conduct reviews of Part A hospital claims only upon referral from
a QIO. DX579-0017r. 374:2125 (Sheehy). A QIO may refer a provider to a RAC if,

following review and education, the QIO determines that the provider is not able te tahe
Medicare payment policyTr. 596:16-19 (lwugo); DX579-001. Specifically, a provider may be
referred for “exhibiting persistent noncompliance with Medicare paymeniggliacluding, but

not limited to, consistently failing to adhere to the Two-Midnight Rule, or failing to improve
their performance after QIO educational intervention.” DX579-001. As dintiesof trial,

however, there had been no sueferrals. Tr. 596:16-22 (Iwugo).

33. RACs like QIOs,act as agents of CMS, and CMS continually dg¢leeir activities. Tr.
159:16-18 (Performant, a RAC, was “charged by Medicare” to “carry[] out” statutory teajida
DX581-006 (directing RACs to use commercial screening tools in reviewing claims); Tr.
944:13-945:7 (CMS required RACs to submit review guidelines for CMS’s review prior to

conducting audits); PX241 (statement of work for RAC contract with CMS).
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4. The Role of OIG and DOJ

34. TheDepartment of Justice (DOJ) has investigated hospitals for submitting iripatien
hospital claims that itlaims should have been billed as outpatatsims Tr. 221:16-21
(Schwartz). HHSwasworked with DOJ on these investigations, Tr. 221:22-222:1; Tr. 899:4-25
(Duvall), and CMS contractors sometimes make referrals tg D0303:11-13 (Duvall).

35. The HHS Office of the Inspector General (Olg&rforms audits of hospitals to ensure
compliance with CMS rules and regulations, including reviewing short inpatient staysute e
they were reasonable and necess&ge, e.g.PX029 at 1, 14. In response to OIG audits,
hospitalssometimes intensiftheir own internaltilization review activities to prevetie
submission ofpatient claims that don’t satisfy CMS'’s inpatient critetlid.. at 2021 (In

response to an OIG audit, one hospstatilization review teanibegan receiving “daily reports
from its consultants regarding the appropriate level of care. This information isucocated

to our ordering physicians when a determination has been made that the documentation does not
support an admission. These reports strengthen our lecak®fdeterminations and ensure the
ordering physicians receive feedback on the appropriate settings for pateiit

5. The Use of Screening Tools in the Review Process

36.  Throughout the relevant time periddMS hasrequiral its contractors tancorporate the

use ofcommerciakcreening tools-kardcopy or electronic resources created by private
companies settinfprth criteria for inpatient admission for a variety of metlmanditions—into
their processes for reviewing whether inpatient hospital claiensappropriate for Part A
payment. For example, throughout the relevant period, CMS’s Program Integrity Manual has
specified that wheassessingnpatient hospital claimfr Part A payment’[tjhe reviewer shall

use a screening tool as part of their medical revidlWX556-027; see alsdX553-005. In
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addition, since 2011, the Program Integrity Manual has stiéeBACs“shall use screening

tools and disclose their use to the provider community consistent with the requirantbets i
statements of work.” DX552-008.

37. CMS does not, however, permit its contractors to rely solely on screening tools to
conduct reviews. For example, the Program Integrity Mamagiiresthat “[i]Jn all cases, in

addition to screening instruments, the revieweriappis/her own clinical jdgment to make a
medical review determination based on the documentation in the medical record.” DX556-027.
Elsewhere, the Program IntegrManualprovides that “MACs shall not deny a payment for a
service simply because the claim fails a single scngeoiol criterion.” DX552-008 Rather,

“the reviewer shall make an individual determination on each claida.”

38. Thus, while RACs could use screening tools to decide which claims merited further
review, they were not permitted to deny a claim based on a screening tool result alone. Tr.
938:20-939:4, 965:16-25 (DuvaljeeDX553-005; DX556-027. In other words, “having gone
through the screening tool, the contractor could decide, | don’t want to use additional resources
to review this one further, because it is no longer high risk.” Tr. 965:25-966:3 (Duvall).
However, the RAC could not deny a claim without first doing a clinical assessmedtdette
documentation in the medical recerdn “in-depth review of . . . the entire chart.” Tr. 965:2-11,
9664-7 (Duvall); DX553-005; DX556-02%ee alsdPX021 at 5-8 (indicating that one RAC
approved the claims that passed the screening tool (provided other requirements,igich as t

presence of a formal inpatient order, were also satisfied¢@mductedurther review on claims

21 CMS does not mandate the use of any particular screeningSemle.g, DX556-:027 (“CMS does not require
that [the reviewer] use a specific criteria set.”). There are two major commercialgbéacreening tools
InterQual and Milliman (now called MC&}but some hospitals also use their own, internally developedrsog
tools. Tr. 63941 (Laucks).
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that did no}; Tr. 947:19-948:12 (Duval{)Tr. 146:23-24 (Dolan) (“[Clommercial decision
support softwares . . . were only utilized for screening purposib.gt 147:813 (“While [the
RAC reviewer] would take into consideration what popped out of the commercial screming t
algorithms, that did not make their decision in terms of deciding whether or not theveaim
billed wrong.”).

39. The Court was presented with limited evideregardingthe operation and content of
commerciakcreening tools. No commercial screening tool was actually introduced atnmiial, a
there was no other evidence that offered a comprehensive picture of the contencoéemyg
tool or of the criteria it use There was some eviden¢®mweverfrom which the Courtan

infer thatscreening tools include objective criteria for inpatient admission for a variety of
medical conditionsSee, e.g.Tr. 148:24-149:3 (Dolan). For example, for a patient experiencing
chest pain, Inter@al lists a number of clical parameters that would qualify such a patient for
inpatient admissigrincludingobjective factorsuchaswhether a patient has “positive cardiac
enzymes” or “EKG changésTr. 427:16-428:8 (Wilson).

C. Admission Practicesof Physicians andHospitals

40. The Plaintiffscomplain of being placed on observation status without being afforded
procedural protectionsThe evidence at trial showed thiaé process through which a patient is
placed on observation—and, accordingsydenied formal inpatient admissiand Part A
coverage—varies somewhat, largely depending on whetherghgent receives observation
services in ammergencydepartmenbbservation uni(‘EDOU”). The evidence further showed
that, even after a treating physician has decided to ord&tienpadmission, the patient faces a
second admission decision by the utilization review team, which can, in effect, otleeride

initial decision by the treating physician. Accordingly, | have divided the findings below into
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three parts. The first pag dedicated to admission practice€IiDOUs including a general
discussion of observation care; the second is dedicated to admission practicessetiigs:;
such as inpatiewards and the third is dedicated to the role of the hospital utilizagerew
committee(*"URC”) in the admission process.

1. Observation Services and Admission Practicea EDOUs

41.  Observation medicine is a recognized field of study within the medical commiigy.
Secterary’sxpert Dr. Christopher Baugltredibly testified that “observation care” generally
refers to “the care that patients receive while they’re getting additionahtets or testing to
determine if they require inpatient admissioir. 765:19-22.1t is the subject of at least two
textbooksseveral annual conferencesd at least two sections of professional societies. Tr. 764
(Baugh).

42.  Observation care sometimes delivered using condition-specific protocols that identify
both which patients would benefit from observation care and which treatments onitggtbe
appropriate once it is determined that observation care is appropriate. #. Tié&seprotocols
are created by the physicians and other medical staff at a particular hospaad biten shared
and discussed with physicians and medical directors at other hospitals, includingjragsrade
professional societies. Tr. 770:5-771:Z3bsenation patients are also sometimes clustered
together in an observation unit, which is often within or adjacent to the emergency @epartm
in which case the observation unit is known as an emergency department observadion unit

EDOU.%® Tr. 766-68.Obsevation care can thus be delivered in one of four basic settings based

22 For example, at Brigham & Women'’s Hospital in Boston, Massachusetts, wheBauh works, there are
twenty-three separate protocols, including a protocol for asthma and another for chesthmie is also a
“geneic” protocolfor patients who don't fit neatly into one of the conditgpecific protocols. Tr. 768

2 According to a 2009 national survey, just less than half of all hospitals nationalicbess to an observation
unit. Tr. 780:811. And the nationwide average length of stay for an emergency department observatitsit isi
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on the intersection of the above two factors: (1) whether observation patiecisséeeed

together in an observation unit and (2) whether the care involves the use of protocols. Tr. 765-
6724

43. In emergency department observation units (EDOUS), the decision by the physician to
order observation services, as opposed to formal inpatient admisgienerallymadebased on

the capabilities of the EDOU, the clinical judgment of the imggthysician, and the application

of observation care protocols, and not by applying the Two Midnight Rule or any other
governmentpecified criteria.For example, Dr. Baudiestified thatat Brigham and Women’s
Hospital in Bostona patients assigned to thEDOU, and thus placed on observation, when

“the attending emergency physician . . . determine[s] that their care would berbedtis¢hat
setting.” Tr. 782:6-11 (Baugh)This decision is made based on “the clinical scenario [the
emergency department physicians] are presented with,” irrespective of a paimntance
coverage, and withotihe approval or partipation of the hospitad’ billing or compliance staff

Tr. 784:3-7 (Baugh). The decision is informed by condispgeificprotocols, developed by the
physicians at Brigham and Women'’s, that identify which patients would benefit from

observation care. Tr. 766:1-771:23 (Baugh).

approximately fifteen hours. Tr. 82819. The overlap between patients who are expected to stay at least two
nights at the hospital and patients who are treate®@Us is thus limited, and Dr. Baugh testified that a patient
expected to require medically necessary hospital care for two midnights or mddenet usually get assigned to
an EDOU. Tr. 828:2829:23.

24 According to this taxonomy, in a “Type 1” settiqptients are clustered together in an observation unit, typically
within or adjacent to an emergency department, and physicians deliver care actopilotocols. Tr. 766. In a
“Type 2" setting, patients are clustered together in some manner, but thegtpatsicians do not follow
observation care protocols. Tr. 768. In a “Type 3" setting, patients are notadugte., patients may be
distributed throughout the hospital), but treating physicilrfellow protocols for providing observationrea Tr.
766-67. Finally, in a “Type 4" setting, patients are not clustered, nor do treating iphgdicllow observation care
protocols. Tr. 767.
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44.  Emergency department physiciamsfact, often do natvenhave the authority to order
inpatient @mission. For example, when Dr. Baugh determines that observation care in his
EDOU is not appropriate for a patient, and thatitipatient servic® would be the more
appropriate treatment setting, Dr. Baugh tansfer the patient tilve inpatient seree, but he
cannot formally admit the patient as an inpatiehte latter decision is reserved for the
physicians working in that department, although Dr. Baragtimake a recommendation at the
time of the transfer that the patidog treatechs an inpatient. Tr. 785:3-25. Accordingly, a
decision by Dr. Baugh to treat a patient inlBBiBOU as an outpatient receiving observation
services has the effect of preventing that patient from being formally adnoitieel hospital as
an inpatient, while a decision by himtransfer a patient to the inpatient sendoes not
guarantee that the patient will be formally admitted.

2. Admission Practices in Other Settings

45.  For patients who receive observation services outside BD®OUand during the time
period after the promulgation of the Two Midnight Rulee evidence at trishowed that
physicians generally decide whether to formally adrnpi@igent as an inpatierdas opposed to
ordering observation services, by applying the Two Midnight Rule. Thatyisigems generally
issue an inpatient order if they “expect[] the patient to require hospitalhzdrervsses two
midnights,” and they badhis expectatioron “such complex medical factors as patient history
and comorbidities, the severity of signs and symptoms, current medical needs, and the risk of an

adverse event,” 42 C.F.R. § 412.3(d){4)For example, Rintiffs’ expertDr. Ann Sheehy

25The inpatient service is the department of the hospital that cares for inpakiemisver, gatient on an inpatient
service may be treated as a formally admitted inpatient or as an outpatierihgeobgervation services.

26 Although there was no evidence that treating physicians refer to or consciously apekt tfehe Two

Midnight Rule, the evidence concerning physicians’ decisiaiking process was generally consistent with the
language of the rule, including reliance on the Rule’sexdraustive list of “complex medical factors.”
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credibly testified that hospitaligts'typically” write inpatient ordes based on whether or not

they “think [a paient] needs] two midnights of care.” Tr. 305:3-9. Similarly, Dr. Baugh
acknowledged that on ampatientservice(which is also sometimes referred to as a hospitalist
service) as opposed tm anEDOU, he understoothe admitting teano be “followingthe Twa
Midnight Rule, which is based on physician discretion around whether they need two or more
midnights of hospital services.” Tr. 824:2@-(Baugh)see alsoTr. 123:17-20 (Dr. Julia Kyle
ordeedinpatient admission if a patient “has medical needs that may exceed two midnighkts in th
hospital”); Tr. 1007:1014 (Dr. Swarupa Vedere indicated that if a patveas expected tstay
“more than 48 hoursthe patientvould be admitted as an inpatient, though she also indicated
that “the complexity of the patient care” was also a faor.

46. Physiciangetermine whether they expect a patient to require anigdaight hospital

stayby applying medical judgmeniTheir decisionmaking process is noéducible to any set of

27“[H]ospitalists [are physicians who] deliver the majpritf inpatient care for general medicine patients around the
country now. Hospitalists also deliver the majority of observation care arounduthigyc” Tr. 304:1720.

28 The role that the “complexity” of the care required by the patient plays in pnysicecisioamaking process

was not always clear at trial. At times, physician witnesses deddtiag an independent factor they considered in
determining whether to write an inpatient order, separate from their etipectgarding the anticipatedgth of a
patient’s stay, as in the abouited testimony of Dr. VedereSee alsdr. 124:26 (Kyle) (“Q: In fact, you use a
variety—consider a variety of factors, including the anticipated length of stay, theedmpulf the patient, and the
type of care the patient’s going to need; correct? A: Yes.”). But other evisieggested that complexity of
care—a patient’s “medical needs” in the language of the Two Midnight-Rig@otan independent factor

informing the admission decision, but rather a factor that informs the physicipe'station regarding whether a
two-midnight hospital stay will be necessary. The language of the Two Midnight rifiérésees the analysis in
this manner, describing the ultimate criterion for admission as the admittys@cian’s expectation that “the patient
require[s] hospital care that crosses two midnights,” and listing a patienti®f\t medical needs” as one of the
factors a physician’s twmidnight expectation “should” be based on. 42 C.F.R. § 412.3(d¢¢ alsoPX034.

Other testimony by the same physicians showed that they understood this featuieaaf Mielnight Rule. For
example, Dr. Vedere testified that even when patients are in an intengwndaimdicating that they require the
highest leel of care, they may still be classified as an outpatient receiving obsenextiares if “they can get

better in a day,” as with some drug overdose patients. Tr. 10202B1 (Vedere)k.f,, 78 Fed. Reg. 50496, 50947
(Aug. 19, 2013) (“We do not believe beneficiaries treated in an intensiverashould be an exception to this
standard, as our@idnight benchmark policy is not contingent on the level of care required or the placdrient
beneficiary within the hospital.”). Inpatient admisshmsed on complexity of required care or similar factors alone,
without the expectation of a tamidnight stay, may, however, be appropriate under thelmasase exception,
codified at 42 C.F.R. § 412.3(d)(3), but application of the-bgsease exceptioappears to be rare and CMS
provides limited guidance as to its applicability. Tr.-380(Sheehy).
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uniform, objective criteria.See, e.g.Tr. 123:17-124:1Kyle) (acknowledging that “it is

difficult” to provide exact criteria used in the admission decisions and thatsidnsiglecisions

are made based on the medical neddke patiat); Tr. 1015:16-23Vedere)(characterizing the
decision to change a patient’s statubased on an “overall assessment” of the patient, with no
set trigger) Tr 305:5-9 (Sheehy) (“We typically write an order based on the presumption of two
midnights. And that order is based on howhat | think the circumstances of that patient’s care
are going to be at that time to determine whether or not | think they need two midnights of
care.”). Nor was there any evidence that physicians themselves relied on aahsaeening
tools in making admissions decisions.

47. At the same timephysicians'decisionmaking process under the Two Midnight Rigle

far fromwholly subjective. The application of medical judgment under the dgarerally

involves the consideration of various objectigetors such as a patient’s signs, symptoms,
medical history, and test results, and the applicati@enstfaredody of scientifically derived
medical knowledge, as well as a physician’s own iteal experienceo formulate a

treatment plan andn attendanéxpectation regarding how long a patient will require hospital
care. See, e.9.Tr.1013:21-1015:18Vedere)(describing the decision-making procesas

noted, the factors that the physicians who testified actually considered are¢etngith the
non-exhaustive list set forth in the Two Midnight Rule, “patient history and comorbidities,

the severity of signs and symptoms, current medical needs, and the risk of an adversd2vent
C.F.R. § 412.3(d)(1).

48. In some cases, physicians consult with hospital case managers prior to determining
whether a patient should be admitted as an inpatient or placed on observation. For example, Dr

Vedere testified that, at Yaldew Haven Hospital, “if we have any doubt, we always call the
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utilization review managgs],” who are“trained,” “ have all the Medicare guidelinésnd are
“available 24/7.” Tr. 1011-1Zee alsalr. 407-08 (Wilson).Thisis in line with CMS’s intent,

as CMShas repeatedly indicated that “hospitals should have case management and other staff
available at all times to assist thleysician in making the appropriate initial admission decision.”
78 Fed. Reg. 50496, 50914 (Aug. 19, 20%8% alsdPX093 at HHS0007574-78.

49.  Physicians are not, strictly speaking, bound by the Two Midnight Rule. To be sure,
evidence showed thphysicians outside of EDOUs view applying the Two Midnight Rule as
part of theirjob. See, e.g.Tr. 124:1520 (Kyle) (“[W]e have to answdthe Two Midnight Rule
guestion] on every admission.”); Tr. 1008:6-8 (Vedere) (Q: “. . . [D]id you have to make
decisions whether to admit patients as inpatients? A: We do as a physician. So lhesadde

put the admission order . . .. | need to mention inpatient or observation.”)Plandff's

expertDr. Sheehy opined that the Rule binds physicians and dictates a particular outcome in
each caseTr. 324:38 (Sheehy) (“So if a patient meets the tmanight requirement, they are

an inpatient. If they don’t meet the two-midnight requirement, they are under observatn. A

| am bound to follow Medicare regulations.”). CMS’s sub-regulatory guidance, howesdezs
clearthat CMS does natquirea physician to admit a beneficiary as an inpatient once he or she
develops the expectation that the beneficiary will require 2 or more midnights of hyedica

necessary hospital care. PX034 (“Q4.10: Is the physician required to admit theibgna$ an

inpatient once he or she develops the expectation that the beneficiary will requimaior

29 For example, in the preamble to the 2014 IPPS Final Rule, CMS notes that “chargj@nirsatus from

inpatient to outpatient should be few becaussphials should have case management and other staff available at all
times to assist the physician in making the appropriate initial admissioiodetise of Condition Code 44 or Part

B inpatient billing pursuant to hospital selfidit is not intended tserve as a substitute for adequate staffing of
utilization management personnel or for continued education of physicians and letaffisthout each hospital’s
existing policies and admission protocols. As education and staffing efforts colatipreggess, inappropriate
admission decisions, and the need for hospitals to correct inappropriate admissipastaondition Code 44,

should become increasingly rare.” 78 Fed. Reg. 50496, 50914 (Aug. 19, 2013).
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midnights of medically necessary hospital care? A4.10:.... CMS does not require ithgp treat
physician to admit the beneficiary as an inpatient in these or any other circurastance

[W]here the treating physician expects a beneficiary to require medically mydessgital care
spanning 2 or more midnights, we encourage the physician to consider ordering an inpatient
admission, with the understanding that such a claim will not be denied by a Medicave
contractor for inappropriate status if all other requirements are m&irfjilarly, CMS has stated
that it does noprohibit a physician from admitting a beneficiary as an inpatient absent the
expectation of a twaonidnight stay (or any other qualifying criteriorpee, e.q.78 Fed. Reg.

50496, 50949 (Aug. 19, 2013) (In response to concerns that the Two Midnight Rule conflicts
with some state laws requiring inpatient admission after 24 hours at a hospitagxpdBed

that “[tlhe 2midnight benchmark does not prohibit physicians from ordering inpatient admission
in accordance with state law; rather, this policy indicates when Medicare payithéet w

deemed appropriate.”).

50. For the period before the promulgation of the Two Midnight Rukret wasnsufficient
evidence presented at trial from which to draw any meaningful conclusions as togpisysic
decisionmakingprocessesvith regard to formal inpatient admission. All of the four physicians
who testified focused on the period after the Two Midnight Rule. No physician teshitiat a

how he or she decided whether to admit a patient as an inpatient before the adoption&f the rul
i.e., when the governing standard was the 24-hour benchmark set forth in the Medicare Benefit
Policy Manual.

3. Reviewby the Utilization Review Team

51. The initial decision by the treating physician to order inpatient admission or to place a

patient on observation does not represent the end of the decision-making process. Rather,
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physician admission decisions undergo extensive review by other hospital staff throughs proces
known as “utilization review.”

52. To comply with the Medicare statute and regulations, hospitalshrausta utilization

review (“UR”) plan that providesnter alia, for review of inpatient admissions and the duration

of stays for medical necessitpeed42 U.S.C. § 1395x(k)(1); 42 C.F.R. § 482.86e alsdrr.
634:3-9(Laucks)(“[U]tilization review is. . . a requirement for Medicare, [wherein] nurses,

clinical case managers, screen patients vievaaence-based tool.”Hospitalsmusthave a

utilization review committee (URC), which is responsibleeecuting the UR pla#f. 42

U.S.C. 8§ 1395x(k)(2); 42 C.F.R. § 482.30(b). The URC must include at least two physicians, but
a physician member of éhURC may not be involved in the care of the patient whose case is
being reviewed 42 C.F.R. § 482.30(b\hile implementation of th&JR plan isformally the
responsibility of the hospital’s UR in practice much of the UR process is conducted by

hospitll UR personnel such as case managersraliddual members of the URGn fact, CMS
“encourages and expects hospitals to employ case management staff to fadlagigitation

of hospital admission protocols and criteria, to facilitate communich@bmeen practitioners

and the UR committee or Quality Improvement Organization (QIO), and to asdifiRthe

committee in the decisiemaking proces%,PX093 at HHS0007575, and permits individual
physician members of the URC to initiate patient status @saog behalf of the UR@]. at
HHS0007576.

53. At each hospital as to which evidence was presented at tréa,amnpatient admission

or observatiororderis entered by the treating physici@ase manags or othelUR personnel

30|f having a properly functioning staff conittiee is impracticable due to the small size of an institution, the URC
may be a group outside the institution, established by the local medical society gnolp af hospitals. 42 C.F.R.
§ 482.30(b).
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reviewtheorderfor compliance with CMS rulesSee, e.g.PX118 at 6 (John Dempsey Hospital
Utilization Review Plan provides for the review of every admission by case nmaeagévithin
the first working day of admission” to “determine if the patient meets CMS admissio
criteria™l); Tr. 634:21-23Laucks) see alsd®®X096 PX200 (Allina Health Systera’protocols

for reviewing admission orders).

54.  There argenerallytwo levels of review. The firdével of reviewis performed by case
managersvith nursing backgrounds anaviolves theuseof a commercial screening todbee,
e.g, PX118 (“The Case Management staff [at John Dempsey Hospital] conducts anadmiss
review.”); Tr. 636:21-637:20, 644:2-Zbaucks)(initial screening at John Dempsey is performed
by a nurse case manager); 419:12-25Wilson) (utilization manager nurses at Allina Health
use MCG, a commercial screening tool, to perform an initial review of admissier§o¥ If

the treating physician orders inpatient admission andake managdinds thatthe commercial
screeningool’s inpatient criteria are met, the review is generdéfgmeccompleteand the
treating physician’s order is left undisturbe®ee e.g, PX200at 8 (indicating that, at Allina
Health Systemif there is an inpatient order @mpatient screening tool criteria are met, the

review is complete Tr. 420:1-4Wilson) (same)*

31 According to John Dempsey Hospitals’ Utilization Review Plan (220E6), a review may result in discharge or
the change of the patient’s status from inpatient to observa®xnl18 at 6.

32 The Director of Care Management at one hospital testified that while CMS aloesindate the use of a
particularscreening tool, hospitals must use some type of screening criteria as a carigificticipation in the
Medicare programfr. 639:1824 (Laucks.

33 Allina relied on a commercial screening tool called Interqual until around 20Mjett point it switched to a
different screening toe-MCG. Utilization review personnel are tasked with searching the medical record to
determine whether Interqual’s paraters for inpatient admission are satisfied. Interqual is more a referancmnth
automated tool; it is up to the user to apply the criteria to a patient's mezticalls and a make a determination
whether the criteria are satisfied. Tr. 428218:10(Wilson); see alsdlr. 419:1021 (describing how MCG is used
by utilization management nurses). While most hospitals use one of the two majoerctehscreening tools as
part of their utilization review process, some hospitak their own, homgrowncriteria for determining whether
inpatient admission is appropriate. Tr. 6463L:3 (Laucks).
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55. If the case manager findisat thecommercial screening tool’s inpatient criteria aos

met, thecase igypically referred to a physician advisimr asecond level of reviewfr. 420:2-

11, 417:2-15 (Wilson)Tr. 644:21-25Laucks) Hospitals employ their own physician advisors,
who are oftermembers of the hospital’s URG@ire thirdparty contractors to perform second-

level reviews, oboth. Tr. 645:11-19; 637:14-1@_aucks).

56. If the physician advisor concludes that inpatient admission is not warranted, the treating
physician is prompted to enter an observation order. Tr. 421:21-422:8, 432:1-5 (WAlson).
treating physician may take one of several courses of action in response to a retjieest by
utilization review teanto change a patient’s status from inpatient to observdtigthe

physiciancan simplyenter the requestaabservation ordel(2) if the physician disagreethe
physician can contact the physician advisor to discuss the case; and (3) the physician can do
nothing, leaving the inpatient admission order undistur@ed435:21-436:25 (Wilson).

57.  There was some evidence thag final decision whether to enter an observation order or
leave the inpatient admission order undisturbed beltnte treating physician, in that only a
treating physician can enter an order, arickating physician can, at least sometimes, decline to
follow the recommendation of utilization review personnel, iarglich a casthe patient’s status

in the hospitds records will remain unchangeé&ee, e.g.Tr. 130:4-7 (Kyle) (explaining that

she did not face any negative consequences for declining to follow UR’s recommendation, but

noting that she was not directly employed by the hospital); Tr. @@:2ucks§* Tr. 1015:22-

34 Ms. Laucks testified that, at John Dempsey Hospital, in the event of a disagtdetween the treating physician
and the UR physician advisor, “we would default to the [treating] physician.” But preesed to elaborate, her
response suggested that the most common scenarios were that the treating physidigield to the physician
advisor’s position or else provide additional documentation to support his or hesrpssithat the physician

advisor agreed with that position. Tr. 698%229:6. It was not clear that the treating physician in fact had the upper
hand in cases of disagreement. Furthermore, John Dempsey Hospitalis guitielines suggéeshat treating
physicians do not have the final s&yeePX118 (If two Physician Reviewers determine that no criteria are met, an
internally generated denial letter may be created and sent to the attending playsigmatient . ..").
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23 (Vedere) (whether to change an order is “finally the physician’s deci&ioBit if the
utilization review teantontinues talisagree with the treating physician and belignata claim

is ineligible for Part A inpatient payment, the hospital cannot bill Medicare undeh Par.
436:5-25 (Wilson).

58.  On the other hand, some plgjans believe thahe utilization review team makes the
final call as to patient status. Tr. 300:7-19 (Sheehy) (doctor’s initial order is andigpon

what the status will be; it is reviewed by case managers and, if it is incorrecctoewill be
asked to change it); Tr. 300i® (“oftentimes” the utilization review team “makes the final
call”); Tr. 127:21-24Kyle) (“[W]e’re pretty much coached that you follow what [utilization
review] tell[s] you.”). Andthere was evidence thiabspitals angbhysicians tell patients that the
decision to place them on observation rather than admit them as inpatients is m@d=tgru
review personnel and not the treating physici@ee, e.g.PX152 (Letter to Kanefsky: “During
your January hospital visit, your case was reviewed by the Utilization Review to chetéirmi
your status could be changed from observatianpatient. Ultimately, the reviewer determined
that you still qualified for observation status and did not meet the requirement forrhpatie
status.”) Tr. 66:17-67:7 (Lawson); PX028 atdeealsoKanefskyTr. 26:18-19 (Treating
physician on Mr. Kanefsky’s placement on observation: “I can’t do anything abodfit.”).

59.  Whether or not treating physicians make the final decisiorrettemmendabn of the
utilization review team isat the leasthighly influential. Thus, it is not surprising thaet

patiens who tesified at trial (either by themselves or through a family represenjative

35Dr. Vedere also testified, however, that UR personnel “are trained and . . . h&neehddidicare guidelines
books” and “if we have any doubt, we always call the utilization review manager?011:211012:11.

36| consider Mr. Kanefsky’s testimony about what his physician told him not for its buttior the fact that the
physician said it to Mr. Kanefsky.
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described experiences in which it appearetbagt from their perspective, that the utilization
review team had overridden the judgment of the treating physician as to whether they should be
inpatient or observationi-or examplePlaintiff Ervin Kanefsky stayed at a hospital for five days
after sustining an evulsion fracture of the shoulder. ECF No. 394-10 at 25. Shortly before
being discharged, Mr. Kanefsky was informed that “the powers that be changed you back from
observation—from inpatient to observation so they’re not going to pay for yoalr.ieECF

No. 394-10 at 26. According to Mr. Kanefsky, his treating physician, who was present at the
time, was “aghast,” and exclaimed “What? . . . | put this man as an inpatiént¥hen Mr.
Kanefsky asked whether his treating physician could do anything about the status change, Dr.
Glynn responded that he could [#6tld. As noted above, the letter he later received from the
hospital informed him that although his “case was reviewed by the UtilizationviRethe

reviewer determined “that he $tjualified for observation statusPX152.

60. Likewise,Plaintiff Andrew Roney was hospitalized for three nightse was initially
admitted as an inpatient, but prior to being discharged, his status was changed to observation.
Tr. 80:2-81:25.He receive a notice stating, “Your stay is being classified for billing purposes
as‘Observation stay, rather than as inpatient admission. . . . . Assigaiolgssification for

billing purposes is required by your insurance. Please note, however, thaaliheofcareis

exactly the same regardless of whether your stay is billed as observation ontrip&i218 at

51 (emphasis in original)The hospital latemwrote toMr. Roneythat “we continually review

each patient’s clinical status during hisher stay’ andthatalthough he had beeémnitially

371 do not consider these statements for their treeiRcept for the physician’s exclamation, which is an excited
utterance—but only for the fact that they wemade to Mr. Kanefsky.
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admitted as an inpatientpon later review, his status was changed to observation. RX195

5238

61. Similarly, Plaintiff Martha Leyannavas hospitalized for seven niglatsd although she

was initially admited as an inpatienshe was subsequently placed on observation. Tr. 42:4-8
58:5-7. The hospital told Ms. Leyanna’s daughter and granddaughter, who were attempting to
challengener placement on observation, thatdeeision to change her statuas male by the
utilization review committee. Tr. 66:2&7:7 3°

62. The decisive influence of the utilization review team in cases in which a patient’s
designation is changed from inpatient to observattems from akeast thredactors First,
treatingphysicians often perceiveilization review personnel to libe expertsegarding

eligibility for Part A coverage for inpatient hospital services. Tr. 384:4-16; 394:13-19 (Sheehy)
(“[D]octors generally defer to that team of experts who are chargédtheir job to review

these orders. They have expertise in this order review. And we defemtasHar as the

guidance on writing a compliant order with CMS regulations.”); Tr. 1012:A/&dere) (“[I]f

we have any doubt, you know, we always call thiization review manager who’s available

24/77; utilization review personnel are “more trained in the Medicare guidélings 127

(Kyle) (“[W]e’re pretty much coached that you follow what [URC staff] tell ypu.

63. Second, treating physicians outside of dedicated observatiorgangsallyview the
distinction betweeformalinpatient admissioand designation as an outpatient receiving

observation services as a billing distinction divorced from decisions regarding ageropria

38| do not consider the statements in this letter for the truth of the matetegissAs discussed above, however,
other evidence at trial indicated that changing patient statuses as a resntinafataitilization review is ammon
practice.

39| consider this statement for the purpose of establishing Ms. Leyanna and hersfanjilgtience, and nfur its
truth.
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medicalcare Tr. 360:15 (Sheehy); 803:22-804:14 (Baugh)his view issupported by some
statement®y CMS,see supra ; PX010 at 60 (“Observation/Outpatient Status is NOT a

clinical concern . . [s]Jame patients, same services, same physicians, same rooms, same nurses
....» “Observation/Outpatient Status IS a billing con&grand communicated by hospitals to
patients PX218 at 51 (“Assigning a classification for billing purposes is required by your
insurance . . . [T]he quality of care is exactly the same regardless of whether your stagds bill

as observation or inpatient. . . . You will have outpatient billing status, even though you are in a
regular hospital bed and receive some of the same services as a patient wehtibplig

status’). So the treating physician is often not highly invested in what he or she regards as a
billing designation. Further, in some cases, the treating physician who enters an observation
order at the behest of utilization review personnel is not the same physician wied gmte

original inpatient order, depending on which physician is working when utilization review
prompts the treating &n for an orderSee, e.g.Tr. 434:6-435:20 (Wilson). Thus, even if one
treating physician defies the utilization review team’s recommendation, theighysn the next

shift may not.See, e.g.Tr. 1012:18-1013:20 (Veder&).

64.  Third, hospitals have merat stake with respect to the inpatiebservation distinction

than treating physiciansf the treating physician maintains inpatient status while the physician

40 The utilization review team may review observation orders as well as impatekers. Thus, if a treating
physidan initially enters an observation order and the utilization review team c&scthat a patient qualifies for
inpatient admission, the physician is similarly prompted for an inpatient deee, e.g.PX096 at 4; PX200 at 9.
Dr. Baugh who is an emeency department physiciacredibly testified that, on occasion, a case manager
recommends that a patient he has elected to manage in the observation unit vamtlqualify as an inpatient. Tr.
805:1115 (Baugh). But this “doesn’t change [his] plan,” because he is “very comfortablengnowiwhat we can
and can’t do in that unit."Tr. 805:1922. In other words, Dr. Baugh makes the decision to keep the patient in his
observation unit, rather than recommending a transfer to an inpatient seneieethe patient might be formally
admitted as an inpatient, based on whether his observation unit is clinically ameréqrihe patientAs discussed
above, his experience differs in important respects from the experience of osgitalists. The Court heard no
evidence on how physicians outside of EDOUSs react to requests from theiomilizziew team to change an
observation order to an inpatient order.
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advisor continues to believe that Medicarnenpatientcriteriaare not satisfiedthe hospal

cannot bill Medicare for inpatient services. Tr. 436:5-25 (Wilson). Nor can a hospital bi
Medicare for observation services unless and until a treating physician entdseavation

order. DX 548-020. Hbspitals have an interest in maintainocampliance with CMS regulations
and avoiding the administrative burden associatedté&more intensive regulatory scrutiny

that comes witlpersistent noncomplianc&X579-001; Tr. 177:13-179:12.

65. Inlight of all this, it is not surprising that the treatidence showed that when an
inpatient’s status ishanged to observation, thieclassifications invariably caused by

utilization review personnel applying Medicare rules and guidance. As detailed disoCepuirt
heard substantial evidence of the significant and continual involvemaetilizdtion review
personnel—and their decisive influencexdetermining patient statug’he Court also heard
evidence ofultiple instancesvhere inpatient orders were changed to observation orders at the
behesDf utilization reviewstaff. See, e.g.Tr. 433:7-435:20 (Wilson) (inpatient order changed

to observation at the behest of UR personnel); Tr. 127:15-24, 129:13-19 (Kyle) (inpatient order
changed to observation at the behest of UR personnel before being changed back to inpatient on
the initiative of the physicianPX152 (indicating that Mr. Kanefsky was placed on observation
status based on a determination by utilization review). AadCturt heardmevidencet allto
suggest that treating physicians put patients on observation status on their own iaitetive
having admitted them as inpatients. There would be little reason for them to do sossince, a
discussed above, such a reclassification constitutes little more than a c¢hhiligeyi status, and
hospitals have dedicated utilization review personnel responsible for ensuringgpaial stays

are billed appropriatelyCMS has made clear, for example, that an inpatient should not be

switched to observation status in response to clinical developments—such as an unexpected
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recovery that changes the physician’s earlier two-midnight expect&8eer.8 Fed. Reg. 50496,
50946 (Aug. 19, 2013) (“[A] beneficiary who experiences an unexpected recovery during a
medically necessary stay should not be converted to an outpatient but should remain an
inpatient.”). Rather, changes from inpatient to observation—and the initiation of Condition
Code 44—are “specifically for the situation when the utilization review or management
committee determines that theysician has not appropriately admitted a patient and the
physician concurs that the status should be converted to outpatient prior to beneficiary
discharge.”ld. at 50496-971

66. In reviewing admission orders, utilization review personnel are applyingarite
established bZMS, including the Two Midnight Rule, ilargely the same mannigiis applied
by CMS contractors conducting shstay reviews.See, e.g.PX200 at 3Allina Health
“Systemwide Plan: Hospital Utilization Managememtticating that, like CMS contractors,
Allina Health’s utilization review process involved an initial screen using a cocraher
screening tool, which the plaafersto as “nationally accepted evideHAgased criteria’})id. at 8
(flowchart documenting the review process at Allina captioned “Two Midnight Asiomis
Review Workflow”), PX131 (summary of provider education call with QIO stating that QIO’s
goal “is to assist providers in reaching the 90% or greater compliance standartaf the
midnight rule”);PX118 at 6 (John Dempsey Hospital Utilization Review Plan provides that
admissions & reviewed to “determine if the patient meets CMS admission criteiX356 at

11 (physician advisor explaining to QIO contractor that the hodpitat wasapplying Two

4 When a patient is changed from inpatient to observation and the entiielsitid underPart B, the Claims
Processing Manugrovidesthat “the change must be fully documented in the medical record, complete with order
and notes that indicate why the change was made, the care that was furnished tditenpemed the participants

in ma&king the decision to change the patient’s status.” Medicare Claims Procktmiual § 50.3.2. Thus, the

URC's role in each status change is refleatetthe medical record.
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Midnight Rule “to a T”) Tr. 384:411 (Sheehy) (indicating that case managersiaeel to

review admission orders for compliance with Medicare regulations and hospitefgysicians
rely on them for this purpose).

67. CMSin factengages in significant efforts, often through its contractors, to educate
hospital staff on the application of the Two Midnight Rule, including direct interactidghs wi
physician advisors regarding how to apply the Two Midnight Rule prop8ee, e.g.PX131;
PX132; PX197 (transcripts of provider education calls); PX034 at 3 (describing plaforésl ef
by CMS and its contractors “to provide guidance and education about the inpatient rule to ensure
hospital understanding and compliance with the instructions”); PX034 at 9 (describing factor
physicians should consider when making the admission decision); Tr. 958:5-18 (Duvall)
(describing the Probe and Educate initiative, performed by CMS contractors adbdise dfe
CMS); PX151 QIO explaining to providers why certain claims were denied under the Two
Midnight Rule). Andhe review and audit activities of CM®ntractors, including QIOs and
RACs, as well as @30J and HHSOIG, described irSectionlll.B, supra put substantial
pressure on hospitals to apply CMS'’s inpatientiadioncriteria rigorously, uniformly, and in
the same manner as CM$ short, the evidence showed that when a patient’s order was
changed from inpatient to observation, it was done at the behest of URC staff, whorvyang ca
out what they believed to be CMS’s instructions.

D. The Stakes for Medicare Beneficiaries

68.  When a beneficiaris placed on observation, rather tfiarmally admitted as an
inpatient,the beneficiary is effectively denied Part A coverage. This effedénel of Part A
coverage can have sigitidntnegative consequencks beneficiariesas CMS has

acknowledged. PX007 at 1; PX049 at 7192-93 (“pressure number one” leathieg w0

50



Midnight Rule was “tremendous beneficiary concern regarding the growth and the duration” of
observation care); PX031 at 45156 (trend of lengthy observationvesagencerning because

of the “significant financial implications” for Medicare beneficiaries); PX043- &t Tr. 919:21-
922:5 (Duvall).

1. Coverage for SNF Care

69. The nost significanhardship caused lie Plaintiffs’ placement on observation status is
thelossof eligibility for Part A SNF coverageMedicare will cover poshospital SNF carenly

for those beneficiaries who spend three or more consecutive dayshwsttitalas an

“inpatiert,” and time spent as an outpatient receiving observation services does not count
towards the threday requirement42 U.S.C. 8 1395x(i); 42 C.F.R. § 409.30(a); PX007 at 1,
PX095 at 6726-277r. 319:18-320:17, 345:4-346:11 (Sheghir. 923:1-924:10 (Duvall)7r.
858:5-859:10 (Baugh). When a beneficiary stays at the hospital for three or more consecutive
days but is formally admitted as an inpatient for less than three days—spending one or more of
those days on observation status—Hbaeficiary’splacement on observation has the effect of
depriving the beneficiary of SNF coverage.

70.  Medicare beneficiaries who decide to receive {mastpital SNF care but who have not

met the threglay inpatient requirement are forced to cover thésaaisSNF carewhichaverage

over $10,000, out of their own pockets. PX043 at 2-3, 15 (according to an OIG study, the
average oubf-pocket cost for SNF care not covered by Medicare was $10,503); PX024 at 11090
($10,600 SNF bill for Martha Leyanna); PX025 at 11082 (explaining why Msarreys SNF

care was not covered by Medicare); Tr. 495163 (Lawson)ifdicating thatMs. Leyanna had to
pay for her SNF care out of pockel), 354:10-19 (SheehyECF No. 394-10:2-21 (indicating

that Plaintiff Ervin Kanefsky paid “close to $10,000” for his ramvered stay at a skilled
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nursing facility); PX124 (listing charges of $9,145 for room and board at PowerBack
Rehabilitationfor Mr. Kanefsky).

71. Medicare benédiaries who run out of money to pay for SNF care out-of-pocket, but who
have a continued need for care, may be forced to transfer to a nursing facilityhtiwtpravide

the rehabilitative care theyeed. Tr. 51:2-16, 70:18-72:2 (Lawson) (indicatirgf tds. Leyanna

ran out of money to pay for skilled nursing care, had to transfer to a facility providing a lower
level of careand never regained independent mobilit@ther beneficiariemay be forced to
forgoneeded SNF care entirely because they ataffiord to cover the cost out-of-pocket. Tr.
121:3-17 (Kyle);Tr. 355:15-356:9 (Sheehy]Jr. 861:7-862:7 (Baugh).

72.  According to a 2013 OIG report, during FY 2012, a total of 617,702 beneficiaries had
hospital stays lasting at least three nigfea/erthan three of which were inpatient nights.
DX577-014. Of these, 4% obtained SNF services following their discharge from the hospital,
even though they did not qualify for these services under Meditdd&577-015. However,

the 4% figure does not includkeneficiaries who were recommended for SNF care by their
treating physician but did not receitedue to concerns about the aifitpocket costs they

would incuror other circumstancesThe data on this populati@nesparse, but one study
indicated thafive times as many patients are recommeride@NF careasactually receive jt

which would mean that in FY2012 a total of around 20% of the 617,702 extended observation
stay patientsvererecommended SNF care for which they did not quétifMedicarecoverage

due to their designation as observation patients. Tr. 797:22-799:9, 802:3-14 (Baugh).

42 According to the OIG Report, CMS in fact “inappropriately” paid for SNFisesv/for the majority of these
approximately 24,008eneficiaries, but 2,097 beneficiaries were fully liable for their own &défs, which
averaged $10,503. DX57015.
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73. Designation as an outpatient receiving observation services, with no ability to appeal the
designation, and the attendant denial of SNF coverage, can alsodgatie emotional effects

on beneficiaries and their familiess well asharmful effects on the doctor-patient relationship.

Tr. 119:13-120:6, 121:3-17 (Kyle) (Upon learning that her placement on observation meant she
was ineligible for SNF coverage, patient told her provider that if she couldn&fggdt and

couldn’t return home, it would bankrupt her family and that she would rather jusfTdie.)
354:20-355:6 (SheehyJr. 419:8-12 (Lawson) (Plaintiff Martha Leyanna’s granddaughter
described losing trust in the system after all of her efforts to challengeameingpther’s

placement on observation status, and the attendant denial of SNF care, proved futile.)

2. Hospital Costsfor Those Lacking Part B or Private Coverage

74.  When a beneficiary is placed on observation status, rather than formally dcisitia
inpatient, the beneficiary is also, in effect, denied Part A covdoaglee hospital stayln such a
case, the hospital stay may be covered by Medicare Part B or private insifrdnecbeneficiary
haschosen to pay the premiums to secure such coverage. If a beneficiary has no such,coverag
the beneficiarys personally responsible for the full cost of the hospital stay, which constitutes a
substantial financial burden. For example, one Medicare beneficiary, Andrew Rauiylycr
testified that he did not have Part B coverage because he could not afford it. Tr. 74:22-23,
75:11-17. Partway through Is hospital stayMr. Roney’sstatuswaschanged from inpatient to
outpatientmaking him ineligiblfor Part A coverage.As a result, he had to pay the cost of his
hospitalstayhimself. PX218 at 1-4 (bill for $3,502 for Andrew Ronel), 84:2-18 (Romy).

75. If a beneficiary has purchased Part B coverage, in most cases, the bengfititof-

pocket costs for an observation stay covered under Part B are less than a conmpetidhe i

stay covered under Part A. PX149 at HBI§ OIG Reportin 2014, “jo]n average, beneficiaries
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paid more for inpatient stays than for outpatient stays, but in some instances thewasedse
case.”);DX577-002 HHS OIG Reportin 2012, [o]n average, short inpatient stays cost

Medicare and beneficiaries more than observation stéfsIi) some cases, however, the-out
of-pocket cost of an observation stay covered under RariBher than a comparable inpatient
stay. Prior to 2016, when a hospitalized Medicare beneficiary received observatioessand
wascoveredunder Medicare Part,Bhe beneficiary was responsible for a 20 percent copayment
for each individual service. DX575-010; PX149 at("Eeneficiaries in outpatient stays

generally pay 20 percent of Medicare’s rate for each service, and there is natvapobal

amount they can be responsible for paying.”). As a result, some beneficiariesdealviidger
out-of-pocket costs for observation stays than they wioaneé faceds an inpatient. For

example, in 2012, for “6% of all observation stays, or 83,747 stays, beneficiaries paid more than
the inpatient deductible,” and “for 3,439 observation stays, beneficiaries paid more than two
times the inpatient deductible.” DX577-0k&e alsd®X149 at 13 (“In FY 2014, beneficiaries

in 352,940 outpatient stays paid more than the inpatient deductible.”).

76.  Starting in 2016, Medicare bundled most facility charges for observation services into a
single payment, so beneficiaries receiving observation services subject to this bundang pa
single 20 percent copayment for all covered services during the stay. 80 Fed. Reg. at 70334; Tr
788:4-8 (Baugh); DX561-018 to -20; DX575-010. In 2018, the bundled rate for observation
services was $2,349.66, Tr. 791:24-25 (Baugh), resulting in a 20 percent copayment of $469.93.
By comparison, the inpatient deductible in 2018 was $1,34énefiaries designated as

outpatients receiving observation serviaesstill responsible, howeveigr the expense of self

43 Beneficiaries who have Part B coverage and who have stayed at the hospital ldeeéndayts or were
inpatients for more than three days do not fall within the class definition.
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administered medicationgjich are typically théeneficiary’shome medications. Tr. 788:9-11
(Baugh). According to OIG, in 201the averageharge for seladministered medication was

$207. PX149 at 13. It is unclear how much such charges vary and how often the combination of
the observation copayment and the cost of adhinistered medications surpasthe inpatient
deductible.

E. The Existing Procedures

77. Beneficiaries currently have no formal opportunity to challenge their placement on
observation status, whether in the first instance by their treating physiciatherrasult of
utilization review. They are not given a hearing prior to being placed on observation, at which
they might argue that they meet the requirements for a payable inpatient admission under
Medicare regulations, n@nylater opportunity to challenge their placement on observation and
the effectivedenial of Part A coveradg@at it entails But while beneficiaries cannot appeal this
critical determination, the parties did present evidence at trial of the existioggpires that

allow hospitals to challenge denials of Part A claims by QIOs, as well asistiageprocedures
that allow beneficiaries to challenge, on an expedited basis, decisions twaterMedicare
benefits in the hospital context.

1. Standard Appeds

78.  When a hospital’'s Part A claim is denied by a CMS contractor on the basis that the
inpatient admission did not satisfy the Two Midnight Rule ljefore that, the 24-Hour
Benchmark)the hospital may appeal the denial through thelével, “standard appeals

process. Tr. 975:5-13 (Duvall) Tr. 1081:10-20 (Ramirez). First, any party to an initial
determinationsuch as pre or postpayment denial of Part A coverage by a CMS contractor,
may ask for review of the initial determination by seeking a “redetermindtiom’the same

contractor.42 C.F.R. 88 405.906(b), 405.940; Tr. 1081200 Ramirez);Tr. 1140:8-17 (Green);
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Tr. 975:14-976:2, 994:15-995:24 (Duvalf). Second,fidissatisfied with the result of a
redetermination, the party may seek “reconsideration” by a different contracked, aal
Qualified Independent Contracto{IC"). 42 C.F.R. 88 405.904(a)(2), (b), 405.960, 405.964;
Tr. 1085:49 (Ramirez). Third, the QIC’s decision may be appealed to an ALJ, provided a
minimum amount in controversy is met. 42 C.F.R. 88 405.904(a)(2), (b), 405.1002. &ourth,
ALJ’s decision may, in some cases, be further appealed to the Medicare Appeald.d0d. §
405.1102.Finally, judicial review may be availabie U.S. District Court provided certain
threshold requirements are méd. § 405.1136.

79. The standard appeals proces$iers no prospect of relief to the class members in this
case, bwever,because it is not available unless a CMS contrawtkes an irial determination
denying a Part &laim. Consequently, a beneficiary has no rigghaiccess the standard appeals
processwvhen a treating physician declines to order inpatient admission in the first instance
when an earlier inpatient admissigroverrdden as the result of utilization review, or when a
hospital declines to submit a Part A claim because utilization review personrl luliave

that a treating physician’s inpatient order satisfies the Two Midnight Ruleach of these
circumstancesjo Part A claim is submitted to CM#hd thus no appeal can be brought by the

Plaintiffs in this case.

4 Under CMS rules, parties to an initial determination include the provider oliesuaphwvell as the beneficiary. 42
C.F.R. § 405.906(a); Tr. 1143:1844:8 Green);see alsalr. 1083:27 (Ramirez). Thughe standard appeals
process igechnicallyavailable to both providers and beneficiaries. 42 C.F.R. § 405.906(a); Tr. 1-PA3(E3een);
Tr. 976:718 (Duvall). As a practical mattehowever,a beneficiary generally has no incentive to appeal because
neither inpatient status nor the beneficiary’s eligibility for coverage istatfdiy the denial of an inpatient claim by
a CMS contractorSeeTr. 996:1021 (Dwall).
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2. Expedited Appealsof Discharge Decisions

80. By way of illustrating the type of appeal rights they seled, Rlaintiffsalsointroduced

evidence of an existg, expedited appeal scheme under Medicare that operates in the hospital
context. A beneficiary classified as an inpatient under Medicare Part Attyitias the right to
appeal the termination of Medicare benefits, such as a planned discharge fromad, loosait
expedited basis. 42 C.F.R. 88 405.1205-405.1206, 405.1204(c)(4)(iii); PX233 at § 7015; Tr.
337:12-21 (SheehyJr. 480:10-481:5, 618:9-619:10 (IwugoYhis type of appeal is sometimes
referred to as a “discharge” or “Weichardt” appeal. 7I6:5-9 (Iwugo).

81. Upon learning of a planned discharge, a beneficiary has the right to request an expedited
determination by a QIO regarding whether Medicare will continue to cover carehngpial

setting, under Part A, beyond the planned date of discharge. 42 C.F.R. § 405.1206(a),(b)(1); Tr.
716:23-717:8. Hospitals are required to provide beneficiaries written notice oftttiatror

near admission, 42 C.F.R. 8§ 1205, and followaopice“as far in advance of discharge as

possible, but not more than 2 calendar days before discharge,” 42 C.F.R. § 1205(c).

82. The QlO’sdeterminatiorin a discharge appeal is bassta review of the beneficiary’s
medical record and other written materj@2 C.F.R. § 405.1206(b)-(e); PX233 at § 7015; Tr.
603:16-604:5, 618:9-619:10 (lwugo), and the QIO must render a decision within 24 hours. 42
C.F.R. § 405.1206(d)(6)(i); PX233 at § 7015; Tr. 604:12-18, 737:16-738:12 (Iwligbg QIO
renders an adverse determination, the beneficiary can request aiteskpEmbnsideration with a
separate QIO reviewer. 42 C.F.R. 8 405.1206(g)(1); PX233 at 88 7015 & 7040; Tr. 605:9-606:14
(lwugo). If unsuccessful on reconsideration, a beneficiary may appeal through level®titee

and five of the standard appeals process, involving appeal to an ALJ, the Medicare Appeals
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Council, and a District Court, respectively. 42 C.F.R. 88 405.1204(c)(4)(iii), 405.1200-
405.1204; Tr. 600:23-601:5 (lwugo).

83. In adischarge appeal, the QdGnquiry is not whether the treating physician’s plan to
discharge the beneficiary appropriate, but only whether Medicare would pay for the inpatient
care beyond the planned date of discharge. Tr 603:4-9 (lwugo). Thus, a favorable decision by
the QIO does not guarantee a continued stay, nor does an unfavorable result guaranéese that t
beneficiary will be discharged.

F. The Additional Procedures Plaintiffs Seek

84. The Plaintiffsask this Court to order the Secretary to “provide an opportunity for the
named plaintiffs and class members to challenge thassification as observation status, and, if

it is found that inpatient admission was appropriate, adjust the Medicare cofcerageh
beneficiary’s hospitalization and post-hospital SNF care accordingly.” ECF No. 123 ah@9. T
inquiry such an appeal would involve is the sametbaeRACs QIOs,andALJs already

engage irfor post-payment reviesvand appeals therefrermamely,whether the relevant
standardor inpatient admissiofcurrentlythe Two Midnight Rule)s satisfied.See, e.q.Tr.
394:14-22 (Sheehy); DX579 (short-stay review guidelines followed by QIOs). While there may
be some minor differences, depending on the contoured?laintiffs due pocessights, in the
analysis that reviewers would need to perform under the procedureifBlaeekversushe
procedures currently employtie similarities easily predominate over any differenées.
example, where a treating physician ordered inpatient admission, but the benefisiary wa
subsequently changed to observation status bec¢hesitilization review team concluded that

the inpatient admission did not satisfy Hgplicable CMS standaihd thus did not qualify for

Part A payment, the inquiry on appeal would be identical to existing reviesther the
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original inpatient order was made pursuant to a reasonable two-midnight (or 24 hour)
expectation.Thus, there are multiple entities involved in the administration of the Medicare
program that already have the bas&ining and experience necessary to process the apipeals
Plaintiffs seek.

85.  The Plaintift seek both expedited and non-expedited appeals. ECF No. 123 at 28-29.
CMS already has the procedural mechanisms in place to process both types of appdale—
step “standard appeals process” and the expedited “Weichardt” pr&eeectionlll.E. Thus,
just as CMS and its agents alreadyduct the very same inquiry that would be at issue in the
appeals Plaintiffs seekCMS alsaalready has in place the relevant procedural mechanisms.
short,there is little substance to tBecretary’slaim that the procedures sought by the Plaintiffs
constitute “new kinds of reviews.”

86. Nonetheless, in order to establish the procedieBlaintiffs seek, the Secretary would
have to undertake a number of administrative steps. These steps are likely todredfiirigp
sub-regulatory guidance and may also include drafting regulatory language. Tr. 722:5-10,
724:21-725:9 (Iwugo).The latterjn particularly, would involve a substantial delay aathe
administrative burdenSeeTr. 724:21-725:9 (Iwugo); Tr. 1100:5-1101:3 (Ramirez); Tr.
1163:24-1164:3 Nonethelessyhile it seems likely that meregulatory language would be
necessarygiven the similarity of the procedures soughthmPlaintiffs tothosealready in

place any new regulations would largely involve an extension of existing procedures to a new
context. The Secretary maglso need to draft new contracts or modify existing cotgrar.
722:11-723:2, 727:7-21 (lwuggo)r. 1101:424 (Ramirez)develop appropriate educational and
training materialsTr. 1104:11-1105:2 (Ramirgzlr. 1163:18-23 (Greepandsecure a new

appropriation from Congress to fund the additional reviews, Tr. 113B(&amirez). The
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Secretary would also need to dnadw or revised notices to beneficiaries concerning their appeal
rights. The Secretary would be required to publish proposed changes to aayg mothe

Federal Register to allow the public to review and comment on the changes, respond to the
comments, and republish the revised notices for a second round of review and comrment.
1105:6-1106:18 (Ramirez). Each of these burdens, howevenitediby the great similarity
between the existing procedures and those soughiellaintiffs. Moreover, these tasks are
generally undertaken once and do not represent an ongoing administrative*®urden.

87. In addition to the administrative burdens involved in initially establishing the praaedur
thePlaintiffs seek, processing these appeals would require an increase in coatrd@gency
staffing,see, e.g.Tr. 728:17-729:5 (lwugo), which would result in added expense. Resolving an
appeal at the ALlkvel, for example, costs roughly $1,000 per appeall 165:141166:1

(Green) and this cost increases if the ALJ needs to appoint an expert witness, Tr. 1166:20-
1168:2(Green) This estimate was “very crude,” Tr. 1166:13-14 (Green), however, andtdid no
take account of potential savings from economies of scale.

V. CONCLUSIONS OF LAW

To state alueprocess claim, a plaintiff must show that (1) state action (2) deprived him
or her of liberty or property (3) without due process of |&eeAm. Mfrs. Mut. Ins. Co. v.

Sullivan 526 U.S. 40, 59 (1999).

45 The Secretary may also face the additional burden of identifying the benefigidudefall within the class
definition because they either (1) were designated as outpatients receivingititiseservices at their hospitals and
lacked Part B covage or (2) were designated as outpatients receiving observation servicesnarad Ispst three
nights in the hospital bdéwerthan three nights as inpatientsr. 725:1323 (lwugo). It is unclear, however, why
the Secretary must notify only thesenieficiaries, instead of providing notice to some broader, more readily
identifiable group, and simply noting the prerequisites to any right of appeal in the notic
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A. Deprivation of a Protected Property Interest

To establish entitlement to due process protecti@PRlaintiffs must first demonstrate
they possess a protected property interestlong v. Shalalal56 F.3d 384, 393 (2d Cir. 1998).
In the context of government benefis;mere unilateral expectation of receiving a benefit” is
not enough to create a property interest; rath@roperty interest arises whstate or federal
law confers a “legitimate claim @ntitlement” to the benefitBarrows 777 F.3d at 113A
benefits regime creates a “legitimate claim of entitlement” when the statutes aladioag
governing the distribution of benefits “meaningfully channel official discretion by mawgdati
definedadministrative outcome.Barrows 777 F.3d at 113 (internal quotation maaksl
alterations omitted) (quotingapps v. Wing404 F.3d 105, 113 (2d Cir. 2005)).

The meaningful channeling standamslolves two largely distinct inquiries: whether the
relevant criteria governing eligibility “meaningfully channel official discretiand whether
conferral of the benefit becomes mandatory upon a finding that the relevanaare satisfied.
A plaintiff must satisfy both inquiries to establish a propertgriest. SeeKentucky Dept. of
Corrections v. Thompsod90 U.S. 454, 462 (1989) (“[T]he most common manner in which a
state creates a liberty interest is by establishing substantive predicgte®in official decision
making and, further, by mandating the outcome to be reached upon a finding that the relevant
criteria have been met.” (internal quotation marks and citation omiti&@)jf v. McDonnel|l
418 U.S. 539, 557 (1974) (“This analysis as to liberty parallels the accepted due pnatess
as to property.”).

Thus, if an administrativecheme “does not require a certain outcome, but merely
authorizes particular actions and remedies, the scheme does not create &ristldrat receive

constitutional protectiail Sealedv. Sealed332 F.3d 51, 56 (2d Cir. 20Q03eealso Thompsagn
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490 U.S.at463-64 (declining to recognize a liberty interest because, although the regulations
and procedures at issue provided “substantive predicates” to guide the decisiorireaker, t
regulatons lacked the “requisite relevant mandatory language™—that is, “they stop short of
requiring that a particular result is to be reached upon a finding that the substantivat @sedtie
met”).

Likewise, if the criteria governing eligibility for a benefite so subjective that thelp
not “meaningfully channel official discretion,” no property interest is crea®ee, e.g.Colson
on Behalf of Colson v. SillmaB5 F.3d 106, 109 (2d Cir. 1994) (statute providing that the state
“shall” provide, “within the limits of the appropriations made thereof, such mexkcace for
children with physical disabilities as in the judgment of the commissioner is needsdiiato
establish a property interest, notwithstanding its mandatory language, because, antong othe
reasons, the standard “leaves the provision of medical services to the ‘judgmaatt offgcials
and provides neither direction nor constraint on that judgmaegitFijttshur v. Village of
Menomonee Fal|s31 F.3d 1401 (7th Cir. 1994) (ordinance authorizing suspension or discharge
of village employees “when necessary for the good of the Village service” doesatetare
property interest because it “does not restrict the village manager’sidiséreany meaningful
way”; “[a]lmost anydischarge of village employee can be described as ‘necessary for the good
of the Village service.”).

In analyzing whether the meaningful channeling requiremsesdtisfied in this case, both
this Court and the Second Circuit have sometimes asked whether thetretéeaa are “fixed”

and “objective.*® Any such referencamustbe readn light of the governing standardhe

46 Whether Second Circuit precedeatjuiresa standard to be “fixed” and “objective” tceate a property interest is
somewhat unclear. IKapps—from which this language is drawrthe Court, after r@ting the meaningful
channeling standard, notes that “there has been no intimation in the course of thamlitige discretionary factors
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plain language of the meaningful channeling standeaakies cleathat” official discretiori need
not be eliminated entirely, but only “meaningfully channeletlie standardioes not require, in
other words, that the relevant criteria be so fixed and objective that they can be applie
mechanically, without the application of any professional judgment. The relevant inging is
better framed not in terms of whether the relevant critggdfixed” and “objective™—both of
which are vague terms better understood in terms of a spectrum rather thidrdechiotomy—
but whether the criteria asaifficientlyfixed and objectiveéo “meaningfully channel official
discretion.”

Other Circuits havexplicitly held that a standard that leaves room for judgment may still
create a property interesgee, e.gFleury v. Clayton847 F.2d 1229, 1232 (7th Cir. 1988)
(“[T]he inclusion of elastic items in a list of criteria does not destroy a propéstesh”™);
Mallette v. Arlington Cty. Employees' Supplemental Ret. Syl F.3d 630, 635 (4th Cir. 1996)
(holding that an employee had a property interest in retiredigability benefits because a local

ordinance required benefits for individuals who met particular criteria, éeeigh the medical

ener into the [benefits determination]. On the contrary, it appears that # &dtors considered by the state in
assessing . . . eligibility . . . are objective, and as such are ones over whachministrators have no discretionary
control.” Kapps 404 F.3d at 114Kappsmakes no further mention of objectivity, and the above language is simply
ambiguous as to whethebjectivity is necessary to create a property interest, or marégtor in the analysisThe
latter is the more likely interptation, since the language seems to equate “objectivity” with the absence of
“discretionary control,” while the meaningful channeling standard specyficatitemplates the existence of residual
“official discretion.” Similarly, inBarrows the Second @guit, afteralsoreciting the meaningful channeling
standard, contrasts two scenasiame in which “plaintiffs are able to prove their allegation that CMS
‘meaningfully channels’ the discretion of doctors by providing fixed or objectiveiarftr whenpatients should be
admitted,” in which case plaintiffs might have a property interest, and anotividh “admission decisions are
vested in the medical judgment of treating physicians,” in which case plaintiffisilack a property interest.
Barrows 777 F.3d at 115. BuBarrowswas decided on a motion to dismiss, and its analysis was of course
addressed to the complaind. at 114. The Court’s ultimate holding was only that Plaintiffs’ allegation that
admissions decisions were made through “agiglication of ‘commercially available screening tools,” as directed
by [CMS],” if proven, could plausilglsupport the existence of a property intereBarrowsis thusalsoambiguous

as to whethetfixed” and“objective criteria are necessary to “meagfully channel official discretion” and thus
create a property interest, whether they are merely a factor in the analysis. In any case, even if there is no
independent requirement for “fixed” and “objective” criteria, fixity and ofbjéy are important considerations in

the meaningful channeling inquiry. An entirely or even predominately subjecthdastbikely does not
“meaningfully channel official discretion.”
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examining board exercised discretion in determining whether those criteria haddigeeen
alsoEdison v. Pierce745 F.2d 453, 462 (7th Cir. 1984) (stating in dicta that “[w]e do not mean
to suggest that any element of discretionary judgment in determining the receipt of public
benefits would defeat an asserted property interest. Elements of discrgtidgroent are aén
involved in the application of legal criteria, and a hearing or judicial review migatestisat the
discretion was exercised in accordance with the relevant critergirfjilarly, in Board of

Pardons vAllen, theSupremeCourt held that although a statute governing parole required the
Board to make a decision that was “subjective and predictive,” it nonetheless eréaezty
interest because it “made release mandatory upon certain finding4’. Bd.”of Pardons v.

Allen, 482 U.S. 369, 380-81 (1987). The Court explained that the fact that officials “must use
judgment in applying” a standard—that the standard “cannot be applied mechanicalgs—

not preclude the existence of a protected interestat 375. AlthouglAllen involved a liberty
interest,Fleury and other casdsave relied on iin assessag whether a legal standard creates a
property interest, and the Supreme Court has described the due process analysgsanfdibe
property as “parallél Wolff, 418 U.S. at 557. The Second Circuit a®relied on liberty
interest cases in analyzing property interests, including in the case thaitinslated the
meaningful channeling standar8ee Seale832 F.3d at 56 (relying on the Supreme Court’s
decision inKy. Dep’t of Corr. v. Thompsod90 U.S. 454, 462 (1989), which involved a liberty

interes}.

4T The relevant statute provided that, subject to certain restrictions, “the: 4@ release on parole . . . any person
confined in the Montana state prison or the women'’s correction center . . . wheopiniits there is reasonable
probability that the prisoner can be released without detriment to the prisooghercommunity . . .” 1d. The
statute further provides that “[a] prisoner shall be placed on parole only wheoattebelieves that he is able and
willing to fulfill the obligations of a lawabiding citizen.” Id.
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Although property interests are most commonly created by statutes, regulations, or other
formal polides, they may also “be established through such diverse sources as unwritten
common law and informal institutional policies and practicéaurlong v. Shalalal56 F.3d
384, 395 (2d Cir. 1998Fiting Perry v. Sindermanmi08 U.S. 593 at 602-03 (1972)n either
case, “[a]lthough the Constitution protects propertgrests, it does not create thenhd: at 393.
Rather, property interests “are created and their dimensions are definedtiog exies or
understandings that stem from an independent source such as state law—rules @andirtgs's
that secure ceain benefits and that support claims of entitlement to those behefidsat 393
(quotingBoard of Regents v. Ro#08 U.S. 564, 577 (1972)).

Because the standards governing inpatient admission and Part A coverage have changed
during this litigation] examine below whether tH&aintiffs have proven a property interest
during two periods spanned by this long-running lawsuit and by the class as currently defined:
(1) the more recent Post—Two Midnight Rule Period and (2) the Pre-Two Midnight Ralé. Peri
For the reasons that follow, | find that, for both periods, there is a property imteRest A
coveragebut no property interest in inpatient admission.

1. The PostTwo Midnight Rule Period
a. There Is NoProperty Interest in Inpatient Admission

I. The Language of the Rule, CMS’s SukRegulatory Guidance, and CMS’s
Enforcement Practices

Neither the language of the Two Midnight Réfeor CMS’s sub-regulatory guidance,

nor CMS’s enforcement practiEestablish a property interest in formal inpatient adiomss

48 Throughout this Ruling, | use “Two Midnight Rule” to refer to paragraph (d)(1) of BRRC§ 412.3, which
provides that an inpatient admission is generally appropriate for payment when thimgghhjtsician expects the
patient to require a hospital stay that crosses two midnights. Section 412r&kides two other avenues for an
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becaus€€MS simply does notequiretreating physicians torder inpatient admission when a
patientsatisfesCMS’s criteria  The currently operative language of the Two Midnight Rule, for
example, is explicitly address&mlwhether “an inpatient adssion is generally appropriate for
payment under Medicare Part A.” 42 C.F.R. § 412.3(d/{I)his language does nimposea
mandate ottreating physicians to enter inpatient orders upon developing a two-midnight
expectation.Rather than setting forth what physicians must or even may do, the Rule purports to
govern only whether an inpatient admission is eligible for Part A payment. Indeed, thegopeni
clause of the Regulation in which the Rule appears begins, “For the purposes of payment under
MedicarePart A. .. 1d. § 412.3(a).

CMS'’s subregulatory guidance supports this interpretation of the Two Midnighd.R
For examplea list of frequently asked questions about the Two Midnight Rule, published by
CMS, specifically addresses whether “the physician is required to admit the beyedi€ian
inpatient once he or she develops the expectation that the beneficiary will requimaior
midnights of medically necessary hospital care.” PX034 at 16. CMS&iegphat “CMS does

not require the treating physician to admit the beneficiary as an inpatient irotteseother

inpatient admission to be eligible for paymetthe inpatient only list, per (d)(2), and the chgecase exception,

per (d)(3}—as well as the inpatient order requirement, which is detailed in paragraptig,(and (c).

4 The original language of the Two Midnight Retavhich was effective from October 1, 2013 until December 31,
2015—was somewhat more ambiguous. It stated that “[s]urgical procedures, stiagests, and other treatment
are generally appropriate for infEtt admission and inpatient hospital payment under Medicare Part A when the
physician expects the patient to require a stay that crosses at least 2 middigjl@s-.R. 412.3(e)(1) (effective
October 1, 2013 to December 31, 2014). But without more, this language does not maket iagatission
mandatory when a physician develops a-tidnight expectation. To say that a thing is “appropriate” under
certain circumstances may mean that it is mandatory, but it may also mean thatrtissible or ermuraged; and
the use of “generally” further suggests something less than an obligation. Mowoeerthe language was
amended in 2015 to change “generally appropriate for inpatient admission and inesjiétad payment under
Medicare Part A” to “annpatient admission is generally appropriate for payment under Medicare P&iS&,”
characterized the change as being “for clarity,” indicating that CMS did not temttbtke amendment to be a
substantive change in the meaning of the regulation, mucthkessimination of a mandate on a previously
regulated party. 80 Fed. Reg. 70298, 70541 (Nov. 13, 2015). In short, even the egtagdaof the rule is
ambiguous at best. And, as discussed in more detail below, both CMS&gsilétory guidanceral its

enforcement practices make clear that the regulatory regime does not impose & oaptgsicians.
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circumstances.’ld. Rather, “where the treating physician expects a beneficiary to require
medically necessary hospital care spanning @ore midnights, [CMS] encourage]s] the
physician to consider ordering an inpatient admission, with the understanding that such a claim
will not be denied by a Medicare review contractor for inappropsiates if all other
requirements are metfd. Similarly, inresponses to comments published with the notice of
final rulemaking for the Two Midnight Rule, CMS indicated that the Two Midnight Rele al
does not prohibit treating physicians from ordering inpatient admission even when the Rule’s
requirenents are not satisfied. In response to concerns that the Two Midnight Rule conflicts
with some state laws requiring inpatient admission after 24 hours at a hospitagxpMBed
that “[tlhe 2midnight benchmark does not prohibit physicians from ordenpatient admission
in accordance with state law; rather, this policy indicates when Medicare payithéet w
deemed appropriate.3ee78 Fed. Reg. 50496, 50949 (Aug. 19, 207F3).

CMS'’s enforcement practice further bolsters this interpretation of tleeMianight
Rule. CMS'’s chief enforcement tool for the Two Midnight Rule since 2016 has been post-
payment revievof claims by QIO contractors. TI@&MS document governing these reviews
describegheir purpose as “determin[ing] the appropriateness of Pagyfpnf’ DX579-001,
and he Two Midnight Rule as “guidance to Medicare review contractors to identify when an
inpatient admission is generally appropriate for Medicare Part A payrbe¢d79-003. In
short, the document makes clear that the Rule sets forth conditions for payment:

When . . . the physician expects the beneficiary will require medically necessary
hospital services for 2 or more midnights (including inpatient and pre-admission

50 plaintiffs’ expert, Dr. Sheehy, testified that she was bound to order inpatieissammwhen the Two Midnight
Rule is satisfied.SeeTr. 324 (“[I]f a patient meets the twmidnight requirement, they are an inpatient. If they
don’t meet the twamidnight requirement, they are under observation. And | am bound to follow Medicare
regulations.”). But | find that the preponderance of the evidence admitiéal, atrid discussed here, does not
support that conclusion.
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outpatient time), and orders admission based upon that expediati@ervices
are generalhappropriate for inpatient payment under Medicare Part A. QIOs will
approve these cases so long as other requirements are met.

DX579-004 (emphasis in original) In addition to focusing the inquiry on appropriateness for
payment, the languagtatingthat the physician must have “ordsd[ admission based upon that
expectation,” whichs based on 42 C.F.R. § 412.3(a), suggests, again, that a treating physician
maydecide not to write an inpatient order even if she has a two-midnight expectation. Thus,
CMS makes clear that inpatient admisslpnthe treating physician is not a mandatory outcome
of the Two Midnight Rule, but an independent prerequisite for Part Aeaty

There waslsonoevidence that CMS has ever takastion against physicians for failing
to admit patients when the Two Midnight Rule is satisfiBd. Baugh credibly testified, for
example, that if he believes observation care in his EDQigpspriate for a patiert-on the
basis of his clinical judgment and observation care protocols developed by him and his
colleagues, and not on thasisof the Two Midnight Rule or any other governmespecified
criteria—he will order outpatient observation seres(thus precluding inpatient admission). Dr.
Baugh further testified that heaintairs that order even if utilization review personnel contact
him recommending inpatient admission on the basis of the Two Midnight BaksupraPart I:
Findings of Fact (“Facts”)f 63 n.40. Neither the language of the Two Midnight Rule, nor any
sub-regulatory guidance issued by CMS, nor CMS’s enforcement practices suggés that t
course of action violates the Two Midnight Rule or any other regulatory provision, and the Court
is aware of no regulatory action taken against hospitals or treating physiciarnseioimilar
circumstancesCMS’s enforcement efforts run in one direction only—denying Part A inpatient

claims wherets reviewers find thathe requirements of the Two Midnight Rule are not satisfied.
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There was also no evidence that CMS has rejected Part B claims for observatmas servi
on the grounds that the treating physician improperly failed to order inpatiemssion in a case
in which, in CMS’s estimation, the Twoilthight Rule was satisfiedracts 130.

It is true that some of the language of the Two Midnight Ruleasptdoe addressed to
physicians, rather than simply setting forth conditions for paymieot example, the Rule states
that “[tlhe expectation of the physician should be based on such complex medical factors a
patient history and comorbidities, the severity of signs and symptoms, current medisalamee
the risk of an adverse event” and that “[t]he factors that lead to a particuiealatixpectation
must be documented in the medical record in order to be granted consideration.” 42 C.F.R. 8§
412.3(d)(2)(i). Butin light of the immediately preceding language, which states that “an
inpatient admission is generally appropriate for payment under Medicare ParnAhghe
admitting physician expects the patient to require hospital care that creeseginights,” the
mostnaturalinterpretation of the above language is thhmits the types of twanidnight
expectations that qualify an inpatient admission for Part A payment to those thasealeoh
“complex medical factors* andadequately documented in the medical record.

Similarly, CMS expresses sonw its sub-regulatory guidance regarding the Two
Midnight Rule in terms of what physicians “should” and “should not” 8ee, e.g.78 Fed. Reg.

50496, 50947 (Aug. 19, 2013) (“If the resultédengh of medically necessary hospitalization is

51 The requirement that eligible inpatit admissions be based on “complex medical facteasid the inclusion of a
non-exhaustive list of such factors, all of which are phrased in generaHatoes little to cabin physician

discretion, except perhaps to foreclose the consideration ehedial factors, such as the convenience of the
patient or the patient’s familgee, e.g.DX579-005 (“Without accompanying medical conditions, factors that would
only cause the beneficiary inconvenience in terms of time and money needed to terdémetiiary at home or

for travel to a physician’s office, or that may cause the beneficiary to worrygtdastify Part A payment for a
continued hospital stay.”). And the fact that the list of complex medical faotating physicians “should”

consider imon-exhaustive—as indicated by the inclusion of “such . . .-agurther reduces the force of the
language.
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expected to surpass 2 midnights, the physician should admit the patient as an inpalieait.”);
50946 (“beneficiaries in medically necessary hospitalization should not pass a sedoigthimi

prior to the admission order being writtenD)X540-005 (physicians “should order [inpatient]
admission for patients who are expected to require a hospital stay that crassedrights and

the medical record supports that reasonable expectation”). “Sheuldt mandatory language,
see, e.g.Geiser v. U.$.2010 WL 3883433, at *4 (W.D. Pa. Sept. 28, 2010) (“[T]he use of the
word ‘should’ is properly interpreted as suggestive language, rather than mandatonyd’) (cit
cases)and in light of the preceding discussion, the more likely interpretation of this language is
to inform treating physicians and hospitals what they “should” do to qualify for Part A payment,
with the assumption that hospitals will generally follow this guidance given theicfatan
incentiveto do so. As noted above, hospitals are compensated more generously for inpatient
claimspaid under Part A thalior observation claimpaid under Part B.

Simply put,the Two Midnight Rule does not create a property interegtpatient
admissiorbecausdt does notequire physicians to ordesuchadmission when its criteria are
satisfied, and thus does rfatandatf] a defined administrative outcomeBarrows 777 F.3d at
113.

il. Physician Admission Practices

The evidence at trialid not suggest thdhe practices of physiciaestablish a property
interest in inpatient admissiaither It is true thafproperty inteestscan be established not only
by statute, regulation, or other formal policy, but also by “such diverse sources as unwritten
common law and informal institutional policies and practicdaurlong, 156 F.3d at 395 (citing
Perry v. Sindermanm08 U.S. 593, 602-03 (1972))A person's interest in a benefit is a

‘property’ interest for due process purposes if there are such rules or mutuatit expl
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understandings that support his claim of entitlement to the benefit Id.. (quoting
Sindermann408 U.S. at 601)For examplein Perry v. Sinderman#f-the seminal case for
informal property interests—the Supreme Cdwatd that a college could create a tenure system
“in practice” even though it had “no explicit tenure systeltl."at 602. The Court explained that
just as there could be a “common law of a particular industry or of a particulath@antay
supplement a collectivieargaining agreement, so there may be an unwritten common law in a
particular university.”ld. (internal citation and quation marks omitted) And inFurlong, the
Second Circuit held that a “constant, consistent pattern of ALJ decisions” wagesttid create

a property interestld. The Court noted that ALJs are “quasi-judicial officers” whose decisions
are “persuasive authority” in interpreting Medicare law, and endorsed thehaefitite

consistent practice of a decisional body” could create a property intkteat.395-96 (“It is
possible, of course, for a legitimate expectation to arise based upon the copeistice of a
decisional body . . . .” (quotingarpeh-Doe v. United State®04 F.2d 719, 724 (D.C. Cir.
1990))). See alsdzekwo v. NYC Health & Hospital Cor@40 F.2d 775 (2d Cir. 1991) (finding
that a municipal hospital's established practice of giving each third-yearnetideopportunity

to serve as chief resident, coupled with the plaintiff's reasonable relizereeih created a
property interest).

Here, the Court heard credible testimony from several treating physicianssyatder
inpatient admissiomwhen hey expect gatient to require hospital care spanning two midnights,
as well as credible testimony from Plaintiff's expert Sheehyhat this practice is “typical”
among hospitadts. FactsY 45. This practicdalls short, however, of creating a property interest.
In bothSindermanrandEzekwotherewas direct evidence of a mutual understanding between

the parties.In Sindermannthe plaintiff—an employee of the defendant public community
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college—had alleged that his expectation of tenure stemmed from an “understanding fostered by
the college administration,” including provisions of the faculty guide, on which “he and others
legitimately relied.” Sindermann408 U.S. at 593. Similarly, iBzekwgthe plaintiff an
employee of the defendiamunicipalhospital, relied on the defendant’s established policy,
which was expressly highlighted in informatadlocuments andommunicatedlirectly toher.
Ezekw9 940 F.2d at 783. BotBindermanrandEzekwaely, at least in part, on the doctrine of
implied contract. For example, tli&zekwacourt characterizeSindermanras follows:

In Sindermannthe Supreme Court noted that principdégsontract law recognize

that not every term of a contract must be reduced to writing. Additional

contractual provisions may be “implied” into a contract as a result of a course of

dealing between the parties. The parties through their conduct andepcact

create additional rights and dutieSindermann408 U.S. at 602 (university's

adherence to a particular pattern of conduct could create an expectation of
continued employment in employees who lacked tenure).

Ezekw9 940 F.2d at 782.

Here,by contrastthe Court heard no evidence of an informaditually explicit
understanding between physicians and beneficiaries (let afonglied contracdt that would
requiretreating physicians to order inpatient admission upon forming a two-midnight
expectation. There is no evidence, for example, that treating physicians meprgssients that
they must, or even always will, order inpatient admission upon forming a two-midnight
expectation. Moreovett,is difficult to imagine such a mutually etpt understanding arising,
given the absence of the type of ongoing relationship or course of dealing that might support
such an understanding, such as an employment relationship. The relationship between a hospital
patient and his or her treating hdaspist is generally limited to the duration of the patient’s

hospital stay, and a patient is ofteeatedoy more than one physician over the course of the

stay.
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Furlong also does not support the existence of a property interest in this case. The
evidence does not support the conclusion that physician application of the Two Midnight Rule
rises to the level of a “constant, consistent pattern of . . . decisions,” as was¢hdg-urlong.

For example, the Court heard credible testimony frlmenSecretarg expertDr. Baughthat he

and many other emergency department physicians order observation services—and thus preclude
inpatient admissior-on the basis of internally developed protocols unrelated to the Two

Midnight Rule or any other government criteri@actsf 43-44. Moreover, the use of such
observation care protocols is not limited to emergency departments with dedicatedtabse

units, but also extends to at least some inpatient or hospsetistes.Facts 42 n. 24. Thus,
physicians do not uniformly make admission decisions based on whether theve-imianight
expectation

Even if physician application of the Two Midnight Rule was “constant” and “consistent,”
Furlong s further distinguishable in that individual treating physicians are not “qudisial
officers” whose decisions are “persuasive authority in interpreting Mediaar” See Furlong
156 F.3d at 395. It is one thing to say that a legitimate expectation, and hence a property
interest, arises from theublished decisions @&dministrative Law Judgesvho are agency
officials “statutorily charged with interpreting Medicare lavd., and who generally only act by
interpreting and applying the lawit is quite another to draw the same conclusion on the basis of
the practice of treating physicians, who generally act based on medical judgment, whtil@ave li
training in Medicare law, whose interpretationMdédicare law haso authority, and who are not

employees of the defendaidt While ALJs do not set agency policy, their decisions can

52 TheFurlong court also noted that the Secretary hadt‘only failed to issue a contradictory statement or exercise
her authority to overturn the ALJ decisions, but, in fact, effectively endorsesldieotsions byregulation.
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plausibly be viewed as authoritative statements of thedad thusnight create a legitimate
expectation. The same cat be said of the typical practice of treating physicians.

Finally, even if there were a “mutually explicit understanding,” based on typical
physician practice, requiring physicians to order inpatient admission upon forming a two-
midnight expectation, any such rule woliletly leave treating physicians with too much
discretion to support the existence of a property interest. Such an informal rule woulivéd der
from practice, anthe evidence before the Court indicates thaptleticeof treating plysicians
applying the Two Midnight Rule is to applydividual medical judgment in a manner that is not
otherwise “meaningfully channeledPactsy 46. As noted above, physicians generally make
their twomidnight judgment based on an “overall assessment” ofatierny, a practice
consistent with regulatory language encouraging them to consider a non-exclusive listlof broa
“complex medical factors.” The evidencel diot showthatphysicians themselves take into
accountthe added objectivity of the reasonableness standard employed by@it&cted
reviewers oother practices and policies of CMS aimed at making application of the Two
Midnight Rule uniform. Treatirg physicians do not order inpatient admission when they
determine that it would reasonable to expect armviadnight stayyrather, the trial evidence
showed that theyely on their own, individual expectation regarding the necessary duration of
carein deciding whether to order inpatient admission.

In sum, neither the regulatory scheme established by CMS, nor any mutually explicit

understanding between physicians and patients, requires treating physicians to oreéet inpati

Furlong, 156 F.3d at 395. By contrast, here, the statements and practice of the Sendstamjnes the existence
of a property right in inpatient admissioBee, e.g.PX034 at 16.

53 Although there is evidence that treating physicians sometimes confer withtitilizeview personnel prior to
making an initial decision whether to order inpatient admissiants{ 92, there is no evidence that this is
universal, or evetypical, practice.
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admission upon developingwo-midnight expectation.Physicians act as “independent
gatekeeper[s],” PX010 at 1&nd although their decisions are not free from regulatory influence,
they are nonethelefi®e from any regulatory mandate. Consequen#pghiciaries do not have
aproperty interest in formal inpatient admissidro find otherwise would be to rewrite the
regulatory schemthat is the purported basis of the property intéfest.
b. There Is aProperty Interest in Part A Hospital Coverage

The decision to provide Part A payment, and thus coverage, is governed by mandatory
criteria that meaningfully channel official discretidhus, vhile beneficiaries do not have a
property interest in inpatieadmissionthey do have a protected property interefart A
coverage

As described above, benefits regime creates a “legitimate claim of entitlement” when
the statutes and regulations governing the distribution of benefits “meaningfully chdiomal of
discretion by mandating a defined administrative outcorBafrows 777 F.3d at 113 (internal
guotation marks andlterations omitted) (quotingapps 404 F.3d at 113)The Two Midnight
Rule provides that “an inpatient admission is generally appropriate for payment waieaid

Part A when the physician expects the patient to require hospital care that tmosses

5 The Plaintiffs argue that thaiight to Part A coverag&loes not depend upon whether a doctor initially
designated a class member as inpatient . . . .” ECF No. 435 at 5. Plaintifsfzag as a factual matter, such a
conclusionis inconsistent with the Secretary’s role as the final decisionmaker as tewaethaim is payableld.
(citing State of N.Y. on Behalf ex rel. Bodnar v. Secretary of Health & Human Se808d5.2d 122, 1236 (2d
Cir. 1990) (holding that an atteind physician and URC's dual certification that a service was reasonable and
medically necessary did not bind the Secretary to provide reimbursement)). Bottiecourt’'s holding was that
the dual certification was nstfficientto mandate paymentnd the Secretary was thus free to disagree with the
physician and URC’s medical necessity and reasonableness determiBatirardoes not preclude such a
certification—or similar thirdparty determinatiop-from serving as a prerequisite to payment. To the contrary,
Bodnarsuggests that this is precisely the role the dual certification requiremesit Bleg idat 125 (“Nowhere
does the language of the dual certification requirement provide that suficatéti is not just a prerequisite or
conditionprecedento payment, but also a condition sufficient that requires the Secretary to exterabyegiue
derogation of his final authority pursuant to section 139pff(amphasis original)). In the present case, a
physician’s inpatient admission order is unambiguoashgecessaryr-but not sufficient—conditionfor Part A
coverage and payment, as discussed above. Such a scheme is entirely consistertaldinghaBodnar
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midnights.” 42 C.F.R. 8§ 412.3(d)(1By itself, this language is ambiguoas to whether it
requirespayment, or merely authoegit. But whenthe regulatory regime is viewed as a whole,
includingCMS'’s subregulatory guidancets enforcement practicand other statutory
provisionsiit is clear thathe Two Midnight Rule doesequireCMS to covetinpatient
admissions that satisfy the Rule

CMS'’s review guidelines, for example, unambiguously require its contractors to approve
claims that satisfy the Two Midnight Rul&ee, e.g.DX579-004 (If the Two Midnight Rule and
the inpatient order requirements aegisfied,‘the services are generaliypropriatdor inpatient
payment under Medicare Part RIOs will approve these cases so long as other requirements
are mef’ (emphasisadded)); PX158 at 7 (If “it was reasonable for the admitting physician to
expect the patient to require medically necessary hospital services fon@Msdor longer,”
thenthe“claim is payable under Part A (assuming all other requirements are m&tiijlarly,
CMS'’s guidance tproviders states that CMS “encouragefsd physician to consider ordering
an inpatient admission” when the Two Midnight Rule is satisfied, “with the understanding tha
such a claim will not be denidxy a Medicare review contractor for inappropriateustat all
other requirements are met?X034 at 16ifalics added). There was no evidendékat CMS has
ever denied a claimatisfying the Two Midnight Rule on the basig@didualdiscretion nor any
evidence indicating that CMS believed itselfigve such authority?

This suggests that the language in the Two Midnight Rialiingthat payment is

“generally appropriate s an allusion to other, independent requirements for payment, and not a

55 Statutory provisions further support the mandatory nature of the paynggmiere For example, the Medicare
statute defines the overall “scope” of Part A benefits as[djatitlementto payment for inpatient hospital services,
posthospital extended care services, home health services, and hospice care.C48 W335d(a) (emphasis
added).

76



grant of discretion allowing CMS to reject claims tbtdterwise satisfy the Rule. In fattijs
wasthe interpretatioproposedt trial by the CMS officiatesponsible for overseeing QIOSee
Tr. 522:1723 (The “generally appropriate” language indicates that “there are other tiétgs
could deem that stay not appropriate . . . such as other requirements that need to be included in
the medical record.”).

The Secretarargues that the Two Midnight Rule cannot be the basis for a protected
property interest becausedibes not “set forth ‘fixed’ and ‘objege’ criteria,” butinsteadcalls
for theexercise of discretionECF No. 430 at 46The Secretarynakes scant mention, however,
of the wellestablished standard that ultimately determines the existence of a pragprty ri
whether the regulatory regime “meaningfully channels official discretion by rmagdadefined
administrative outcomé See Seale832 F.3d at 5&Kapps F.3d at 113Barrows 777 F.3d at
113 Alexander v. Azar370 F. Supp. 3d 302, 314 (D. Conn. 2019). The plain language of this
standad explicitly contemplates theontinuedexistence of “discretion.” It makes clear that
official discretion need not be eliminated, but only meaningfully channeled. In other words,
Second Circuit precededbes not require that the relevant criteria be so fixed and objective that
they can be applied mechanicalyithout the application of any professional judgmehs.
noted above, the inquiig better framed not in terms of whether the relevant criéegi&fixed”
and ‘objective,” but whether the criteria agefficientlyfixed and objectivéo be capable of
“meaningfully channelingfficial discretion.”

Here, theTwo Midnight Rule easily satisfies any requirement for “fixity.” The Rule is

codified in the Code of Federal Regulations and has undergoneHiitgesince it was first

77



promulgated in 2013The Rule isn fact more “fixed” than the one at issueKapps which the
Court found to be fixed notwithstandiitg being adjusted annuall)apps 404 F.3d at 112°

Although it is a closer call, the Two Midnight Rule is also sufficiently “objective” to
“meaningfully channel official discretion.First, while physiciansorder inpatient admission
usinga two-midnight expectatiobasedon their own individual judgment and experienc#¥|S-
contractedeviewersmustapply a reasonableness standdfdcts ] 18,22-24.5" A reviewer
applying the Rule to determine eligibility for coverage doessubstitutehis or her own
individual judgmenas to the expected length of necessary hospitafaatiee treating
physician’s; rather, the reviewer asks whether the treating physician'stape was
reasonable based on the documentation in the medical rdeacth] 22. The latter represents a
more objective inquiry, involving less individual discretion and aimed at producing a single
correct answer

Moreover, thaeviewer’stwo-midnightinquiry is limited to the “documentation in the
medical record,’see, e.g.DX579-004, which constitutes a closed universe of information. This
allows for a more objective inquiry compared to a treating physician’s development of an
individud two-midnight expectationyhichis an operended inquiry based on an “overall
assessment” of the patient, Tr. 1015:18, whith is inevitably informed bysubjective

impressions formed in the course of treating the pati®ag, e.g.DX-511-004 (Dr. Handrigan

56 The substance of the fixity requiremertb the extent it is an independent requiremsegsupran.46—is

somewhat unclear. For example, it is unclear why a standard that is frequentbdugidauld be precluded from
creating a property interest, ane tBourt is unaware of any cases that so hold. The requirement for fixity seems
only to exclude those cases where the standard that applies to a given case isodiffiqpdssible to ascertain, or
where the applicable standard is not prescribed by mutually explicit understanticigpsen by the decisionmaker
on a discretionary basis. Because the Two Midnight Rule satisfies any plawsiblerdtof fixity, the Court need

not resolve this issue.

5"While the text of the Two Midnight Rule itself does nméntion a reasonableness standard, the Medicare statute
includes a general reasonableness requirement that applies to all set?iteS.C. § 1395y(a)(1)(A).
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of CMS to QIOs: “The point here is not to look at the specific clinical issue, babkaak the
record and whether what the physician decided to do was reasonable or unreastimaible at
time.”).

The use of commercial screening tools in reviewing inpatient admissions under the Two
Midnight Rule provides further evidence of the objective nature of the inquiry. Commerc
screening tools provide nurse reviewers with a set list of parametersitarsveonditions, the
presence of whicBuppors inpatient admission. These tools allow CMS contractors, asawell
utilization review teams, to determine compliance with the Two Midnight Ridesirbstantial
number of cases without the involvement of a physician revieRexts{{36-38, 54. While it
is true that commercial screening tools, like the T™idnight Presumption, are meant to focus
and support review efforts, anteetingscreening tool criteria does nequire a reilewer to
conclude that the Two Midnight Rulles been satisfiethe widespread use of screening tools
nonetheless indicates ththe Rules sufficiently objective tde automatetb a significant
degree.

Furthermore CMS itself expects a great dealooinsistency and accuracy in the
application of the Two Midnight Rule, requiring, for example, that QIOs achieve a 95%
“accuracy ratein conducting reviews under the RuleactsY 28; see alsalr. 305:20-22
(Sheehy) (“[T]here is a right and a wrong answer to the billing status of evenytpatid CMS
is the one that holds the right answer.”). CMS instructs the QIOs to use a flowdhelntjtvinas
referred to as atalgorithm,” when reviewing claims for compliance with Section 412.3,
including the Two Midnight RuleSeePX207 at HHS18343-44ee alsolr. 742:14-17 (CMS

official agreeing that the flowchart descrilibe stepshroughwhich a QIO determines whether
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a claim is payable under Part Al.is difficult for CMS to argue that a standard it believed was
capable of producing a 95%ccuracy ratedoes not “meaningfully channefficial discretion.”
The fact thahospitals ca appeal claim denials on the basis of the Two Midnight Rule to
ALJs and even District Court Judges—who are generally lawyers rather than pisysigta no
“medical judgment” to speak of—provides further evidence that the Two Midnight Rule
“meaningfully channels” the judgment of reviewers. It would be impossible for Aldls a
District Courtjudges to reviewhese determinations if th@yeremade on the basis of
discretionary medical judgment not “meaningfully channeled” by regulatory rules.
To be sure, application of the Two Midnight Rule to determine whetharagaunder
Part A is warrantedequires the application of a degree of judgment, and is not reduceable to the
mechanicabpplication of purely objective criteria. But as discussed altogaeedor the
application of judgment does not precladrule from creating an interest protected by the Due
Process Clausé&he relevant standard unambiguously permits the existence of “official
discretion,” requiring only that it be “meaningfully channele@eeBarrows 777 F.3d at 113;
see alsoFleury, 847 F.2dat 1232 (“[T]he inclusion of elastic items in a list of criteria does not
destroy a property interest.’df. Bd. of Pardons v. Alled82 U.S. at 375 (e fact that a
standard “cannot b&pplied mechanically” does not preclude the existence of a liberty interest
Any requirement for 8bjective criterid must be understood in light of the meaningful
channeling standard, and thus should not be read to preclude a property interestesienjsg b
determination requires the application of judgment. In short, while the applicatioe Bivo
Midnight Rule requires a degree of judgment, it is nonethslg$siently objective to

meaningfully channel official discretion
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Because the Two Mnight Rule is mandatory, in that it guarantees Part A coverage when
its requirements are satisfied, and sufficiently fixed and objective to “mealtyngfhiannel
official discretion,” beneficiaries havepoperty interest iPart Ahospitalcoverage.

The Secretary argues that the Two Midnight Rule does not create a property interest in
Part A coverage because it governs “payment” rather than coverage. ECF No.-486 @ti9
true that the text of the rule refers to “paymesgg, e.g.42 C.F.R. 413(d)(1) (“[A]n inpatient
admission is generally appropriate for payment under Medicare Part Awhen . ..."”), dnd, in a
least some circumstances, courts have recognized a distinction between payreneege,
see, e.gFriedman v. Secretary of Dept. of Health and Human Sen8désF.2d 42, 44 (2d Cir.
1987) (agreeing with the Secretary that “coverage and payment are treated gsanates
inquiries: first, the Secretary determines whether the individual and the sanviobred are
covered by Meitare, and, second, if coverage exists, the Secretary determines whether the other
requirements for payment to the provider have been met.”). But the Secretary bomsztimes
refers to the Two Midnight Rule as governing Part A coverage, including imatice of final
rulemaking for the Two Midnight RuleSee78 Fed. Reg. 50496, 50947 (The Two Midnight
Rule “provides guidance on when the hospitalized beneficiary is appropriate for coverage und
Part A benefits as an inpatient . . . it); at 50948 (“In addition, the use of 2 midnights is an easy
concept for beneficiaries to understand in assessing the appropriateihessasisigned status,
associated coveragand impacts.” (emphasis added);at 50952 (“The 2-midnight benchmark
represents guidance to admitting practitioners and reviewers to identify when teminpa
admission is generally appropriate for Medicare coverage and payment . . .."). &tpratke
the requirement at issue kmiedman the Two Midnight Rule is not a purely adnstrative

requirement imposed on providers as a precondition to payment, with no effect on a
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beneficiary’s liability or interests. More generally, the Secretary has gdimtgothing in the
Rule suggesting any practical distinction between payment fyetretary for hospital services
under Part A and coverage of the costs of a beneficiary’s hospital stay under PamilA that
requires payment to a provider for an inpatient admission satisfying itsecaferourse also
entitles the beneficiary tooverage for the admission. To conclude otherwise would be to find
that a beneficiary could still be liable to a provider even if the provider is paid by Cht&for
same services. Thus, the Two Midnight Rule governs, not only payment to providatspbut
coverage for beneficiaries, and creates a property interest that the latter okaPinv
I. The Secretary’s Procedural Argument

In his supplemental brief, the Secretary argues that no claim alleging the tieprofa
property interest in Part A hospital coverage is before me, and that it would be anfabuse
discretion to rule on such an “unpleaded claim.” ECF No. 436 at 3. The three operative
complaintsin this case make clear, howewrat the gravamen of the Plaintiftsomplaint is

preciselythe deprivation of Part A coverage, and not simply the denial of inpatient admission in

58 Conversely, the requirement that a claim for payment be submitted to CMS iryaftisigonis a purely
administrative precondition to payment, like the physician certificationnegent at issue iRriedman. Thus, it

does not affect a beneficiary’s coverage. The same statutory section lessalbtith the claim submission
requirement and thphysician certification requiremertsee42 U.S.C. § 1395f(a)(1),(2). And the very same
provision that thé-riedmancourt relied or—apparently at the Secretary’s own suggestion in that-ease

concluding that the physician certification requirement governs payment to proweidensot coverage of
beneficiaries, also provides that a beneficiary’s coverage is unaffeceegrovider’s failure to submit an otherwise
payable claim.See Friedman819 F.2d at 44 (citing 42 C.F.R. § 489.21(b)(1)); 42 C.5.£889.21(b)(4). Thus, to

the extent that the Secretary argues that Plaintiffs have no right to Part Agmbecause no Part A claim has been
submitted on their behabeeECF No. 436 at 141, the Secretary’s argument is unavailing. Moreover, dueg i
submission of a claim were a prerequisite to Part A coverage, this wouldetdtthé property interest analysis,
because the property interest analysis “extends only to the consideration of wivedheran applicant able to

make out the requiremenfor . . . eligibility—he or she would be entitled to benefits as a matter of l&agps

404 F.3d at 117 (emphasis addes)e also idat 116 (the defendants’ argument that the plaintiffs “cannot possess a
due process protected interest in the readipenefits, because they have not yet been shown to fulfill the eligibility
criteria,” is “without merit”);see alsdRoth 408 U.S. at 577 (“The recipients [Boldberg v. Kellyhad not yet

shown that they were, in fact, within the statutory termdigibdity. But we held that they had a right to a hearing

at which they might attempt to do so0.”). In other words, that a plaintiff mightooeven does netsatisfy one of

the eligibility requirements for a public benefit simply does not precludexiseence of a protected property

interest.
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itself. SeeAvant Petroleum, Inc. v. Banque Parib853 F.2d 140, 143 (2d Cir. 1988 he
issues are defined by the pleadings of the parties before the court Potef)za v. City of New
York, Dept. of Transp2009 WL 2156917 at *8 (E.D.N.Y. July 15, 2009) (“The Second
Amended Complaint will define the issues to be tijed.

For example, in the very first paragraph of the original Complaint, filed on November 3,
2011, the Plaintiffs allege that they “weteprivedof MedicarePart A coveragdy being
improperly classified as outpatients.” ECF No. 1 at 1 (emphasis added). | Baxayeaphs
later, after describing the Secretary®e of “observation atus,” thePlaintiffs explain that “[tjhe
impact of using observation status islgpriveMedicare beneficiaries of tidedicarePart A
coverageto which they are entitled.Id. § 6 (emphasis added). Similarly, in the portion of the
Complaint describing the absence of procedural protectioaB)aintiffs allege that
beneficiaries on observation status “are not informed that they have any appeabrights
challenge that placement and to contend that they should be formally adgmdtbd covered
underPart A” Id. T 43(emphasis added). Finally, in the prayer for retied Plaintiffs ask that
the Court prohibit the Secretary from “allowing Medicare beneficiaries to begtan
observation status and thus to deprive them of Medicare Part A coterabih they are
entitled™® and to “establish a procedure for administrative review of a decision to place a
Medicare beneficiary on observation status, including the right to expedited réidgv.at 29

30. These allegations do not—and need relabaoate on the dimensions of the protected

59 The original Complaint alleged that the placement of beneficiaries on observasidtegal in itself, regardless
whether beneficiaries had the opportunity to appeal. While these claims hawdigmessed| include this excerpt
because it describes the significance, as alleged by the Plaintiffs, of placerobstoration status. These and
other allegations in the Complaint make clear thatifrivationat issue is primarily a deprivation of Part A
covaage, and not just a deprivation of inpatient admission.

80 The First and Second Intervenor Complaints, ECF Nos. 53, 123, do not meaningfully diffehér original
Complaint for present purposes.
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property interest the Plaintiffs believed they were deprivedset Johnson v. City of Shelby,
Miss, 574 U.S. 10, 11 (2014) (“Federal pleading rules . . . do not countenance dismissal of a
complaint for imperfecstatement of the legal theory supporting the claim asserted.”). But the
Complaint makes clear that the “depriv[ation]” the Plaintiffs allege they saffe@hen they were
placed on observation status is ultimately a deprivation of “Part A coverage.”

Moreover, this is not a case where a legal theory lay dormant in obscure passages of a
complaint, only to be sprung upon an unsuspecting defendant afftn@Plaintiffs have,
throughout this case, consistently—indeed, almost exclusively—argued that they have & propert
interest in Part A coverage. At the motion to dismiss stage, the Plaintiffs filele sigopal
briefing focused on the property interest issue. ECF No. 93. There, they characterized the
relevant property interest as a “property interest in Part A coverddyeat 3. Similarlythe
Plaintiffs began the introduction section of their brief in opposition to the Secsdiest motion
for summary judgment by stating that the Secretary “moves for summary judgment on the
guestion of whether gintiffs have a protected property interest in Medicare coverage of their
hospital stays as inpatients,” ECF No. 165 at 5, and conclude the introduction by arguing that
“[b]eneficiaries who have been determined to require care in a hospital thus hatectedr
property interest and an enforceable expectation to receive Part A inpatiersggowhen their
hospital stay meets the Secretary’s definition.” ECF No. 165 at e Plaintiffs’
supplemental brief in opposition to the Secretary’s second motion for summary judgmeint, whic
addressed the property interest issue under the Two Midnight Rule, the Plaintiffargged
that they had a “protected property interest in Part A inpatient coverage.” ECF No9373 at
And during opening statements aal, the Plaintiffs consistently stated that the property interest

they intended to prove was an interest in Part A coverdge, e.g. ECF No. 419 at 26 (“That is
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what the evidence will show . . . that class members have a protected properti/bgteedsg
entitled to Part A benefits if they satisfy this criteri&?).
In arguing that no wk proces<claim as to a protected property interest in Part A coverage
is before me, the Secretary relies heavily on the Second Circuit’s opinion, in whichdhie Ci
held thatthe Plaintiffs had plausibly alleged aidprocessclaim. There, the Second Circuit
characterized the relevant property interest as “being admitted to theil®apitinpatients.””
Barrows 777 F.3d at 115-16. The Circuit held:
If plaintiffs are able to prove their allegation that CMS “meaningfcitignnels”
the discretion of doctors by providing fixed or objective criteria for when patients
should be admitted, then they could arguably show that qualifying Medicare
beneficiaries have a protected property interest in being treated as “inpatients
However, if the Secretary is correct and, in fact, admission decisions are vested in

the medical judgment of treating physicians, then Medicare beneficiaries would
lack any such property interest.

Id. at 115. The Secretary’s argument is unavailing forithple reason that it is the
pleadings—and not the Second Circuit (or this Court’s) characterization of a poggalble le
theory on which the Plaintiffs might succeed—that define the contours of an undisnassed c
Moreover, elsewhere in its opinion the Second Circuit acknowledged that the Rfaintiff
complaint challenged the deprivation of Part A coverage, not merely the denial ofriihpatie
admission.Id. at 110 (“On November 3, 2011, Plaintiffs filed this putative class action
complaint, which assertster alia, that the Secretary’s use of ‘observation status’ deprived
them of Part A coverage to which they were entitled.”). And nowhere does the SecontsCircui

opinion suggest that it intended to narrow the scope of the claim the Plaintiffs lsgnegal

61To be sure, the Secretary has consistently argued that the relevant inquinhisr\iese is a protected property
interest in being admitted as an inpatient. For example, during opening argumesérétary was careful to
point out that “being admitted to their hospitals as inpatients,’ that landgsifigen the Second Circuit’s decision.
That is what the protected property interest question asserts.” ECF No.32L9Buit the Secretary’s assertions of
course do not define the scope of the Plaintiffs’ claim and are thus irrelexthatgresent iguiry.
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While it is true that the Second Circuit characterized the relevant propergsirdsr inpatient
admission,®? the Circuit’s task at that stage was simply to determine whether the Plaintiffs had
alleged a plausibldue perocess claim. Having idefigd a viable legal theory through whitie
Plaintiffs might prevail, this task was complete. Exhaustively detailing all of thiethegaies

through which the Plaintiff might ultimately prevail is decidedly not the task of a Coung i

a motion tadismiss—nor is such a task feasible on the basis of allegations alone and prior to any
discovery.

The Secretary’s reliance on this Court’s rulings on the two motions for summary
judgments is likewise misplaced. It is true that I, like the Second Cinavie often referred to a
property interest in “being admitted as inpatienBe®, e.g.ECF No. 378 at 24 (“In sum, based
on the foregoing evidence, a reasonable factfinder could conclude that the Two Midnight Rule,
as applied by CMS and hospitals, effeely mandates inpatient admission for Medicare
beneficiaries who meet the standards it establishes, and thus that [t]hé&f®laant a protected
property interest in being admitted as inpatients.”). But | have also referrguidpeaty interest
in Part A coverageSee, e.gid. at 22 (“[The evidence] would allow a reasonable factfinder to
infer that meeting the twmidnight threshold guarantees that a Medicare beneficiary’s
hospitalization will be covered under Part A notwithstanding the ostgmsderetionary
language in the regulation.”). In any event, my characterization of the Plainiiffs/iag claim
is largely beside the point. On a motion for summary judgment, a court does not endeavor to

exhaustively catalogue every genuine dispute of material fact. To do so would be a waste of

62|t appears to have done so, at least in part, because | had framed the issag ihany ruling dismissing thdue
process claim: “The District Court dismissed [the process claim] on the sole ground that plaintiffs did not
possess a property interest in being admitted to their hospitals as ‘inpatiadause this determination relied on a
factual finding that could not be made on a motion to dismiss, we vacddésttiet Court’s dismissal of plaintiffs’
dueprocess claims and remand for limited discovergdrrows 777 F.3d at 106.
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judicial resources. Once the Court has identified a path through which the non-movant might
prevail, it car—and often does—deny the motion for summary judgment on that basis alone.
This does not somehow “dismiss” or grant judgment with respect to all other legalgheorie
does it conclusively resolve all other genuine disputes of material fact. Itirs, thga
complaint, first and foremost, that defines the scope of a claim.

The Secretary’s relianam theCourt’'scharacterization of the property interestather
than the Plaintiffs—has notin any caseprejudiced the Secretary. The Secretary claims that he
“would have pursued different information in discovery,” but he fails to identify a single
alternative line of factual inquiry he would have pursued. After having presided over this cas
for almost a decade, | struggle to conceive what any such “roads not taken” might bew The la
and the facts bearing on whether there is a property interest in inpatient admissienroPart
A coverage are, in this case at least, one and the same. Specifically, themgguiaisions
and enforcement practices that are the basis of the property interest incBaerége are the
same ones that have beea thain focus of this case from the beginning. Whether the property
interest these regulations and practices create is best characterized as a ptepestyn “Part
A coverage” oone in “inpatient admission,” | fail to see—and the Secretary doesplatin—
how his litigation strategy would have meaningfully differed had he not assumed that the only
possible property interest was in inpatient admission.

The line between “inpatient admission” and “Part A coverageh@eover, a thin one.

ThePlaintiffs have essentially taken the position that they are, in fact, one and tHé-sinag

63 See, e.g ECF No. 322 at 18 n.11 (“Also, while the Secretary relies heavily on a dalistinction between
criteria ‘for inpatient admission’ versus criteria for Medicare Part Avgayt, this remains a distinction without a
difference. In promulgating the Twdidnight Rule, CMS itself has made the connection between payment and
admission criteria explicit.” (citations omitted)).
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inpatient admission is a billing status, entirely divorced from decisions regardiegt gare,
and thus the decision whether to admit a patient as an inpatienbhsas an initial
determination as to eligibility for Part A coverage. While | do not endorse this tmeitsy i
entirety, there is much truth to the Plaintiffs’ characterization. Inpatiensstatudeed largely a
billing status signifying eligibilityfor Part A coverage, particularly outside of emergency
department observation unitsacts ff, 63. In any evenif the Secretary believed that the
scope of discovery was preventing him from adequately defending a claim thatiiti&sead
not only pled, but were actively pursuing, he should have requested additional diéovery.
Thus, the Secretary has not been prejudiced by his decision to assume, and to argue, that the
Court’scharacterization of the potential property interest on the basis of which th&fislai
might prevail represented the Plaintiffs’ sole path to proving their surviving clalms. wis a
strategic decision by the Secretary. It simply does not defirsctpe of the Plaintiffsiue
process claim.

In short, it is the complaint that defines the scope of a claim, and the thretvepera
complaints plainly contemplate a property interest in Part A coverage. TheaBgsratgument
that the Plaintiffs failedo plead—and that the Court is prohibited from ruling oa-€tie process

claim involving such a property interest is thus unavaifihg.

54 The Second Circuit ordered an initial phase of discovery focused on the issue of tvplhatitiffs possessed a
property interest in being admitted to their hospitals as ‘inpatienBarfows 777 F.3d at 115. On remand, |
issued a scheduling order permitting discovery on the “protected property intsmest iECF No. 120 at 1. After |
denied the Secretary’s first motion for summary judgment, the partiesal@ned an additional eight months for
more fulsome discovenyid.

85 The Secretary argudéisat the focus on class members whose status has changed from inpatient to observati
amounts to “an entirely different procedural due process claim” than the ami&fRBlpled, which concerns the
“placement [of Medicare beneficiaries] on observatiatus.” ECF No. 436 at8. This is incorrect. From the
opening words of their original Complaint, the plaintiffs have been clear thatrectdsibgroup of those “placed
on observation status” includes Medicare beneficiaries who were initiallittadras inpatients. ECF No. 1 at | 2
(“The Secretary has long had a policy under which Medicare beneficiaries itelmspstead of being formally
admitted, are placed on what is commonly referred to as ‘observation statudh. some instances, rieficiaries
who have been formally admitted have their status retroactively changed to tibeé)yaeealsoid. at § 13
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2. The Pre-Two Midnight Rule Period

The class period preceding the promulgation of the Two Midnight Rule—January 1, 2009
until September 30, 2013—does not materially differ, for the purposes of the property interest
analysis, from the post—Two Midnight Rule period. As an initial matter, the evidencedshowe
that the promulgation of the Two Midnight Rule did not represenh@dafimental change in the
regulatory schemeln its notice of final rulemaking, CMS repeatedly indicated that the Two
Midnight Rule was not a substantial departure from its previous pdieg, e.q.78 Fed. Reg.
50496, 50945 (Aug. 19, 2013) (“Our previous guidance also provided for a 24-hour benchmark,
instructing physicians that, in general, beneficiaries who need to stay at the Hespitahn 24
hours should be treated as outpatients, while those requiring care greater than 24 hours may
usually be treated as inpatients. Our proposed 2-midnight benchmark, which we now finalize
simply modifies our previous guidance to specify that the relevant 24 hours are those
encompassed by 2 midnights.ig; at 50946 (“While previous guidance provided a 24-hour
benchmark to be used in making inpatient admission decisions, we now specify that the 24 hours
relevant to inpatient admission decisions are those encapsulated by 2 midnights. 30949
(“We proposed only a change in the inpatient admissions benchmark from an hourly expectation

(24 hours) to a daily (2-midnights) expectatiorf®)Similarly, Dr. Duvall, the former Chief

(“Although [Plaintiff Lee Barrows] was hospitalized from July 3, to July 10, 20@%éthough he was formally
admitted before July 8, on July 8 his status was changed to observation statudivetmahen he had been
formally admitted”);id. at ] 44 (“Beneficiaries whose status as admitted patients is changed to tidosstatus by
the hospital’'s URC are supposed to receive written notification of the change in Jta¢usotification does not
inform them of any appeal rights to challenge that change and to contend that they should &iaeel msradmitted
inpatients and covered under Part A.”); ECF No. 53 at {1 3, 16, 17, 45; ECF No. 123 46177, 93The
Secretary also makes much of the Court’s use of the term “outpatient” in ifsatyeoorder directing the parties to
submit supplemental briefs, without limiting the term to include only those outgatwietare resiving

observation servicesSeeECF No. 432. The Court did not intend to suggest that it was contemplating broadening
the class to include all outpatients, and not just those who are receiving obseraitass

56 But seeDX577 at 3 (“[Ijn April 2013, CMS proposed policy changes through an NPRM that, if proredlga
proposed, would substantially affect how hospitals bill for observation stays ahéhglatient stays.”).

89



Medical Officer for the Center for Program Integrity at CMS, characterimdwo Midnight
Rule as a “slight change from the earlemguage. . . no different than its prior instructions in
intent, slight difference in form and difference in where it's located.” Tr. 956:@uvall) see
alsoTr. 649 (Laucks) (indicating the utilization review process functioned in the sagne w
following the promulgation of the Two Midnight Rule).

In light of these representatioriisis not surprising that threlevant evidence for thpee—
Two Midnight Rule periodargely tracls the evidence for the pestwo Midnight Rule period
and supports the same conclusions. Rinstpre-Two Midnight Rule regulatory regime does
not create a property interest in formal inpatient admission. Simply put, therewdence that
the regulatory regimeequiresphysicians or hospitals to formally admit a béciafy as an
inpatient when the requirements of thel2dur Benchmark are satisfied.he pre¥wo
Midnight Rule guidance to physicians, for exampkegsnon-mandatory languageich as
“should” and “recommended.See, e.gDX539-006 (“Physicians shouldse a 24our period
as a benchmark, i.e., they should order admission for patients who are expected to need hospital
care for 24 hours or more, and treat other patients on an outpatient pssesdlsd X243 at 6
(“Physicians are recommended to use #&@dr period as a benchmark when making a
determination on an inpatient admission.”). Likewise, there was no evidence that @M8de
physicians to order inpatient admission when the criteria of a commercialiagrémlwere
satisfied. In fact, there was Bwidence thatreatingphysicianghemselvesely on orevenrefer
to commercial screening toois making inpatient admission decisicatsall

Similarly, | cannot conclude based on the evidence presented #tdtiaiformal
understandings between beneficiaries and physicians created a property miapegtant

admission prior to the promulgation of the Two Midnight Rule. The physicians who testified at

90



trial all focused on the post—Two Midnight Rule period. Thus, there is even less support for
finding an informal property interest und@indermanrand its progeny for the préwo
Midnight Rule period than for the post-Two Midnight Rule period.

As fortheproperty interest in Part A coverage, however, the same features of the
regulatory scheme that support such a property interest for the post—-Two Midnight Rule per
support a similar property interdst the pre—Two Midnight Rule period. First, thedamce
showed that the inquiry under the 24-Hour Benchmark was nearly identical to the Two Midnight
Rule inquiry. In both cases, the issue was whether the patient required hospitaducanegsihe
relevant time period-24 hours or two midnights. Moreover, RACs reviewing claims undger th
24-Hour Benchmark, like QIOs reviewing claims under the Two Midnight Rule, applied a
reasonableness standafgke, e.g.PX021 (“This audit examines the patient’s condition and
whether evaluation and treatment of thatdibon could bereasonablyrendered safely within a
24-hour period versus the medical necessity of an inpatient admission by Medictaes'ty
see alsa@l2 U.S.C. § 1395y(a)(1)(A) (general reasonableness requirement for all seovies=d
by Medicare) As discussed above, while such an inquiry requires the application of judgment,
and cannot be applied mechanically, it is not so subjective that it does not meaningfully channel
official discretion. Nor was there any evidence that CMS ocdstractors had residual
discretion to deny coverage for patients who satisfied the 24-Hour Benchmark. And, as under
the post—Two Midnight Rule regime, providers had the right to appeal denials undetthar24-
Benchmark to ALJs. According to one study, providers prevailed as to 7R®Mtenialshat
they appealed to the ALJ level. Tr. 398:11-25; 306:22-25 (Shedlmg) fact that denials under
the 24Hour Benchmark were appealed+tand often reversed byadministrative law judges,

who are generally \@yers rather than doctors, suggests the existence of a right that is not
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contingent on the favorable application of unchanneled discretionary judgment. Ihghort,
evidence pertaining to the pre—Two Midnight Rule pedmbinot differ materially from té
post—Two Midnight Rule periodnd consequently, supports finding a property interest in Part A
coveragebut no property interest in inpatient admission.
B. State Action
1. Applicable Law

“Because the United States Constitution regulates only the Government, not private
parties, a litigant claiming that his constitutional rights have been violated musstaistish
that the challenged conduct constitutes state actibabrikant v. French691 F.3d 193, 206 (2d
Cir. 2012) (citations and internal quotatimrarks omitted).To satisfy the “state action” prong of
thedueprocess analysithe Plaintiffs must show that the challenged activity is “fairly
attributable” to the stateBrentwood Acad. v. Tennessee Secondary Sch. Athletic B3%'b.S.
288, 295 (2001). Actions of a private entity are attributable to the State if there is a sufficiently
close nexus between the State and the challenged action. of. #rdity so that the action of the
latter may be fairly treated as that of the State its&fobper v. U.S. Postal Service77 F.3d
479, 491 (2d Cir. 2009). “The purposetlois requirement is to assure that constitutional
standards are invoked only when it can be said that the State is responsible for tiee specif
conduct of which the plaintiff complainsBlum v. Yaretsky457 U.S. 991, 1004 (1982)
(emphasis in original).

Thereis “no single test to identify state actions and state actors. Rather, tharecste
of factors that can bear on the fairness of an attribution of a challenged adherState.”
Fabrikant 691 F.3cdat 207 (quotingCoopet 577 F.3d at 491 see aso Brentwood531 U.S. at

296 (“Our cases have identified a host of facts that can bear on the fairness of such a
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attribution.”). A sufficiently close nexusetween a private entity and the s&estswhen “the
state exercises coercive power, is enaaliim the management or control of the private actor, or
provides the private actor with significant encouragement, either overt or covert,rothghe
private actor operates as a willful participant in joint activity with the State or it$sagen
controlled by an agency of the State, has been delegated a public function by the state, or is
entwined with governmental policiesFlagg v. Yonkers Sav. And Loan Ass’n, B86 F.3d
178, 187 (2d Cir. 2005) (internal quotation marks and citations omittedalsoBrentwood
531 U.S. at 296 (listing the same factors). The Second Circuit has groupetth¢oess of state
actioninto three “main tests:

(1) [when] the entity acts pursuant to the coercive power of the state or is

controlled by the state (“the compulsion test”); (2) when the state provides

significant encouragement to the entity, the entity is a willful participant in joint

activity with the state, or the entity's functions are entwined with state policies

(“the joint action test” or “close neis test”); or (3) when the entity has been
delegated a public function by the state (“the public function test”).

Fabrikant 691 F.3d at 207. The determination of whethesgezific conducof which the
plaintiff complains constitutes state actimmansa “necessarily faebound inquiry,
Brentwood 531 U.S. at 298 (internal quotation marks omitted), and “the fundamental question
under each test is whether the private entity's challenged actioffigidyeattributablé to the
state.” Fabrikant 691 F.3d at 207.

In the present casthe Plaintifs complain that their placement on observation constitutes
a ceprivation of Part A coverage by the state. Both the Supreme Court and the Second Circuit
have addressdtie state action inquirny similar contexts, and it is to these cases that Ifurn
guidance as to when government involvenmerthe activities ofloctors and hospitals amounts

to state action In Blum v. Yaretskythe Court found no state action in nursing homes’ decisions
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to discharge or transfer Medicaid beneficiatiest werenot initiated by the URE! 457 U.S.

991 (1982).The Court held thiadespiteregulatory requirements thadvered services be

“medicaly necessaryandthatphysicians complete prescribed forms documenting the patient’s
mental and physical health, and despite the possibilitggulatory penalties for failing to

dischar@ or transfer patients whose continued stay was inappropriate, the decision to dscharge
particular patientlid not constitute state action becausaltimately turn[ed on medical

judgments made by private parties according to professional standards that aréhshedtay

the State.”ld. at 1006-10. The Court noted, for example, that physicians retained the discretion
to order admission to a nursing facility in spiteadfow” score on thg@rescribedorm. Id. at

1006. The Court also found significant the fact thatpaintiffs were challenging not the
adjustment of their benefits, but their actual discharge or transfer from tilitg.fad. at 1005.

By contrast, irkKraemer v. Hecklerdecided two years aft®&lum, the Second Circuit
heldthata decision by hospital’SURC that a patient’admission or continued stay was not
medically necessargould constitute state action. 737 F.2d 214, 220 (2d Cir. 1084he facts
prove to be as appellant contends, theegoment’s use of [utilization review committee]
determinations may well provide the state action that was missBignn”). The Court
explainedthat, unlike inBlum, which concerned terminations originated by “the patients’ own
doctors or by hospital directors or nursing home administratorsKrédemercase involved
“only the determinations of utilization review committee&d” at 219. Blumwas thus not

controlling. In concluding that there was a “far stronger basis for finding state action” than in

87 Those discharges and transfers thateinitiated by the URC were not &isue in the case, because the parties
had already entered into a consent judgment establishing procedural rights famitilR€d transfers to lower
levels of care.Blum, 456 U.S. at 997. The only remaining issue was whether transfers and dischiteges by
other agents of the nursing home, such as the attending physician, constitutedistate ac
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Blum id. at 219, the Court not@tlatan unfavorable decision by the URC effectively terminated
Medicare benefits and thus that, unlike the respondeim theKraemerplaintiffs “do
challenge the adjustment of benefits, [and] not simply the discharge or transfeetsgat

lower levels of care or the finding that an admission or continued stay is not medically
necessary,id. at 220. The Court further noted thia¢“ URC decisioamaking process

[appeared] to be governed largely by statute, requlat@FA®® manuals, and transmittal

letters” id. at 220 that “physician members [of the URC] must act in accordance with guidelines
established by the Secretary to select or develop written criteria and stadodassgewing the
necessity foadmissions and continued stays . . id,,"andthat the plaintiff class “may well be
able to demonstrate that the Secretary’s directives serve to pressure irdganaaid providers

to cut back on benefitsit. at 221.

The Second Circuit revisitd€raemerandBluma decade latem Catanzano by
Catanzano v. Dowlingand concludethat New York certified home health agencies
(“CHHAS"), which were responsible for administering home health care ssrurtder
Medicaid, were state actors when they maelerminations as to eligibility for home health care.
Catanzano by Catanzano v. Dowljrgp F.3d 113, 119 (2d Cir. 1995). The Court relied on
several features of the regulatory regintirst, the Court observed that CHHAs “are not simply
regulated by the State; rather, they are deeply integrated into the regulatory sdidexeginhg,
e.g., an administrative directive describing the “close collaborative relagpdrisetween
CHHAs and théepartment of Social Servisg Second, the Court noted that, aKiaemer
and unlike inBlum, the decisions made by the CHHAs were not “purely medical judgments

made according to professional standards,” but involved the application of regulatorydules.

58 CMS was previously known as the Health Care Financing Administration (HCFA).
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Third, the Court explained that, asknaemer “the decisions of the CHHASs ‘effectively’ deny
or reduce care. In this way, the state has delegated its power to deny servicesitdAke C
... 1d. Finally, the Court found evidence that CHHASs’ decisions were influenced by the
State’s efforts to control costs, distinguishing them from the more independerdrteaisisue
in Blum Id. TheCourt concludedhat“the State ‘has exercised coercive power [and] has
provided such significant encouragement . . . that the [CHHA'’s determinations in stemlone a
two] must in law be deemed th[ose] of the Staéym, 457 U.S. at 1004, 102 S.Ct. at 2785 and
that the determinati@nthus trigger fair hearing rightsld. (alterations irthe original).
CatanzanandKraemerwere decided prior to the Second Circuit’s grouping of the
Supreme Court’s theories of state action intoééhmain tests™(1) the “compulsion” test, (2)
the “joint action” or “close nexus” test, and (3) the “public function” testiieh appears to have
been first articulated iBybalski v. Independent Group Home Living Program, b%#6 F.3d
255, 257 (2d Cir. 2008). Thus, neither decision identifies which of the three tests it is applying.
The Catanzanaourt’'sown summation of its holding, howeverthatthe state had exercise
“coercive power” and providé'such significant encouragement” that a CHHA'’s determination
“must in law be deemed th[at] of the stat®(’F.3d at 116-seemgo point to “the compulsion
test” Lower courts applying the compulsion test have relied mstime language, takémom
Blum to define the testSee e.g, Caballero v. Shayn€2019 WL 2491717, at *4 (E.D.N.Y. June
14, 2019) (“Under the state compulsion test, ‘a State normally can be held responsible for a
private decision only when it has exercised coercive power or provided such significant
encouragement, overt or covert, that the choice must in law be deemed to be that ¢éthe Sta
(quotingDoe v. Harrison 254 F. Supp. 2d 338, 342 (S.D.N.Y. 2003) (quoBhgn v. Yaretsky

457 U.S. 991, 1004 (1982))p.W.M. Moore v. St. Mary Scho@019 WL 4038410, at *9
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(E.D.N.Y. Aug. 27, 2019) (using similar languagedlwards v. Baptist2006 WL 3618021, at
*2 (D. Conn. Dec. 11, 2006) (usisgmilarlanguage On the other hand, the Second Cirsuit
description®f the three testoften splitaup Blum’sreferencs to“coercion”and “significant
encouragementimong two separatests,assigninghe “significant encouragemeriginguage
to the “joint action” or “close nexus” test atite “coercion” languagt® the “compulsion” test?
Because it is in any case clear that both “coercion” and sufficiently “significanirag@ment”
can support a finding of state action, because “the fundamental question under @sich test
whether the private entity’s challenged actions are ‘fairly attributabiestate, Fabrikant,
691 F.3d at 207, and because the Second Circuit has directly addressed closely analogous issues
in CatanzanandKraemer | need not determine precisely which test applies, and proceed
instead by applying these bindings precedents to the facts in this case.

2. URC Determinations Constitute State Action

Many of the Plaintiffsincluding all those who testified at trjiabere initially admitted as
inpatients by their treating physicians, but were subsequently placed on observation—and
effectively deprived of their property interest in Part A coverags-a-result of a determination

by the hospital’s URC that they did not satisfy CM&iteria for Part A coverag€. All of the

8 For example, ifFabrikant, the Second Circuit articulated the three tests as follows: “(1) [when] the esttity a
pursuant to the coercive power of the state or is controlled by the state (“the comprdgi); (2) when the state
provides significant encouragement to the entity, the entity is a willful participgintractivity with the state, or
the entity's functions are entwined with state policies (“the joint action testlame"oexus test”); or (3) when the
entity has been delegated a public function by the state (“the public functiori té&XT)F.3d at 207.

°The Secretary argues that when a patient’s status is changed from inpatientvationséhere is no deprivation
of Part A coverage because it is still possible that the patient will subsequergbdbgtted as an inpatient and the
entire stay covexd under Part A. While this sequence of events is possible, the Secretary labtpaiotevidence
that it occurs with any regularity (or even that it occurs at all). In any case)élkant unit of analysis under the
Two Midnight Rule is an “inpatig admission,” and not a beneficiary’s entire hospital sége, e.g42 C.F.R. §
412.3(d)(1) (“[Alninpatient admissiois generally appropriate for payment under Medicare Part A . . . .” (emphasis
added). The fact that a subsequent inpatient admission might be covered undetdearhét mean that Part A
coverage for the instant inpatient admission has not been effectively denied whatiartilieview results in the
beneficiary’s placement on observation.
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factors that led th€atanzanaourt to conclude th&@@HHA determinations constituted state
action and theKraemercourt to conclude that URC medical necessity determinations “may
well” be state action, also militate in favor of finding state action ilCldBterminationshat an
inpatient does not qualify for Part A coverage and should thus be placed on obsefvation.
The utilization review team’patient status determinations are not only “influenced” by
the government’s desire to reduce overpayments and control cost§aanzanp60 F.3d at
119—theyare largely a consequence of these efforts. As the Second GotadtinkKraemer
hospitalsare requiredy statuteo implement a UR plan providing for review by the URC of the
medical necessity of hospital admissions, the duration of stays, and the professices ser
furnished to each patient. 42 C.F.R. 8§ 482.30Q)S enforces this makate with respect to
inpatient admissions by putting significant pressure on hospitals to submit only payaldainpat
admission claims for Part A payment. While the form this pressure has takeniéd®var the
course of the class period, it has ntweéess remained a constanésence Prior to the
promulgation of the Two Midnight Rule, for example, CMS directed RACs to audit hospital
inpatient admissions for compliance with CMS’s inpatient critefineseaudits resulted in the
denial ofa substatial number ofclaims and imposesignificantadministrative burdens on
hospitals. Factsf 30. Although RAC audits haw@ncebeen limitedto hospitalgeferredfor
“persistent noncompliance,” and, as of the time of trial, thadmnot been any such referrals,
FactsT131-32, the prospect of a RAC audit nonetheless continues to émahthe absence of

any such audits as likely indicates CMS’s success in influencing hospital behavidoes a

Y The evidence at trial indicated that the utilization review process did notatigtéiffer, for the purposes of the
state action analysis, in the periods beford after the promulgation of the Two Midnight Rufee, e.g.Tr. 649
(Laucks) (indicating the utilization review process functioned in the saméevfage and after the promulgation of
the Two Midnight Rule).Thus, | analyze the state action iséureboth periods together.
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reduction in pressureSee alsdr. 342:3-6 (Sheehy) (“[T]he hospitals are trying to avoid the risk
of the RAC . ... | think that's pretty well known around the countr.”).

RAC audits in any caseiepresent just one of the instruments through which CMS puts
pressure on hospital€MS contractorsuch as QIOsontinue to conduct poglayment reviews
of a sample of each hospital’s inpatient claiamd conduct one-on-one calls with providers to
educate them on the proper application of CMS’s inpatient critEaats{ {20, 66-67. And
there is no doubt that the “education” of providers by QIOs, who also determine whether the
providers’ claimswill be paid, leads hospitals to conform pinacticesof their URCsto CMS
policy. See, e.g.PX131 at 6 (during “education” meeting with QIO, “[tlhe provider says it
seems they should change how they approach their team and how to educate their physicians.”).
As a result, URCs tend to apply the Two Midnight Rule in much the same way CMS contractors
do. Facts{ 66. For example, like CMS contractors, URCs typically perform an initial screen
using one of the major commercial screening tools, followed by more detailed review by a
physician depending on the result produced by the screeningRactis{53-56, 66.

Moreover, until 2013, CMS'’s rebilling policy, which permits hospitals teulemit
claims under Part B when a Part A claim is denied by a CMS contrgiatlylimited the
services for which a hospital could re-bill under Part B. This raised the prdisgiea hospital’s
unsuccessful submission of a claim under Part A would result in its not being reimloursed f
many of its services, arateated a financial incentive to classify more patients as outpatients

receiving observation servicas a “safe hadr.” CMS eventually‘acknowledged concerns that

2See alsdr. 344:915 (Sheehy) (“[1] believe that the pressure from the auditors has certaicdyl foospitals to
take this observation safe harbor. When you have a hospital that cannot either rd#fvasthegcture to apaé or
cannot have their dollars tied up for four and a half years, they're for¢akie@bservation as a safe harbor, as a
risk over strategy, to get paid something for . . . that care.”)
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hospitals appear to be responding to the financial risk of admitting Medicare beigsfima
inpatient stays that might later be denied upon contractor review by electing teetrefitiaries
as outpatients receiving observation services, rather than admitting them a&niagai8 Fed.
Reg. 50496, 50922 (Aug. 19, 20173).

Hospitals are also subject to audit by HBE5 for compliance with CMS criteriaFor
example, Christiana Hospital, where one of the named plaintiffs was treateal)ditesl by OIG
in 2012 as part of a “hospital compliance initiativ@X029 at 1. OIG identified significant
billing errors, including improper inpatient admissions, and attributed these errors to
“weaknesses in the pant admission and admission screening processédsdt 14. The report
recommended that Christiana “strengthen controls to ensure full compliance editaké
requirements.”ld. at 9. Christiana responded to the report in a letter signed by &6 Chi
Compliance Officein which it described the ways in which it was working to improve its
utilization review process with respect to inpatient admissions. Christded, for example,
that the utilization review team now received “daily reports frisnconsultants regarding the

appropriate level of care. This information is communicated to our ordering physiciamawhe

31n 2013, CMS began permitting hospitals tebit for most serices provided to a beneficiary during a hospital
stay under Part B on an individual basis. But hospitals are still not permittdilitasig the billing code for
bundled‘observation services.Facts 13n.15 Because there was no evidence regarding the financial impact of
this distinction at trial, theafree to which hospitals continue to face financial risk from erroneous inpatient
admissions is unclealSee, e.g.Medicare Claims Processing Manual, ch. 1, § 50A&fle hospitals may not report
observation services under HCPCS code G0378 for the time period during the hospitaleeqemrmid a
physician’s order for observation services, in Condition Code 44 situations, dsoftieahospital outpatient
encounters, hospitals may include charges on the outpatient claim for the costmspigdiresources utilized in
the care of the patient during the entire encounter.”); DX5770d03[I]n March 2013, CMS implemented a ruling
regarding payments for inpatient services when a CMS contractor or a hospitairetdhat an inpatient
admission wa not reasonable and necessapecifically, CMS revised its Part B inpatient billipglicy to allow
payment for all hospital services that were provided and would have been réasmoabecessary if the
beneficiary had been treated as an outpafidns. revision substantially reduces hospitals’ financial risk when
admitting beneficiaries if CMS contractors later deny or recoup payneritgphtient claims. Prior to this ruling, if
an inpatient claim was denied, hospitals received payment for dinjted set of services even if all the services
provided would have been reasonable and necessary in the outpatient)setting.
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determination has been made that the documentation does not support an admissioldorder.”
at 2021.

CMS not only places significant pressure on hospitals to, in effect, deny improper
inpatient admissions before they are even submitted as claims tpltiké&o channels
hospitals’ responses to this pressure by requiring hospitals to act throudhRGsiwhen
changing patient stiases’® As noted above, hospitals are compelled by statute to have both a
utilization review committee as well as a utilization review plan that preyidker alia, for
review of inpatient admissions and the duratiostaf/s for medical necessity. Fa§ts2.
Further, CMS requirethata hospital act through itgilization review proceswhen it changes a
patient’s status for billing purpose€MS’s “Claims Processing Manual” includes a section
titled “When an Inpatient Admission May Be Changed to Outpatient Status,” whidiogktthe
procedure a hospital must follow to change, for billing purposes, an inpatient admission to
outpatient status. Medicare Claims Processing Maghall, § 50.3,
https://www.cms.gov/RegulatioresidGuidance/Guidance/Manuals/Downloads/clm104c01.pdf.
The Manual provides:

In cases where a hospital. UR committee determines that an inpatient

admission does not meet the hospital’s inpatient criteria, the haspitaiay

change the beneficiary’s status from inpatient to outpatient and submit an

outpatient claim (bill type 13x or 85x) for medicallgaessary Medicare Part B
services that were furnished to the beneficiary, provided all of the following

7 While the URC is formally responsible for conducting utilization review, tifitiated changes to patient
statuses can be effected by a single physician member of the URC, ClaimsiRgddesmal § 50.3.22, and CMS
“encourages and expects hospitals tpley case management staff to facilitate the application of hospital
admission protocols and criteria, to facilitate communication between praatitiand the UR committee or [QIO],
and to assist the UR committee in the decisiaking process,” Medicar€laims Processing Manual, ch. 1, 8§
50.3.1. Thus, in practice, utilization review is often conducted not by the URC asa lfardy, but by the
utilization review team, which includes individual members of the URC as wethasutilization review
peronnel.
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Id. When all of the requirements set forth in the manual are met, hospitals are petoriite
for the entire patientreounter under Part B by using “Condition Code 44.” There is no
indicationin the Manual that a hospital may choose to bypass the UR committee in changing
patient statuses pursuant to internal reyiemdwhen commenterstated that hospitalsonduct
internal reviews other than utilization review, and asked if the inpatient stay lwouébilled if
the error is discovered as part of another type of review,” CMS responded that it “did not
propose anfwas] not finalizing a policy that would allow hospisatio bill Part B following an
inpatient reasonable and necessaryaetfit determination that does not conform to the
requirements for utilization review under the [Conditions of Participation].” eB Reg. 50496,
50914 (Aug. 19, 2013). Thus, the only path CMS permits hospitals to take in response to the
significant pressure CMS puts on hospitals to prevent the submission of improper inpatient
claims is utilization review. It ithereforenot surprising that every hospital about which the
Court heard testimony had a utilization review process in place through which itedview
inpatient admissions for compliance with CMS’s inpatient crijefien resulting in URC-
initiated changes to agtient’s status.

This case alsmirrors Catanzanan several other important respectss in Catanzane—
and unlikein Blum—URC determinationgre “not purely medical judgments made according to
professional standardsCatanzanp60 F.3d at 119, but involve the application of a standard

prescribed by CMSFacts{ 53, 66-67°> Moreover, as previously discussed, CMS directly

>The Secretary points out that some of the language in the Medicare ClaimsiRgolessial seems to suggest

that URCs apply hospitals’ own criteriaather than CMS’s-in reviewing inpatient admission§eeECF No. 436

at 14 n.2 (“CMS'’s guidance with respect to the use of Condition Code 44 applies when aithRCreating
physician’s concurrence, ‘determines that an inpatient admission does not nineesipited’ sinpatient criteria,’
Medicare Claims Processing Manual, Ch. 1, § 50.3.2.”). But the Court hearchtiabstadence with respect to the
practices of hospital URCs, and the evidence unambiguously showed that patiechstagies are initiated by

URCs aplying CMS’s criteria, and nosome alternative set of criteria developed by the hospital on its own without
regard to CMS policy See, e.gPX118 at 6 (John Dempsey Hospital Utilization Review Plan, providing for the
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educates URCs on the application of the prescribed standard, and URCs apply the standard i
largely the same manner as CMS reviewdds. While this standard leaves some room for
professional judgment, it is designed to closely circumscribe this judgment, and CMS éxpect
to be applied with a high degree of consistency. There is alsoCasanzangclose
collaboration, 60 F.3d at 119, between CMS’s agents and utilization review teams, such as
conference calls in which CMS contractors educate uibzaeview staff on the proper
application of CMS criteria by, for example, working through detailed case stukdiets] 67.
And, as inKraemerandCatanzanpthe UR team’s determination effectively denies the
beneficiaryPart A coverage. If the UR team causes the benefisisigtus tde changed to
observation on the grounds that CMS’s criteria are not satisfied and initiatesi@oQditle 44,
the patient iprecluded from obtaining Part A coverage for the admission. Even if the treating
physician refuses to comply with the UR team’s regteeshange the patient’s statasce the
UR team has determined that an inpatient admission does not satisfy CM8&meqts, the
hospital cannot bill Medicare under Part Bacts] 57. But a URC’s determination does not
itself constitute—and generally does not even lead to—a change in the provision of care, such as
a discharge or transfer, distinguishihgs casdrom Blum where patients sought to appeal not
the adjustment of their benefits, but their discharge or transfer from an SNF.

In short, to prevent overpayments and reduce costs, rather than review eveentinpati
admission for compliance with it®veragecriteria, CMS imposes pressure on hospitals to
prevent improper claims for inpatient admissions from being subnnittibe first placeby

ensuring that statutorily mandated URCs review inpatient admissions for compliim€&MS

review of every admission by case management “within the first day of admissitweteérmine if the patient
meets CMS criteria”)see alsd-acts {63, 66-67. This isunsurprising, in light of the substantial presstirat CMS
places on hospitals to ensure compliance ®MS'’s inpatient criteria.

103



criteria andchangethe status of patientelievedto be ineligible for Part A paymentUR
personnehpply CMS criteria imeviewing inpatient admissisnand CMSlirectly educate UR
personnel on theapplication CMS thus not onlgause$JRCs toengage in the practice of
changing patient statuses from inpatient to observation in order to deny coverage feloagmis
thought to be ineligible, but also largely determines the outcome of decisions in padasds
by establishinghe relevant critea andeducatingURCs ortheir application. Thus, when a
hospital URC causes a patient’s status to be changed to observation, CMS has provided “suc
significant encouragement” that the UR@onduct is “fairly attributable to the state” and
thereforeconstitutes “state action.”
3. Initia | Placements on Observatiorire Not State Action

While some class members were initially designated as inpatients by their treating
physicians, and were only placed on observation status pursuant to a determination by the
hospital’s URC, other class members were placed on observation status at the Tdutse
initial decisiors to order observation—which also have the effect of denying the beneficiary Part
A coverage—arenot fairly attributable to the state on a clagde basisand thus do not
constitue state action These decisions differ in several important respects from the decisions to
place previously admitted patients on observation. Firstetidence showed that the initial
decisionto place a patient on observatisrmade by the treating physiciamth only limited
evidence of involvement by utilization review personnahile there was some evidence that
treating physicians consult utilization review personnel prior to making the Btdiais
determinationFacts 1 92, there is no evidence that this represents universal, or even typical,
practice. Dr. Baugh, for example, testifiedat the utilization review team it involved in his

decisions to place patients on observatibacts 43. By contrast, the evidence showed that
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decisions to change a patient’s status from inpatient to observaremvariably driven by
statutorily mandated and heavily regulatéfCs

Second, initial placements on observation by treating physicians are influenced by the
government’s desire to reduce overpayments and controltoastsgnificantlylesser degree
thanthe URCdriven decisions to change a beneficiary from inpatient tereason Although
treating physicians are indirecilyfluenced by the government’s desire to control costs through
the cumulative effect aingoingutilization review the pressurfom CMS and its agenis
directed at hospitals and utilization revipersonnel, adetailedabove, and not ateating
physicians.Similarly, there was no evidence of “close collaboration” between treating
physicians and CMS. For example, utilization review staff, rather than treatingiphgsi
participate inthe one-onene calls with QIQ. Facts{66-67. CMS’s largely “handsff”
approachwith respect to treating physicians is not surprising, in light of the long-standing policy
prohibiting CMS from interfering with the “practice of medicine.” 42 U.S.C. § 1395.

Third, unlike URC determinations, which always involve the application of government-
specifiedcriterig, initial decisions to place a beneficiary on observation status are sometimes
made following observation care protocols developed by the hospital’'s physiEgeis|{42-

43."% And even when these decisicaamade by applying the relevant C\Becified
benchmark, a greater degree of medical judgment is brought to bear comphecchtoe
objective process employed by CMS reviewers and utilization review personnéi,imdlicles

a reasonableness standard, is limited to a review of the medical record, apdratesrthe use
of commercial screening tool$Vhile there is some evidence that physicians in at least some

hospitals, particularly outside of EDOUs, are asked to check a box on every admissidgmghdica

" The use of these protocols is most common in EDOUS, but also occurs in other sEHirtg§42 n.24.
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whether they have a twmidnight expectation, Facfs49, and physicians do recognize that the
decision they are making about the two-midnight expectation is one that stems fromr&ledica
requirementssee, e.qg.Tr. 1021:2-1§Vedere) this is not enough to make them state act&ese
Blum v. Yaretskyt57 U.S. 991, 1006-07 (1982) (“We cannot say that the State, by requiring
completion of a form, is responsible for the physician’s decisiomn’short, initial placemest
on observation status by physiciahfer in significant ways from the URC-driven decisions to
change a patient’s status from inpatient to observation, such that the former, unbitethe
cannot fairly be attributed to the state under Second Ciraéedent.
C. The Process Due

| have found that, when a hospital URC causes a beneficiary’s status to be dhamnged
inpatient to observation, the beneficiary is deprived of her property interest ik Earerage by
state action-thus satisfying the first two prongs of theegprocess analysis. To determine
whethersuch a deprivation ialsomade without due process of laviathews v. Eldridge
requires the Court to look to three factors:

First, the private interest that will be affected by the official action; se¢bead,

risk of an erroneous deprivation of such interest through the procedures used, and

the probable value, if any, of additional or substitute procedural safeguards; and

finally, the Government's interest, including the function involved and the fiscal

and administrative burdens that the additional or substitute procedural
requirement would entail.

424 U.S. 319, 335 (1976).

As aninitial matter, it is unquestionable thae Plaintiffs’ private interest is weighty.
This interest differs somewhat between the two portions of the class: @whow/ere not
enrolled in Part B coverage at the time of their hospitaliz§tibe PartA only portion of the
class”)and (b) those who stayed at the hospital for three or more consecutive days but were

designated as inpatients for fewer than three (fdlge three-day portion of the class’Hor the
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threeday portion of the classyvhen ahospitalURC depriveshe class membef Part A hospital
coverage by causing their status to be changed to outpatient, a direct collateral caesefjue

this deprivation is the loss &fart ASNF coverageThisloss of coverage has serious
consequences for beneficiaries. First, a beneficiary must cover the cost oftany pos
hospitalization SNF carthey receiveout-of-pocket. According to an OIG report, the cost of

such care averages over $10,00actsY 70.”” This constitutes a significant financial burden,
particularly for those who are on a fixed inconte Kraemer v. Hecklerwhich also involved
Medicare coverage of SNF benefits, the Second Circuit noted that “the prieaésirat stake
should be weighed more heavily tharEidridge because of the astronomical nature of medical
costs.” 737 F.2d at 222. The cost of SMFe¢ the Circuihoted,“can financially cripple all but

the very wealthy.”ld. But, perhapsnore importantlymany Medicare beneficiaries simply

cannot afford to pay for SNF care out of pocket or may only be able to afford a shorter period of
SNF carehian they need. Such patientay beforced to forgo needesthabilitativecare, which

can have serious negative consequefargheir health’® See id(noting that an adverse

decision by a URC “diminishes the probability that a patient could choose to continue receiving
medical car&). Moreover, the loss of SNF coverage can have severe emotional and
psychological consequences for beneficiaries. One physician described aanegpehera

patient upon learning that her placement on observation meant she would lose SNF coverage,
told the physician that the care would bankrupt her family and thaastveanted to die. Facts

173.

" This estimate is confirmed by the experiences of some of the named Plaitiffexample, Plaintiff Martha
Leyanna was billed for $10,600 for her SNF care, and Plaintiff Erwin Kanefskpilleas$9,145. Fact$§ 70.

"8 The granddaughter of Plaintiff Martha Leyanna testified that her grandmother had taromoanfSNF to a
facility providing a lower level of care because she could no longer afford to pay far@®&lFThis facility was
unable to provide the rehabilite¢ care she needed and she never regained independent mobility§] Facts
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The Secretary points out thaetmajority of class members will not require SNF care
upon discharge. ECF No. 430 at 51. While this appears to be true, the percentage of class
members requiring post-hospitalization SNF care is nonetheless substamiatiAg to an
OIG report, of tle 617,702 beneficiaries who had hospital stays lasting at least three nights,
fewerthan three of which were inpatient nighta-eategory which is nearly identical to the
threeday portion of the class—4% received SNF services following their dischanyefeo
hospital, even though they did not qualify for Medicare coverage of these services. But many
more of these patients were recommended for SNF care by their phydiici@rtimes as many,
according to the only data presented at trial. Fla¢& Thus, the evidence suggests that SNF
care was recommended for approximately 20% of the three-day portion of the ¢lass.class
members faced, and continue to face, the difficult choice of whether to pay thookdotiars
for SNF care out of poeit—a sum many Medicare beneficiaries likely cannot affeodto
forgo necessary medical care recommended by their physicians. Moreover, the aittteeme
Mathewsbalancing test is not highly sensitive to the proportion of class members that need SNF
care because this figure directly impacts not only the weight of the private intereatsbdhe
burden on the government. If they do not require SNF care, members of the three-day portion of
the classvould have no incentive to appeal their placement on observation status. Thus, it is
unlikely that the government will be burdened by having to process appeals for these class
members.

Class members who have oitgrt A coveragdopr their partstand to lose all Medicare
coverage for their hospital stayd thus incur thousands of dollars in @ftpocket medical

costs For example, Plaintiff Andrew Roney, who could not afford to pay the monthly premium
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for Medicare Part B, received a bill for $3,502 after he was changed from inpatient t
observatiorpartway through his hospital stay. Facts { 75.

The secondathewsfactor—"the risk of an erroneous deprivation of such interest
through the procedures used, and the probable value, if any, of additional or substitute procedural
safeguards™also militates irthePlaintiffs’ favor. As an initial matter, at present, the Plaintiffs
are currenthentitled to no procedural safeguards whatsoever. Thus, a Medicare benkkieiary
Plaintiff Ervin Kanefsky can simply be informed, shortly prior to discharge, that “thensatvat
be changed you back . . . from inpatient to observation so they’re not going to pay for your
rehab.” Facts 9. Such a beneficiarlgas no mechanism through which to challenge or appeal
this determination.

Theevidence suggests, moreover, tihatre is a significant risk of errar the URC
determinatios that lead tachanging a patient’s status from inpatient to observation based on a
judgment that the physician’s inpatient admission did not satisfy the Two Midnight Rule or the
24-Hour BenchmarkAs noted, these URC reviews mimic tinearly identical reviews
conducted byCMS contractors The trial evidence showedathgoviders, who can appeal
determinationdy CMS contractors, have a high rate of success in obtaining a reversal,
indicating that it is not uncommon for such determinations to be errondoAscording to one
study, providers prevailed as to 71% of RAC denials that they appealed to the ALJtevel.

398:11-25; 306:22-25 (SheeH).Moreover the Secretary himself acknowledgeé thifficulty

7 As noted above, these provider appeals do not provide any rethef Riaintiffsin this casébecause providers do
not submit Part A claims for patients they have placed on observation, and thus raoQkéStor issues a Part A
coverage determination from which a provider beneficiarynight appeal.

80 Courts sometimes rely on reversal rates to demonstrate a risk of erroneovastioepiSee, e.gFox v. Bowen
656 F. Supp. 1236, 1250 (D. Conn. 1986) (“The risk that plaintiffs will erroneously beetkpf their Medicare
benefits is great indeed, as is demonstrated by the high percentage of decisions tigsidabthberapy coverage
that are reversed on appeal.”). A high reversal rate also speaks to the addedaaditeootl safeguards.
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of maintainirg consistency in eligibility determinations under the Two Midnight Rule when he
temporarily suspended QIO shaity reviews for retraining “to ensure accuracy and
consistency” in the QIOs’ application of the Rule. Facts { 20 rAb8.there are only two QIOs
nationwide. By contrast, there are thousands of URCs across the country making vmtuall
same determinations. It is difficult to imagine thirCsare not less consisterand less
accurate—in performing this task than the QIOs. Thus, it is not surprising that a 2013 OIG
report found that “hospitals varied widely in their use of observation stays and long outpatient
stays” DX577-011,as well as in theiuse of “short inpatient staydDX577-013. In short, it is
clear that there islaigh risk of erroneous deprivatiolnd the high reversal rate that providers
already achieve in nearly identical appeals also indicates that the additiarealyred

safeguards sought biye Plaintiffs would significantly improve the accuracy and consistency of
these determinations.

UnderMathewsthe Plaintiffs’ weighty private interest, the high risk of erroneous
deprivation, and the evident value of additional safeguards must be weighed againstahe “fisc
and administrative burdens that the additional or substitute procedural requiremehéemtaill”’
The Secretary has pointed to several administrative steps that would need to he ¢dattento
establish the procedures tRRintiffs seek, including the promulgation of new regulatory and
subfegulatay guidance, drafting new or modifying existing contracts, developing appropriate
educational and training materials, securing appropriations from Congress, aing dradt
approving a new notice to beneficiari€dee generallfFacts 84-87. Contrary to the
Secretary’s assertionsowever, te procedures thelaintiffs seekdo notconstitute an entirely

newtype of appealbut are largely similar-both substantively and procedurally—to the existing
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appeals processes available to providdnsus, vhile some of the burdens the Secreteitgs
may wellmaterialize, those that daill be significantly less onerous than the Secretary suggests.

The Secretary alsoites the added financial burdenaatuallyprocessing the new
appeals.These costs, unlike those associated with establishing the procedural protections sought
by the Plaintiffs, are not defrayed by the appeals’ similarity to existing procedure

“The fundamental prerequisite of due process of law ispip@rtunity to be heard, . . . at
a meaningful time and in a meaningful manneedldberg v. Kelly397 U.S. 254, 267 (1970).
Here thePlaintiffs have no opportunity whatsoever to challenge the deprivation of their Part A
coverage when a statutorily mandated UR@sponding to substantial pressure from CMS—
finds that a physician'mpatient admission does not satisfy CMS’s critetiaonclude that, in
light of the Plaintiffs’ weighty pecuniary, physicalhdpsychological interestthe significant
risk of erroneous deprivation, and the evident value of additional procedural safeguards, the
Mathewsscale tifs decidedly irthePlaintiffs’ favor. This is true with respect tioe Plaintiffs
generakequest for an opportunity to challenge their placement on observation status, but it is
also true of their further request for an expedited appeal process. One of tigoies
Plaintiffs face as the result of an erroneous deprivatioaving to forgo needed medical care
due toanapparent lack of coveragecan only be remedied by an expedited procedure. While
theadministrative and fiscal burdenged by the Secretary an®t insignificantthey must
nonethelesygield in this case tthePlaintiffs’ substantiatiue process interest
D. ClassDefinition

“[B]ecause the results of class proceedings are binding on absent class memtiess
district court has the affirmative duty of monitoring its class decisions in light of/itiergiary

development of the caseVtazzei v. Money Star829 F.3d 260, 266 (2d Cir. 201@)ting
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Richardson v. Byrd709 F.2d 1016, 1019 (5th Cir. 1983) (“The district judge must define,
redefine, subclass, and decertify as appropriate in response to the progregmarasé from
assertion to facts.)) see alsovogt v. State Farm Life Insurance C2018 WL 4937069, at *2
(W.D. Mo. Oct. 11, 2018) (“Federal Rule of Civil Procedure 23(c)(1)(C) permits thetoour
modify the class definition before the entry of a final judgment and that includea &fied on
the merits’); Garcia v. Tyson Foods, InB90 F. Supp. 2d 1273, 1297 (D. Kan. 2012)
(collecting cases and authoritieShus, a court retains discretion to alter, amend, or decertify the
class at any time before final judgment. Fed. R. Civ. P. 23(c)(1)(C).
The current class definition is as follows:
All Medicare beneficiaries who, on or after January 1, 2009: (1) have received or
will have received “observation services” as an outpatient during a
hospitalization; (2) have received or will have receivethdial determination or
Medicare Outpatient Observation Notice (MOON) indicating that the observation
services are not covered under Medicare Part A; and (3) either (a) were not
enrolled in Part B coverage at the time of their hospitalization; or (lgdttythe
hospital for three or more consecutive days but were designated as inpatients for
fewer than three days. Medicare beneficiaries who meet the requirements of the
foregoing sentence but who pursued an administrative appeal and received a final

decsion of the Secretary before September 4, 2011, are excluded from this
definition.

SeeECF No. 378 at 41. | conclude above, based on the evidence presented at trial, that only
those class members who were formally admitted as inpatiamésproven that their deprivation

of Part A coverage results from state actidoreover, beneficiaries whose injury in fact stems

from the denial of coverage for SNF care or, alternatively, having to forgo SNfocéaek of
coverage, do not have standing if more than 30 days has passed since their hospital stay without
their having been admitted to an SNF. These beneficiaries’ injury cannot beeddogsan

injunction directing the Secretary to provide the procedural protections mandated methe D
Process ClauseCMS of course cannot provide coverage for services that were never rendered,

and CMS only covers posibspital SNF care if a beneficiary is admitted to the SNF within 30
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days of the date of discharge, Facts § 11. Aedetis no evidence that such beneficiaries have
any continued need for SNF services. | therefore adopt the following modified cliastsodef
All Medicare beneficiaries who, on or after January 1, 20D%have been or will
have been formally admitted as a hospital inpatient, (2) have been or will have
been subsequently reclassified as an outpatient receiving “observation services”,
(3) have received or will have received an initial determinatidvieaticare
Outpatient Observation Notice (MOON) indicating that the observation services
are not covered under Medicare Part A; atjce{ther (a) were not enrolled in Part
B coverage at the time of their hospitalization; or (b) stayed at the hospital for
three or more consecutive days but were designated as inpatients for fewer than
three daysunless more than 30 days has passed after the hospital stay without the
beneficiary’s having been admitted to a skilled nursing facilfgdicare
beneficiaries whaneet the requirements of the foregoing sentence but who

pursued an administrative appeal and received a final decision of the Secretary
before September 4, 2011, are excluded from this defirfition.

V. RELIEF

For the reasons set forth above, | find that the Secnstarglatingthe Due Process
Clause of the Fifth Amendment by denying the members of the modified class the right to
challenge the denial of théart A coverageAccordingly, the Secretary is OINED as
follows:

1. The Secretary shatlermitall membersf the modified class to appeal ttenial
of their Part A coverage.

2. For class members who have stayed, or will have statdtie hospital for three
or more consecutive days, wiho were designatd as inpatients for fewer than
three days, the Secretary shall permit appeals thrangxpedited appeal process
substantially similar to the existing expedited process for challenging hospital

discharges.

81 To be a member of the class, a beneficiary need not show that the beneficiarg'stsiaige was caused by the
hospital's URC, because the evidence before the Court indicates that such chaigesiably the result ahe
utilization review process. Facts  65.
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In theappeat to be established under this ordbe Secretary shall permit class
members to argue that their inpatient admission satittiie relevant criteritor

Part A coverage-for example, that the medical record supported a reasonable
expectation of a medically necessary tmanight stay at the time of the
physician’sinitial inpatientorder, in the case of a post-Two Midnight Rule
hospital stay-andthat the URC’s determinatido the contrary watherefore
erroneous.If the class member prevaitee Secretary shall disregafdr the
purposes of determining Part A benefits, including both Part A hospital coverage
and Part A SNF coverage, the beneficiary’s reclassification as an outfiadieent
resulted from the URC’s erroneous determination.

The Secretary shall providdass members with timely notice of the procedural
rights described above.

For those class members whalse process rights were violated, or will have

been violated, prior to the availability of the procedural protections set forth
above, the Secretary shall provide a meaningful opportunity to appeal the denial
of their Part A coverage, as well as effective notice of this right.

The Secretary may provide greater procedural protedi@msthe ones described
above, and may providbeseprotections to a broader class of éfriaries,

provided that the uke process rights of the class members are fully protected as set

forth above.

IT 1S SO ORDERED.

Dated:

/sl
Michael P. Shea, U.S.D.J.

Hartford, Connecticut
March 24, 2020
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