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-1 appreciate your willingness to be a part of consultative discussion on due process issues
related to Medicaid, and I look forward to bearing from you and the other invitees on this
complicated topic.

As you know, the discussion is scheduled for Friday, March 26th at 10:00am, and it will
be held at the Department of Health and Human Services, 200 Independence Ave., SW.
After you arrive, you will need to call my office (690-6726) from the security desk in
order to be signed in as a visitor. The meeting will be held in room SO0SA.

Attached, please find some brief facts on Medicaid managed care, as well as a paper that
discusses one possible theory of how due process rights apply to Medicaid. This 1
offered only as a facilitator for discussion. No position is being expressed here. Ihope
that you will review this material and share with us other facts that may be relevant to
these issues and other theories that will help inform our thinking on due process in
Medicaid.

Unfortunately, 1 will not be able to attend the meeting on Friday as I have been requested
to testify at 8 hearing. This request was only received on Tuesday, March 24th.
However, in my absence, Hatriet Rabb, the Department’s General Counsel, will lead the
discussion. In addition, Gary Claxton and Jane Horvath will attend from the Department
along with Sally Richardson and Carol Cronin from HCFA.

Again, thank you for agreeing to talk with us. Iknow that this discussion will be very
helpful for us, and I hope that it will be helpful for you as well.
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Summary of
Facts Surrounding Medicaid Managed Care

v Number of Beneficiaries in Medicaid Managed Care -- 15,068,000

. Percentage of Beneficiaries in Medicaid Managed Care — Approximately 47%

. Of those in Managed Care, Percentage in Mandatory Managed Care -- Probably over 90%
v Only WY, AK and CT do not have either a 1915(b) or 1115 waiver.

. Through an informal survey, States provided HCFA with a preliminary answer to the
question, “Does your State allow a beneficiary direct access to a State fair hearing rather
than first requiring exhaustion of internal MCO grievance procedures?”
Of the responses to this question, approximately 60% of the States answered yes.

»  Of the States that answered yes, approximately 40% reported that the State
encourages, but does not require, beneficianies to first exhaust the MCO’s imternal
grievance procedures.
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DRAFT

One Theory of How to Think About Medicaid Notice and Appeal Rights

This document is only intended to belp facilitate a general discussion on theories of
notice and appeal rights. This dacument is not meant to convey a position on these

issues.

Recipients of certain statutorily created federal benefits, such as Medicaid
benefits, have constitutionally protected property interests. Due process
must be afforded to an individual at risk of being deprived of such a
property interest.

The government is constitationally obligated to ensure that a recipient is
afforded dne process when s/he is threatened with deprivation of Medicaid
benefits. It is not legally consequential whether the point of contact with
the recipient (in this instance, the provider of Medicaid services) is a private
or a state actor. Even if the point of contact with a recipient is a private
actor, it is incumbent upon the government to ensure that due process is
afforded. That could be achieved through regulations goveming provider
participation i the Medicaid program or, for example, through a contractual
mandate on any private actor. The government cannot ¢ontract away or
otherwise wall itself off from its constitutional obligations.

Once it is established that due process must be afforded, the balancing test
in Mathews v, Eldridge determines what process is due. In that case, the
Supreme Court observed, with respect to benefits such as the cash
assistance benefits at 1ssue in Goldberg v. Kelly, that greater constitutional
protections may be warranted where the interest at stake 1s held by
recipients who are eligible for the benefit because of their low income
status. Being poor (if that is not a qualification for the benefit at issue) does
not entitle one to enhanced process protections. Need, perhaps “brutal
need,” must be a program-~qualifying factor. This analysis may argue for
extension of enhanced protection to Medicaid beneficiaries.

Case law can be read to indicate that due process must be afforded once a
recipient has been deemed “eligible” for the benefits at issne. Before that

dood
FP.84-95

point, an individual has no property intetest in the benefit. Thus, with

respect to Medicaid benefits, if one argues by analogy from Sullivan, not
only must a recipient meet Medicaid program eligibility requirements, but
also the item or service in question must be deemed to be reasonable and
necessary (or meet other reasonable criteria that the state iroposes under 42
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CFR § 440.230(d)). Once a beneficiary meets all those critena, s/be
receives benefits and has a property interest in their continued receipt.
Once the recipient has begun receiving benefits, a reduction or termination
of those benefits is subject to due process requirements.

The process due someone for denial of an initial application for benefits is
not as recently affirmed as the process due for termination of a benefit.

This summary begs an important question: Will courts determine that
ongoing services (¢.g., home health services for recipients whose medical
conditions are expected to and do improve) are actually the result of a series
of applications for benefits (applications measured by whether the applicant
is not only still income eligible but also bry whether the services are still
medically necessary)? If so, what process would such courts say is
required?

It would be useful to hear your views about constitutional theories of when
due process notice and hearing rights are triggered and what process is

required at various stages (if process rights differ at all from point to point).

TOTAL P.@5
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IN THE SUPREME COURT OF THE UNITED STATES
OcToBer TERM, 1998

No. 98B-1284
DoNNA E. SHALRLA, SECRETARY OF HEALTH AND HUMAN SERVICES, PETITIONER .

V.

GREGORIA GRIJALVA, ET AL,

ON PETITION FOR A WRIT OF CERTIORART

TO THE UNITED STATES COURT OF APPEATLS
OR_THE NI CIRCUTIT

REPLY BRIEF

In American Manufacturers Mutual Ipnsurance Co. v. Sullivan,
119 S. Ct. 977 (1999), this Court held that (1) private insurers in

Pennsylvania's workergs' compensation program are not state actors
when they deny requests for medical services, jid. at 985-98%, and
(2) beneficiaries in that program who have requested particular
benefits, but whose legal entitlement to those benefits has not vet
been determined, 1lack a constitutionally-protected préperty
interest in the requested benefits for due process purposes, id. at
989-3990. Because those holdings have a substantial bearing on the
government action and due process issues in this case, a remand in
light of Sullivan is appropriate. Mareaover, because the issues in
this case have been radically altered by comprehensive legislation
reforming the Medicare practices that respondents challenged, the
judgments below should be vacated and the case remanded to the
district court in any event.

i. This case, like Sulliwvan, turns on whether the decision

of an octherwise private actor {(an ingurer or HMO) to deny a request
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for medical benefits constitutes government action when undertaken
in the context of a comprehensive benefits scheme. Respondents
argue that a remand for reconsideration in light of Sullivan is
nonetheless unnecessary because Sullivan "does not modify ([thel
Court's prior holdings on state action."™ Br. in Opp. 14. Sul-
livan, however, clarifies the law — "clean[ing] up and reign[ing]
in [the Court's] 'state action' precedent[s]," 119 S. Ct. at 991
(Ginsburg, J., concurring in part and concurring in the judgment)
— in a way that demonstrates the errors in the lower courts'
rationales for finding that HMOs engage in government action here.

In particular, the courts below concluded that HMO treatment
decisions donstitﬁte government action because there is a close
nexus Petween HMOs and the government such that HMO decisions may
fairly be treated as decisions of the federal government. The
courts, however, found that nexus present not because the govern-
ment compels or influences HMO decisions, but instead because the
"Secretary extensi&ely'regulates“ BMOs, which must "comply with all
federal laws and requlations"; because the Secretary pays HMOs "for
each enrolled Medicare beneficiary (regardless of the services pfo—
vided) *; because the Secretary can "overturn" adverse HMO decisions
challenged by the beneficiary; and because the "federal government
has creaﬁed the legal framework * * * within which HMOS" operate.
Pet. App. 10a. In Sullivan, however, this Court held that "[w]he-
ther such a 'close nexus' exists * * * depends on whecther the state
'has exercised coercive power or has provided such significant en-
couragement, either overt or covert, that the choice must in law be
deemed to be that of the State.'" 112 S. Ct. at 98e. Because

neither court below found, and respondents nowhere argue, that the
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government exercises such power or provides such encéuragement here
(see Pet. 17-18 & n.6), the lower courts' rationale does not
survive Sullivan.'

Respondents nonetheless assert that Sullivan is "vastly dif-
ferent" because "the state action finding" in this case "is
predicated on a comprehensive federal statutory scheme establishing
the Medicare program." Br. in Opp. 15. But the benefits scheme at
issue im Sullivan — workers' compensation — was no less
comprehensive or statutory than Medicare. Indeed, in Sulli&an
itself the court of appeals found state action precisely because
the private insurers were "providing public benefits which honor
State entitlements, " *"fulfilling a uniquely governmental obligation
under an entirely state-created, self-contained public benefits
system." Sullivan v. Barnett, 139 F.3d 158, 168 (34 Cir. 1998).°

Alternatively, respondents rely on West v. Atkins, 487 U.S. 42

{1988). See Br. in Opp. 18-19. The courts below, however, did not

Respondents attempt to distinguish Blum v. Yaretsky, 457
U.S. 991, 1004, 1008-1009 (1982), by arguing that this case
involveg "coverage" decisions rather than medical judgments. Br.
in Opp. 18. But they nowhere deny that each decision challenged by
the named class members in this case ig — like the decisions this
Court held not to be state action in Blum — medical rather than
legal in nature. See Pet. 17-18 & n.6.

Likewise, Sullivan makes it clear that ‘"extensivel]
regulat [ion] , " including the regquirement that HMOs "comply with all
federal laws and regqulations," Pet. Bpp. 10a, does not Ssupport a
finding of government action, 119 8. Ct. at 986, where "the

.initiative" for the challenged conduct "comes from" the private
party "and not from the [govermment]." Jackson v. Metropoclitan
Edison Co., 419 U.S. 345, 357 (1974). Finally, respondents nowhere
explain why the fact that the Secretary pays the premium for the
Medicare beneficiary to enroll in the HMO, Pet. App. 1l0a, should
make a difference in the govermment-action inquiry, $ince the
source of that payment neither encourages nor compels HMOs to deny
treatment. requests. See Pet. 17-1B & n.7.
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rely on West, and Sullivan expressly rejected reliance on West.
See 119 S. Ct. 987-988. Respondents' newfound reliance on West
thus makes reconsideration in 1light of Sullivan even more
appropriate. Besides, West is plainly inapposite. In that case,
the Court held that the conduct of a prison physician is state
action because "the only medical care [the prisoner] could receive
for his injury was that provided by the State." 487 U.S. 55. If
the physician "misused his power by demdnstrating deliberate
indifference to [the prisoner's] serious medical needs," the Court
reasoned, "the resultant deprivation was caused, in the sense
relevant for staté-action inquiry, by the State's exercise of its
right to punish [the prisoner] by incarceration and to deny him a
venue independent of the State to obtain needed medical care."
Ibid.

Respondents attempt to bring this case within the reasoning of
West by arguing that Medicare beneficiaries are "locked in" to and
"dependent on" their HMOs for "coverage decisions."  Br. in Opp-
19. That argument fails for three reasons. PRirst, the government
does not '"deny [Medicare beneficiaries] a venue independent of the

- State to obtain needed medical care', West, 48? U.S. 55; because
the Medicare Preogram is not needs-based, Medicare beneficiaries can
and often do seek medical treatment independent of the program.
Indeed, Medicare beneficiaries whose treatment reguests are denied
not only can obtain treatment from non-HMO providers, but are
entitled to have their HMOs pay for that treatment under Medicare
if the Secretary determines the denial was improper. See 63 Fed.
Reg. at 35,108, 35,112 (adding 42 C.F.R. 422.566(b) (2)-(3),

422 .618a) (2) and (b)). Second, enrollment in an HMO (unlike
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treatment by a prison physician) is 2 matter of free choilce for
Medicare beneficiaries. They can choose among HMOs (where
available) or reject HMO coverage altogether by electing fee-for-
services coverage. Pet. 17. Third, Medicare beneficiaries may
switch among HMOs, or return to traditional fee-for-services Medi-
care, at any time, effective the end of the month, until the year
2001; after that, they can switch during specified open season
periods, or at any time under certain conditions, such as where an
HMO fails to provide a required service. See 111 Stat. 278
(Section 1851(e) (2) (A), (f) (1), to be codified at 42 U.S.C. 1395w-
21 (e) (2) (A), (f)(1)); 63 Fed. Reg. 35,072-35,073 (1998) (adding 42
C.F.R. 422.62(a) (3) and (b) (3} (i) (A)).

Einally, respondents are incorrect to characterize HMOs as
"agents" of the government carrying out the "delegated" function of
making benefits determinations. Br. in Opp. 17, 19; see Pet. App.
lla. Like the insurers inISullivan, HMOs do not act as governmeqt
agente in pursuit of a public interest and do not distribute public
funds. Instead, HMOs responding to treatment requests by enrollees
who are Medicare beneficiaries exercise their own private judgment
as to whether they believe the requested treatment is necessary,
reasonable, and otherwise within the scope of their obligation to
provide — just as the private insurers did in Sullivan, and just
as HMOs do with respect to enrollees whose premiums are not paid by
Medicare. Of course, HMO determinations can be éhallenged through
a dispute resolution mechanism established by the government. See
Balanced Budge Act of 1997 (BBA), Pub. L. No. 105-33, § 4001, 111
Stat. 294 (Section 1852(g) (4), to be codified at 42 U.S.C. 1385w-
22(g) (4)); 63 Fed. Reg. at 35,111 (adding 42 C.F.R. 422.602(c)).
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But Sullivan makes it clear that the availability of review, and
the fact that gsuch review "may properly be comsidered (government]
action, " does not convert the private decision under review into
government action as well. 119 §. Ct. at 987. To the contrary,
because the initial private decision to grant or deny the
beneficiary's reqﬁest differg little from the décision any private
actor confronting potential liability would make, the government's
"role in creating, supervising, and setting standards" does not
"differ in any meaningful sense from [its role in] the creation and

administration of any I[other] forum for resolving disputes.”

Ibid.’
2. Sullivan also necessitates re-examination of the due
process holdings below. In Sullivan, this Court held that an

applicant for medical benefits under Pennsylvania's workers'
compensation statute does not have a protected due process interest
in benefits before his legal entitlement to the requested benefits

has been determined. 119 8. Ct. at 9%0. In particular, the Court

* Por similar reasons, respondents err in asserting (Br. in
Opp. 17) that treating HMOs as private acteors would create
anomalous distinctions between Medicare beneficiaries, depending on
whether they were HMO-enrolled or fee-for-service. A private
physician who refuses to treat a patient on a fee-for-service basis
because she believes that the service is not reasonable, necessary,
or covered by Medicare surely 1is not & government actor;
respondents have not offered any reason why the result should be
different when the same decision is made for the same reasons
within an HMO. HMO and fee-for-service Medicare bemneficiaries,
morecver, are in many ways treated alike. Just as an independent
organization acting on behalf of the Secretary makes cgoverage
determinations for fee-for-service treatments, so too an such an
organization reviews all disputed HMO treatment decisions, and the
provigions for further administrative consideration and judicial
review of those decisions are similar as well. Compare 63 Fed.
Reg. at 35,111 (adding 42 C.F.R. 422.592-422.608) with 42 C.F.R.
405.802-405.817 (1996).
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explained, the statute at issue there guaranteed payment not for
all medical treatments, but rather only for medically necessary or
appropriate services. The Court therefore held that Pennsylvaﬁia
workers compensation beneficiaries do not have a protected interest
in the receipt of requested benefits until after medical necessity
or appropriateness has been determined. Ibid. The Medicare
statute similarly does not entitle beneficiaries to coverage for
all medical treatments; instead, it provides coverage only for
services that are, among other things, "reasonable and necessary."
42 U.S.C. 1395y(a) (1) (A).*

Of course, Lhe beneficiaries in Sullivan did nof contend (and
the Court therefore did not address) whether they might have a
property interest in their claims for benefits, as distinct from
the benefits themselves. 119 8. Ct. at 990 n.13; see also id. at
991 (Stevens, J., concurring in part and digsenting in part). But
respondents likewise have not raised that argument, either in this
Court or in the courts below, and neither court below analyzed the
due process issue in those terms. An order granting the petition
and remanding in light of Sullivan therefore is especially
appropriate. See also jid. at 951 (Breyer, J., concurring in part

and concurring in the judgment) (expressing the view that there may

' Respondents' claim that the federal courts have "long recog-
nized that due process principles apply to the Medicare package of
health benefits” (Br. in Opp. 20} is unavailing. The only case
from this Court that respondents cite (Br. in Opp. 5, 20},
Schweiker v. McClure, 456 U.S. 188, 188 (1982), nowhere holds that
mere applicants for Medicare benefits have a protected property
interest in those benefits before their legal entitlement is
established. And the lower court decisions respondents cite (Br.
in Opp. 6, 9, 17, 20), Kraemer v. Heckler, 737 F.2d 214 (2d Cir.
1984), Gray Panthers v. Schweiker, 652 ¥.2d4 146 (D.C. Cir. 1980),
and Martinez v. Richardson, 472 F.2d 1121 (10th Cir. 1973), were
decided without the benefit of Sullivan. '
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be *individual circumstances" under Pennsylvania's workers®
compensation statute where "receipt of earlier payments" may give
rise to a constitutionally protected property interest).®

3. The decisions below also should be vacated and the case
remanded to the district court for reconsideration in light of the
Balanced Budget Act of 1997 (BBA), Pub. L. No. 105-33, §§ 4001-
4002, 111 Stat. 275-330, and the Secretary's implementing
regulations, 63 Fed. Reg. at 34,968. As explained in the petition
(at 20-26), those measures comprehensively reform the practices at
issue in' this cése, replacing the prior program with the new
Medicare+Choice program.

a. Attempting to minimize the significance of the BBA and
the new regulations, respondents argue that they do not substan-
tially alter the current controversy. Br. in Opp. 23. That
arqument is incorrect. The new Medicare+Choice program and imple-
menting regulations address the very practices that respondents
challenged in this lawsuit. They address the primary concern the

district court identified by requiring HMOs to ensure that their

* As explained in the petition (at 18-19), the Ninth Circuit
also erred by declining to give r"substantial weight" to the
Secretary's judgment regarding what procedures are necessary to
ensure fundamental fairness in this context, in direct
contravention of Mathews v. Eldridge, 424 U.S. 319, 34% (1976).
And it likewise erred in approving a detailed injunction imposing
new procedures, rather than remanding to the Secretary, sé that
she could develop appropriate procedures through a fully
participatory and public rulemazking process. Pet. I9. Respondents
do not attempt to defend the latter aspect of the Ninth Circuit's
decigion. I attempting to defend the former, they argue (Br. in
Opp. 20-21) that the Ninth Circuit did not refuse to give the
Secretary's views ‘substantial weight," but instead declined to
accord her views '"great deference.® Whether or not that is a
distinction with a difference, respondents nowhere suggest that the
Ninth Circuit accorded the Secretary's Jjudgments either
"substantial weight, " as Mathews expressly requires, or deference.
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notices of decision are understandable. Compare Pet. App. 46a-50a,
60-61la with Pet.. 7, 11, 21 (explaining new provisgions). They
address the need for faster decisions, requiring HMOs toc make
decisions within 72 hours for urgently needed services, and within
14 days in ordinary cases; the prior regulactions, in contrast, had
no mechanism for expedited decisions and provided a 60-day
deadline. Br. in Opp. 23 (conceding significance of new expedition
mechanisem); compare Pet. App. 5la-52a, 60a with Pet. 4, 8, 10-11,
21. And the BBA and the new regulations also address a host of
issues related to respondents' claims and the district court's
concerns, including the qualifications of decisionmakers, pre-
termination review for in-patient hospital care, and protection of
medical professionals who assist beneficiaries in processing
appeals. Pet. App. 49a, 62a; Pet. 8, 11-12, 21 & n.1l.

Respondents argue, however, that their challenge is not moot
because the new provisions "do not satisfy the requirements of the
district court's remedial order." Br. in Opp. 22. But it is not’
"compliance" with the district court's order that renders the
appeal moot. It is the fact that the BBA and implementing
regulations have replaced the program respondents challenged and
thus have so "alterea" the circumstances of the dispute that the
case (if it remains a live controversy at all) now "present[s] a
substantially different controvergsy from the one the [courts below]
originally decided." Northeastern F1 apter of the Associated
Gen. Contractors of Am, v. City of Jacksonville, 508 U.S. 656, 662
n.3 {(1993);: id. at 670-671 (O'Comnor, J., dissenting); Pet. App.
66a (district court's recoguition that "on appeal much of the March

3, 1997 Order might be moot" because of "efforts on the part of
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state and federal legislatures [to]l address[] the same issues
addressed by this [district] [c]Jourt®).

Indeed, respondents' complaints about the new Medicare+Choice
program — that it reduces the time during which HMOs must issue
decisions in non-urgent cases from 60 days to 14 days rather than
to 5 days, as the district court ordered, and that it requires pre-
termination hearings only with respect to in-hospital treatment
rather than for all services falling in the vague category of
"urgently needed acute care," Br. in Opp. 23; Pet. 22 n.12 — only
underscore the changed nature of the dispute. The district court
may have concluded that two months even in non-urgent cases was so
excesgive as to violate due process, but it has not reached the
same conclusion with respect to the two week period under the new
program. Indeed, unless the district court were to conclude that

¢ and between so-called

the differences between 14 days and 5 days,
"urgent care" and "in-hospital”®™ treatment, are of constitutional
dimension — a dubious propositioﬁ regpondents nowhere advance —
then the BBA and implementing regulations leave no constitutional

deficiency to redress.’

‘ Respondents err in suggesting (Br. in Opp. 12 n.3) that the
district court's requirement that decisions be made within 5 days
ig flexible. The district court's order allows decisions to be
igsued after that deadline only in "exceptional circumstances."
Per. App. 6&0a.

" As explained in the petition (at 23-24 & n.13), the BBA also
eliminates the subject matter — risk contracts under 432 U.S.C.
1395mm{g) — on which the district court purported to act, and
renders inoperative the gtatutory language in 42 T.S.C.
1395mm{c) (1), upon which both courts below relied. Respondents
dispute that, arguing that those provisions have not been repealed.
Whether or mot those provisions have been repealed, they have been
rendered inoperative with respect to the HMO risk contracts at
issue here. The Secretary's authority to enter into such risk
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[For similar reascns, there is no merit to respondehts' claim
that the intervening change in law is irrelevant because they
challenged practices rather than regulations under the Medicare
program. See Br. in Opp. 22. As shown above, the Medicare+Choice
program introduced by the BBA addresses the very "practices"
respondents challenged and the lower courts reviewed, and
respondents nowhere suggest that those prior "practices" persist
despite the change in law. See Pet. 24-25. MAY CUT FOR SPACE]

b. Alternatively, respondents argue that the Secretary may
obtain relief from the district court's injunction by filing a
motion under Federal Rule of Civil Procedure 60(b). This Court,
however, has never held or even suggested that a Rule 60(b) motion
is an appropriate substitute for vacatur and remand when a new law
moots an appellate decision that otherwise warrants this Court's
review. To the contrary, the Court's consistent practice hasgs been
to vacate the judgment of the court of appeals and remand the
matter to the court of appeals with directioms to (1} vacate the
district court judgment and (2) remand to the district court for
reconsideration in light of the intervening legislation. See Pet.
23 (citing, inter alia, Calboun v. Latimer, 377 U.S. 263, 264
(1964) (per curiam); Heckler v. Lopez, 469 U.S. 1082 (1984) (mem.);

and United Stateg Dep't of the Treasury v. Galioto, 477 U.S. 556,
559-560 (1986)); see also United States v. Chesapeake & Potomac

contracts under Section 1395mm(g) has been withdrawn, no Section
1395mm(g) risk contracts remain in force, and Section 1385mm{c) (1)
has no effect here because it applies to contracts under Section
1395mm(g) but not to contracts under Medicare+Choice. See Pern. 9-
10 & n.2.
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Tel. Co., 516 U.S. 415, 416 (1996) (per curiem).’ That course is
especially warranted here because the Ninth Circuit's decision
resolves important issues of constitutional law for one-third of
the Nation's populace, profoundly affects an important national
program inyolving hundreds of HMOs and millions of Medicare
beneficiaries, and therefore plainly warfants certiorari,
especially in light of Sullivan.

C. Pinally, respondent (Br. in Opp. 26-27) faults the
Secretary for not suggesting mootness to the court of appeals. The
short answer is that, at the time the case was before the Ninth
Circuit panel, the new Medicare+Choice program had not been
implemented, and the program and practices that respondents
challenged were still in place. Because those circumgstances have
since changed, vacatur and remand is now appropriate.

CONCLUSION _

For the foregoing reasons and those stated in the petition,
the petition for a writ of certiorari should be granted, the
judgment of the court of appeals vacated, and the case remanded to
the court of appeals with directions to (1) vacate the judgment of
the diétrict court and (2) remand the case to that court for

further consideration in light of American Manufacturers Mutual
Ingurance Co, v. Sullivan, 119 §. Cc. 977 (1998), Sections 4001 and

4002 of the Balanced Budget Act of 1997, Pub. L. No. 105-33, 111

* Agostini v. Felton, 521 U.S. 203 (1997) (see Br. in Opp. 26)
did not involve, and nowhere discusses, the appropriate disposition
of appeals mooted by legislation pending review; it merely
discusges the standards for Rule 60(b) motions. Standar v.
United States, 429 U.S. 17 (1976) (per curiam), addresses only the
propriety of a Rule 60(b) meotion based on new evidence discovered
after the judgment was affirmed on appeal.
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Stat. 275, 328, and the implementing regulations of the Secretary
of Health and Human Services.

Regpectfully submitted.

SETH P. WAXMAN
Solicitor General

APRIL 1958
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REVISED STATEMENT OF
QUESTIONS PRESENTED
Respondents suggest that a more accurate statement
of the Questions Presented, both in content and in recog-
nition of the Secretary’s goal with this Petition, is as

follows:

Whether the judgments below should be vacated,
and the case remanded to the district court to begin the
litigation anew, because of either (1) Jegislation which the
Secretary explicitly declined to rely on in the court of
appeals, which has made no significant change to the
relevant portions of the Medicare statute, and which the
Secrelary has misrepresented to the Court, or {2) a recent
decision of this Court which, upon objective scrutiny, has
no bearing on the outcome of the instant case.

Whether the courts below correctly concluded, like
other courts considering government health services
delivered by HMOs, that when the federally created,
mandated, and operated Medicare program contracts
with privale HMOs to provide Medicare benefits, their
coverage decisions constitute state action,

Whether the courfs below correctly concluded that
the Secretary violated principles of due process, which
have been recognized as a requirement in the Medicare
program by numerous courls, when she did not require
her contracing HMOs to provide adequate notice and
hearings upon the reduction or termination of Medicare

benefits.
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INTRODUCTION

The Secretary argues that a writ of certiorari should
be issued for two reasons, neither of which is well taken.

The facts and legal context of American Manufacturers
Mutual Insurance Co. v. Sullivan, 119 S.Ct. 977 (1999),
differ so dramatically from those in the instant case that
Sullivan has no bearing an the state action issue. Here, in
contrast to the workers’ compensation program at issue
in Sullivan, Medicare's status as a public entitlement man-
dated by congressionally established substantive stan-
dards, to which due process protections have always
attached, compels the finding of state action which the
courls below correctly made,

In addition, for severa) reasons, it is nol necessary or
appropriate for the decisions below to be vacatéd and the
case remanded in light of the Balanced Budget Act (BBA),
which was passed and in effect before brieflng was com-
pleted in the court of appeals. First, the Secretary explic-
itly declined to raise this issue at the appropriate time
below, apparenily viewing the BBA as nof relevant to the
issues here raised. Second, any apparent compliance by
the BBA and its implementing regulations with the judg-

ment below responded only in small part to the deficien- -

cies identified by the district court. Third, as the court of
appeals observed, the district court may modify its order
in light of later developments if the Secretary so requests
and the legal standards arc mel; that procedure, not the
vacating of the judgments below without full briefing and
in the face of inaccurate and misleading statements by the
Secrelary, is the appropriale procedure for resolving these
issues.

LR T IR .Y



Furthermore, although the Secretary suggests that
this case might be appropriate for plenary review, she is
in error: there is no conflict between the circuits on the
issues raised in this case, and the court of appeals prop-
erly applied rules of law in the state action and due
process conlexts which have lang been seitled by this
Court. indeed, the Secretary’s main effort is to manipu-
late the BBA and Sullivan as the mechanisims for negating
lower court decisions with which she disagrees. In her
cagerness to have the lower courl opinions simply disap-
pear, the Secretary has repeatedly mischaracterized the
nature of the Medicare program and the content and
relevance of the BBA. The petition for a writ of certiorari
should be denied and the decisions below left intact.

*

STATUTORY AND REGULATORY
PROVISIONS INVOLVED

The Secrelary asserls that the HMO portion of the
Medicare statute in effect when the district court made its
decision has been superseded by entirely new Medi-
care+Choice legislation. That is not correct. The HMO
portion of the Medicare statute and program remains in
effecl, with only minor changes, renamed as one of the
Medicare+Choice coordinated care options allowed by
the Balanced Budget Act of 1997 (BBA), Pub. L. No.
105-33, § 4001, 111 Stat. 251, 275 (Social Security Acl
{(S.5.A.) § 1851(a)(2)(A)). Compare BBA, §§ 4001-4002, 111
Stat. 275-330 (only partially set forth in Pet. App. 70a and
100a-101a) with the prior HMO provisions, 42 U.S.C.
§§ 1395mm ¢! seq. Because the Secretary failed to include
significant and relevant portions of the BBA in her

Appendix, the current HMO portion of the Medicare
statute, including the minor changes made by the BBA, is
set forth as Respondents’” Appendix (Resp.App.).

Although the BBA includes an expedited HMO
reconsideralion determination in ils appeal procedures
for Medicare HMO beneficiaries, 5.5.A, § 1852(g),
Pet.App. 93a-101a, this change complies with only one
parl of the districl court’s remedial order. The Secretary
ignores the fact that four other important parts of that
order remain unmet.

Also, contrary to the Secretary’s descriplion of Medi-
care HMOs as making coverage determinations according
to their own professional and contractual obligations
without govermment participation ar assistance, Pet.Br.
16-17, 20, the Medicare statute specilies the health ser-
vices provided to beneficiaries of the program. Under
Part A, these services must include:

(1) inpatient hospital services . . . for up to
150 days . . . ;

(2)(A) post-hospital extended care services
for up to 100 days . . . ;

(3) ... home health services; and
{4) in lieu of certain other benefits, hospice
care. .

42 U.5.C. § 1395d(a). Under Part B, services that Medicare
must cover include: ‘

(AXi} home health services . . . ;
(B) medical and other health services
lincluding physician services, outpatient



therapies -and diagnostic tests, home dialysis
equipment, antigens, durable medical equip-
ment, and ambulance services) . . .

(C) outpatient physical therapy services

(D) [certain health clinic services];

(E) comprehensive outpatient rehabilita-
tion facility services; and

(F) facility services furnished in connec-
tion with surgical procedures specified by the
Secrelary. . . .

42 U.S.C. § 1395k(a)(2). These provisions remain intact
under the BBA.

HMOs which contract with the Medicare program are
required to provide their enrollees with the full range of
services covered by Medicare for bencficiaries gencrally.
42 US.C. § 1395mm(c}(2){A). This section alsa remains
intact under the BBA.

Congress included a mandatory enforcement mecha-
nism for the standards prescribed for Medicare HMOs:
“The.Secretary may not enter inlo a contract under this
section wilh an eligible organization unless it meets the
requirements of this subsection and subsection (e} of this
seclion with respect to members enrclled under this sec-
tion.” 42 U.S.C. § 13%5mm(c){1). Again, this section
remains intact under the BBA. Resp. App. 7.

¢

STATEMENT OF THE CASE

1.a. The Medicare program, established by Con-
gress in 1965, mandates that the federal government
cover specific medical services for Medicare beneficiaries.
The Secretary has issued extensive regulations and
administrative manuals defining with precision the pack-
age of health services covered and the process by which
coverage determinations are made pursuant to the stat-
ute. 42 C.FR. §§ 409.1-409.68, 410.1-410.175. Incident to
this legislative determination, the courts have definitively
established that Medicare benelits are constitutionally
protected property rights. Schweiker v. McClure, 456 U.S.
188, 198 (1982); Malliews v, Diaz, 426 U.S. 67 (1976).

In the traditional fee-for-service program, which has
existed since Medicare's inceplion in 1965, health care
providers are paid directly for services already rendered
to Medicare beneficiaries. The Secretary conlracts with
private insurers, called ”intermediaries” under Parl A
and “carriers” under Part B, to process claims and other-
wise administer the benefils. These private insurers make
coverage determinations including those related to medi-
cal necessity, make payments to providers and benefici-
aries, establish guidelines and utilization screens for
coverage, and investigate fraudulent billing practices.
This Court has delermined that, in exercising their con-
tractual dulies, the fiscal intermediaries act as the Secre-
tary’s agents. McClure, 456 U.S. at 190; see also, e.g..
Bodimetric Health Services, Inc. v. Aetna Life & Casualty, 903
F.2d 480, 487 (7th Cir. 1990).
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From Medicare's beginning, Congress has required
an administrative appea! process culminaling in judicial
review fot beneliciaries who are denied benefits. 42
U.S.C. § 1395H. The Secretary has promulgated detailed
regulations governing this appeals process. 42 C.ER.
§§ 405.701 ef seq. and 405.801 ¢! seq. It has been clearly
eslablished that the requirements of procedura) due pro-
cess apply to the Medicare administrative appeals sys-
tem. See, ¢.g., McCuin v. Sec. of HH.S.,, 817 F2d 161,
171-175 (1st Cir. 1987); Gray Panthers v. Schweiker, 652 F.2d
146 (1980), appeal after remand, 716 F2d 23 (D.C.Cir.
1983); Martinez v. Richardson, 472 F.2d 1121 (10th Cir.
1973), on later motion, 655 F.Supp. 95, 102-103 (D.N.M.
1986) (reaffirming original judgment under updated due
process analysis), appeal dismissed, 874 F.2d 751 (10th
Cir. 1989).

In 1982, Congress authorized widespread Medicare
contracting with risk-based HMOs. Tax Equily and Fiscal
Responsibilily Act of 1982, Pub. L. No. 97-248, § 114(a). 96
Star. 324, 341 (codified at 42 U.S.C. § 1395mm). Under this
system, Medicare pays contracting HMOs monthly a flat
fee or capitation payment to provide or cover the con-
gressionally mandated package of services. The Secretary
has actively encouraged Medicare beneficiaries to enroll
in HMOs, and the growth in the number of Medicare
beneficiaries enrolled in HMOs accelerated greatly in the
1990's.1 ’

T In 1996, 3.8 million Medicare beneficiaries were enrolled
in HMOs, more than double the 1.5 million beneficiaries
enrolled just three years earlier. Mclirath, GAQ Report, Medicare
HMOs, American Medical News 3 (November 18, 1896); Reporl

Contrary to the Secrelary’s suggestion, Medicare
HMOs are not analogous to private HMOs. Congress has
specified the package of services that Medicare HMOQs
mus! provide, supra at 3, and the Secretary has elaborated
upon these mandates through extensive regulations and
manuals. Coverage decisions by Medicare HMOs may be
appealed to the Secrelary and federal court; in fact, when
Congress included risk-based HMO coverage, it
expanded HMO beneficiary appeal rights beyond those
conferred in the Medicare fee-for-service appeal process
to include failure to receive services as well as denials of
payment. 42 U.S.C. § 1395mm(c)(5)(B). Extensive and
detailed conditions are attached to HMO participation in
the Medicare program. 42 C.FR. §§ 417.1-417.694.

b. The Joint Statement of Facis presented to the
district court in this case identified a number of problems
with the Medicare HMO program. The six thick volumes
of exhibits, which included declarations of named plain-
tiffs, other beneficiaries and professionals, excerpts from
discovery, and studies and investigative reports, show a
pattern of denials by HMOs, particularly of certain more
costly types of health services.

Beneficiaries’ primary remedy for denial of service is
the administrative appeal process established by statute
and regulations. Bul the defects of this process impair the
relief which it should offer to HMO enrollces who ‘are

of teslimony by Bruce C. Vladek, HCFA Administrator, a!

February 10, 1995 hearing of the Heaith Subcommittee of the
House Ways and Means Commiltee, reported al 842 New
Developments 5-7, Medicare & Medicaid Guide (CCH).



denied services.! HMO notices of denial to beneficiaries
are infrequently given and, even when given, are inade-
quate.in conlent. The hearing process that follows is
seriously Hawed, both by its extensive delays when ser-
vices are urgently needed and by the inability of benefici-
aries to oblain and supply supporting evidence. As a
result, most beneficiaries have no effective remedy when
services are denied. '

2. In an effort to correct this harmful situation,
HMO-enrolled Medicare beneficiaries brought the instant
lawsuit, stating four claims. First, the Secretary failed to
enforce the obligations of her contracling HMOs to pro-
vide congressionally mandated services. Second, the Sec-
retary did not enforce the rcquirement that her HMOs
provide adequate nolice when they deny coverage of
such health services. Third, the Secretary’s failure to pro-
vide HMO beneficiaries with a timely appeal when
needed health services are denied deprives them of a
meaningful hearing. Fourth, in HMO appeals the Secre-
tary should place the burden of proof on the HMO rather
than on the beneficiary. After certifying a nationwide
lass action, the district judge issued summary judgment
for beneficiaries on counls two and three of the complaint
and for the Secretary on count four. The district court
specifically relained jurisdiction to resolve count .one.

a. Under two separate analyses, the district court
found that, contrary to the Secretary’s contention, HMO
service denials constituted state action. First, the court

2 See gencrally 5. ). Stayn, Securing Access Jo Care in HMOs:
. Toward o Uniform Mode! of Gricoance and Appeal Procedures, 94
Cowum. L. Rev. 1674 (1994}

explained that Medicare HMOs (ulfill two separate func-
tions, as insurers and as direct providers of medical care.
This case challenges HMOs' performance of Medicare’s
insurer function; it does not challenge HMOs’ perfor-
mance as providers of medical care. Pet. App. 33a. Courts
have consistently found that private contractors fulfilling
this insurance function for Medicare act as agents of the
Secretary. See Kraemer v. Heckler, 737 F.2d 214, 215 (2d Cir.
1984); Himmler v. Califano, 611 F2d 137, 140 (6th Cir.
1979); Vorster v. Bowen, 709 F.Supp. 934, 936 (C.D.Cal.
1989); Fox v. Bowen, 656 FSupp. 1236, 1238 (D.Conn.
1986). In the present case, the district court found that
“there i3 nothing unique about the performance of these
same duties by HMOs which warrants a contrary finding
here.” Pet.App. 34a.

Secondly, the court analyzed HMO denials of Medi-
care services under the criteria set forth in Catanzano v.
Dowling, 60 F.3d 113 (2d Cir. 1995) (decisions by private
home health agencies to deny or reduce the amount of
home health care for Medicaid recipients amount to state
action triggering due prbcess rights), and in [.K. v, Dillen-
berg, 836 F.Supp. 694 (D.Ariz, 1993) (decisions by private
entities that contracted with the state to perform Medi-
caid mandated behavioral health care duties constituted
state action). As in Calanzano and Dillenberg, the district
court found that the criteria for state action apply here.
Specifically, the district court found that, with respect to
Medicare HMO service denials: (1) the government pays
{or covered services; (2) the government regulates HMOs’
aclivities as they apply to Medicare beneficiaries, espe-
cially benefit coverage determinations; (3) the Secretary
igsues regulations and directives which cannot be
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ignored, and creates the legal framework which governs
the activities complained of by beneficiaries; and (4) Med-
icare beneficiaries appeal HMO service denials directly v
the Sccretary, who has the power to overturn the HMO
decision. Pet.App. 32a-33a.

b. The district court held that Medicare benefici-
aries who are denied coverage by contracting HMOs are
entitled to due process as are Medicare beneficiaries who
are denied coverage in the fee-for-service system. I, al
34a-35b. The court then applied the balancing test set
forth by this Courl in Mathews v. Eldridge, 424 U.S. 319
(1976), to determine the exteat of procedural protections
required for HMO beneficiaries by due process. Pel.App.
42a-45a. It concluded that the Secretary’s current nofice
and hearing procedures violated due process.

Subsequently, at lhe court’s request, both parties
fully briefed their positions regarding \he content of the
_remcdial order. Court of Appeals Supplemental Excerpts
of Record 1010-1078. The court ordered the parties to
enter into binding settlement discussions as to the delails
of a meaningful notice and appeals process, with the
understanding that the Secretary’s right to appeal the
state action issue would be preserved. When the Secre-
tary took the position that she would not be bound by
any settlement agreement, the district court considered
the parties’ briefing as to the specifics of the injunction
and issued its judgment on March 3, 1997. Pet. App.
59a-69a. The court did not strike down Medicare legista-
tion or regulations, but ordered the Secretary to make
reforms in live specific areas of its HMO notice and
appeals process.

1

c. On April 30, 1997, two days before the deadline
for filing a notice of appeal, the Secretary published a
“Final Rule with comment period”, which implemented a
portion of the court’s order. 62 Fed. Reg. 23368 (April 30,
1997). She then requested a stay of the judgment pending
appeal, claiming that her new regulations complied with
many of the court’s pracedural requirements, and, signifi-
cantly, that the other requirements would be addressed
by additional regulations in the near future. Def. Motion
for Stay Pending Appeal (5/13/97), in Court of Appeals
Excerpts of Record (C.A.E.R.) 200. The district court
granled the stay based on the Secretary’s assurances
regarding further compliance: “[Tlhe entire case may
become largely moot if the Secrelary’'s attestations
regarding rule changes are true and are implemented
withoul delay.” Pet.App. 68a. However, consistent with
her regrettably misleading practices throughout this liti-
gntion, the Secretary has never issued regulations imple-
menting the rest ol the district court’s judgment.

d. On August 5, 1997, the Balanced Budget Act of.
1997 was enacled, folding Medicare HMOs into a broader
Medicarc+Choice sct of options. The BBA also inserted
into the stalute some time frames for expedited appeals.

Although the BBA was enacted before the Secretary
filed her reply brief in the court of appeals, she declined
to discuss the new statute. Instead, she stated without
qualification thal the BBA provisions “have no effect on
the arguments presented in this appeal.” Gov’l Reply Br.
al 10 n.9. Furthermore, al oral argument before the court
of appeals on January 13, 1998, the Secretary again dis-
claimed any effect on this case by the BBA, which had
become effective on January 1, 1998.
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‘The BBA provided for expedited appeal in some but
not all af the situations addressed by the district court.
Unfortunately, neither it nor the Secretary’s implement-
ing regulations complied with other important protec-
tions included in the judgment below. First, they do not
satisly the five-day timeliness standard for writter. denial
notices.? Second, they do not provide for an independent,
non-HMO decision-maker in expedited reviews. Third,
they fail to provide for urgently necded services to con-
tinue pending expedited review. Fourth, they do not
implement the congressional mandate for the Secretary’s
enfercement of HMO contractual conditions.

3. The Ninth Circuit, in a unanimous opinion writ-
ten by Judge Wiggins, affirmed the district court’s deci-
sion. Pet.App. 1a-2la. First, the court of appeals held that
HMO denials of services to Medicare beneliciaries consti-
tute state action. The court considered each of the factors
that poinl to state action, and stated that, although each
factor alone might nat be sufficient to establish state
action, together they show that the HMOs and the federal
government are joint participants in providing Medicare
services. Pet. App. 9a-10a. The court distinguished Blim v.
Yareisky, 457 U.S. 991 (1982), where physicians made
medical treatment decisions based on professional stan-
dards, from Crijalva, where HMOs make Medicare cover-
age determinations pursuant to federal law. Pet.App. 1la.

? The Petition incorrectly asserts that the five-day standard
is unreasonably rigid. In fact, the judgment carefully provides
for extensions of up to sixty days when needed to "make a
responsibly considered medical delermination.” Pet.App. 60a,

13

The court of appeals then performed its own balanc-
ing lest under Mathews . Eldridge, and concluded that
due process does require the procedural protections for
Medicare beneficiaries enrolled in HMOs thal were
ordered by the district court. Pet.App. 13a.

Finally, the court addressed the Secretary’'s argument
that intervening regulations warranted modifying the
district courl’s injunction. Judge Wiggins noted that the
district court has continuing jurisdiction over its injunc-
lion and that the Secretary could seek modification
through the district court. Pel.App. 20a. As the Secretary
had expressly advised the Ninth Circuit Ihat the BBA did
not change the issues before it, the court did not address
the BBA.

Subscquently, the Secretary filed a Potition for
Rehearing With Suggestion For Rehearing En Banc. Her
petition was based largely on a reversal in position,
namely, that the BBA does affect the issues and relief in
this case. The panel unanimously denied the petition, and
the court as a whole declined to rehear the case en banc.
Pet. App. 22a-23a.

]

REASONS FOR DENYING THE WRIT

. A. The Factual And Legal Context Of Swilivan Renders

The Decision On State Action In Thal Case Of No
Relevance To The Instanl Case.

1. The Secretary's reliance on American Manufac-
turers Mulual Insurance Co. v. Sullivan, 119 S.Ct. 977
(1999}, as providing grounds to vacate and remand the
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decision below is misplaced. In Sullivan, this Court held
(hat o privale insurer’s decision to withhold payment and
seek utilizalion review of whether particular medical
treatments were reasonable and necessary is not fairly
attributable to the state so as to subject the insurer to the
Fourteenth Amendment’s constraints, Thus, although the
Sullivan decision generally discusses this Court’s state
action jurisprudence, it has no specific relevance to this
case and offers no basis for requiring the appeals and
district courts to revisit lheir analyses.

a. Inilially, it needs to be emphasized that Sullivan
does not modify this Court’s prior holdings on stale
action. While enlighlening in the applicalion of state
action principles to a case under 42 U.S.C. § 1983 involv-
ing workers' compensation, Sallitan does not alter the
analytical framework relied on by the courts below in this
case. This Court reaffirmed the traditional two-step
approach enunciated in Lugar v. Edmondson Oif Co., 457

“U.S. 922, 937 (1982), and reached its conclusion that there
was no state action by distinguishing the situation in
Sullivan from prior state action cases and by carefully
parsing the factual contexts in which the different cantro-
versies arose. 119 5.Ct. at 985-989. The court of appeals’
critique in the instant case is entirely consistent with this
Court’s long-standing approach, and Sul/fvan makes no
change in those parameters previously outlined.?

4+ Sopllivan also demonstrates that Lhere is no significance to
the Secretary's observation that the appellate courts’ decisions
in Sillivan and the instant case failed to include the thrce
principles applicable to the second Ligar factor, as set oul in
Edmonson v. Leesville Concrele Co,, 500 U.S. 614, 621-622 (1991).
See I'et.Br. 16. The absence of an explicil slatement of these
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b. itis of paramount importance to the resolution of
this Pecliticn, however, that the legal and factual context
of Sullivan differs dramalically from the instant case.
Unlike Sullivan, where the state action inquiry focused on
privale decisions to withhold payment for medical care
based on professianal standards, with no state obligation
to pay or provide benefils, 119 S.Cv. at 986-988, the state
action inquiry in the present case turns on HMO coverage
determinations which are based on federal law and the
governmental obligation to provide benefits.

The Secretary contends that the state action holding
below was “predicate[d] . . . largely on the government’s
regulatory role.” Pet.Br. 16. Given this Court's repeated
cecognition, including in Sullivan, 119 S.Ct. at 986, that
regulation alone does not convert privale action into state
action, it is not surprising that the Secretary would seek
to frame this case as merely an instance of government
regulation. This situalion, however, is vastly different
from one involving a regulated industry, as the state
action finding is here predicated on a comprehensive
federal slatlutory scheme establishing the Medicare pro-
gram. See supra at 2-4.

The structure and operation of the Medicare pro-
gram, which is detailed at length in the statute, the regu-
jations, and the manuals, are the responsibility of the
Secrelary to carry out and enforce, and the HMOs which
contract wilh the Secrelary play subordinate roles in this

principles does not necessarily undercut the in{plicit propriety
of the lower courts’ analytical approach, regardless of (he
ultimate oulcome of those analyses.
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scheme. The Secretary notl only sets the benefit entitle-
ment package, coverage and standards for quality, orga-
aization, delivery of services, and notice and appeal
rights, but exercises a virtual monopsony in its role as the
exclusive buyer ol beneficiary services, Unlike Sullivan,
119 S.Ct. at 988, and fackson v. Metropolitan Edison Co., 419
U.S. 345, 352-353 (1974), where the state had no obligation
to provide service or benefits, in this case the government
is obligated 10 ensure that HMOs provide all federally
mandated public benefits. That is the critical ditference
from the instant case, where the obligation has always
attached 1o the government.

Courts have invariably found state action in the con-
text of government health benefits obligated by statute
and provided via a delegation to FIMO. In a number of
recent decisions courts have explicilly rejected arguments
against state action like that made by the Secretary. in
Cutanzana, 60 F.3d at 117-120, state action and consequent
due process protections were found in a managed care
arrangement for Medicaid benefits. In Perry v. Chen, 985
FSupp. 1197 (D.Ariz. 1996), the court held that managed
care organizalions contracting with the state’s Medicaid
program must mee! due process requirements when they
deny health services to beneliciaries. In Daniels v. Wadley,
926 FSupp. 1305, 1311 (M.D.Tenn. 1996}, vacated on this
point sub nom. Daniels v. Meuke, 145 F.3d 1330 (6th Cir.
1998) (table) (vacated for change of circumslances), the
district court held that Medicaid-contracting HMOs are
state actors and so are subject to due process standards
when they deny health services (o beneficiaries. Finally,
in |.K. v. Dillenberg, 836 FSupp. at 697-699, state action
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with constitutional protections was found in private men-
tal health case management services provided under con-
tract with the state Medicaid program.

c. There is no logic in according preferential treat-
menl to HMOs which participate in the Medicare system,
when, like fee-for-setvice providers, they contract with
the federal government to carry out federally established
coverage decisions and as such are acting as agents. See,
e.g., Heckler v, Comnumity Health Services of Crawford
County, Inc., 467 U.5. 51, 54, 64 (1984); Badinietric Health
Services, Iuc., 903 F.2d at 487; Kraemer, 737 F.2d at 215; Fox,
656 F.Supp. at 1238. That HMOs participate both in the
Medicare program and in the private sector i8 not a
relevant concern. Rather, it is their voluntary participa-
tion in the Medicare program and in the provision of
Medicare benelits which defines their role as state actors,
for, in that context, the HMOs’ actions are “fairly attribu-
table to the State.” Sullivan, 119 5.Ct. at 989.

A finding of no state action in the HMO Medicare
context, and lhe consequent reduction in beneficiary
rights, would also create a double and unequal standard
for Medicare beneficiaries, depending on whether they
were HMO-enrolled or in fee-for-service. The courts
below explicitly recognized this unfairness and the fact
that there is nothing in the legislative record to indicate a
congressional intention to create such a disparate system.
See Pet.App. 34a-35a.

Further, the Secretary significantly errs by staling
that the court below “conclud|ed] that medical treatment
decisions by private HMOs concerning their Medicare-
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beneliciary members are properly attributed to the fed-
eral government.” Pet.Br. 16 (emphasis supplied}. In fact,
the court of appeals’ ruling clearly was hmited to coverage
decisions by Medicare HMOs rather than medical judg-
ments. PeLApp. 11a. By contrast, Sullivan did not involve
coverage determinations but, rather, wilhholding pay-
menl to providers pending resolution of medical treat-
ment disputes, where standards were not established by
the state. 119 S.Ct. at 98677

The present case is also quite different from prior
cases where the challenged activity turned on judgments
made by medical professionals. In Blum v. Yaretsky, 457
U.S. al 1008-1009, this Court held that physician treat-
ment decisions do not involve state action. The lower
courts here rightly distinguished HMO coverage deter-
minations from the situations in Bl and its progeny
where no stale action was found. Pet.App. 8a-10a, 30a,
The Secretary’s attempt to insulate hersetf and her HMOs
from accountability by cloaking them in independent pro-
fessional discretion must fail. See Pet.Br. 17-18 n. 6.

The situation in this case - unlike S«flivan - is similar
to West v Atkins, 487 U.S. 42 (1988). There, the Court

5 The Medicare statule contains a section listing exclusions
from its package of covered services; several of the exclusions
are services “not reasonable and necessary for .. . [various listed
purposes).” $.5.A. § 1862{(a}{1). The Secretary has further
defined in delail the situations where these exclusions are
found. See, infer alin, The Medicare Coverage Issues Manual,
HCFA-Pub. 6. These Medicare coverage exclusions are not
analogous 10 the Pennsylvania legislation analyzed in Sullivan,
where medical judgment was a prerequisite to entitlement.
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found that a state-contracted physician’s delivery of med-
ical treatment to state prison hospital inmates was action
fairly attributable to the state, as it had an obligation to
provide adequate medical care, il delegated thal function,
and the private aclor voluntarily assumed the obligation
by contract. Id. at 56. These are the same factors identified
by the district and appellate courts below in concluding
that there is state action in this situation. See Pet.App.
10a, 32a.

Indeed, the effect of the BBA is to accentuate the
Medicare parallel to the circumslances which defined
state action in Wesl. Under the BBA, when beneficiaries
elect 1o enroll in managed tare organizations, they will be
“locked in” and dependen! on their HMOs to make cov-
erage decisions according to federal law. 5.5.A.
§ 1851(e)(2)(C), added by BBA § 4001, 111 Stat. 281 (mis-
leadingly omitted from Pet.App.; sce id. at 78a). Conse-
quently, beneficiarles’ circumstances will be remarkably
stmilar to those of the inmates in West, who also had no
aliernative to the health care available from the contract-
ing physician - a state actor.

e. The Secretary wrongly discerns significance in
her observation that the relationship between Medicare
beneficiaries and HMOs is the “product of a private
choice.” Pet.Br. 17. But il is irrelevant that an HMO's
connéction to its Medicare beneficiary members resem-
bles the HMO relationship to private health beneficiaries
on the issue of choice of plans. As this Court noled in
West, 487 U.S. at 56 n. 15, whether the role of a putative
state actor “parallels one in the privale sector is not, by
itself, reason to conclude that the former is not acting
under color of state law in performing his duties.”
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The relevan! private decision-making al issue in this
case is nul that of Medicare weneficiaries choosing the
HMO route. H is, rather, the voluntary decision of private
health plans to participate as contractors in the Medicare
program. Counsequently, like intermediaries in the tradi-
tional fee-far-service Medicare market, they must adhere
to the statutory and contractual entitiements to benefits.

5. The lower courts correctly held that principles of
due process require the procedural protections otdered in
this case lor Medicare HMOs. In Sullivan, this Court held
that the Due Process Clause does not apply to medical
benelits under the Pennsylvania workers’ compensation
law because there is no protected property interes! in
those benefits. 119 S.CL at 990. Here, in direct contrast,
this Court, as well as numerous other courts, has long
recognized that due process principles apply to the Medi-
care package of health benefits. McClure, 456 U.5. at 198;
see also, €.8., Kraemer, 737 £2d at 222; Gray Panthers, 652
F2d at 146; Murtinez, 472 £2d at 1121; Martinez, 655
F.Supp. 95, 99.

The Secretary complains that, in its due process anal-
ysis, the court of appeals did not give substantial weighl
lo agency views, bul she misquotes the court’s opinion.
Pet.Br. 18. Judge Wiggins rejected the Secretary’s asser-
tion that Eldridge confers “great delerence” upon the Sec-
retary’s views on the appropriate level of procedural
protection, for the simple reason that the language and
standard suggested by the Secretary simply do not
appear in Eldridge. See Pet.App. 13a n3. In facl, the
district judge did give deference 1o her views on this
point, as he conscientiously reviewed both the Secretary’s
existing procedures and arguments, ruling in her favor on
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one of the four counts. Pet.App. 24a et seq. In formulating
relief, the district court asked the Secretary lo file a
response to the proposéd judgment and then ordered
beneliciaries to engage in settlement talks wilth the Secre-
tary on the remaining issues. District Court Minute Entry
of 2/3/97, in C.A.E.R. 199. The court of appeals reviewed
lhe governmenl's interests in a separate section of its .
opinion, and, even after applying the deference due
under Eldridge, the court determined that the government
had simply failed to advance any convincing argument
that the burden on it outweighed the need for additiona!l
due process proteclions.

B. The Secretary’s Limited Compliance With The
Remedia) Order Does Not Moot The Case, And The
District Coust Has Continuing Jurisdiction To Con-
sider Whether Its Order Should Be Modified.

|. The Secretary’s assertion that this case would
warrant plenary review absent its alleged similarity with
sullivan is unfounded. The decisions below were nol
nearly so sweeping as to have “declareld] unconstitu-
tional the Secretary’s implementation ol a major federal
program.” Pet.Br. 20. Rather, they simply held that one
circumscribed aspect of the Medicare program - appeal
rights for HMO beneficiaries — needed improvement to
meet judicially recognized standards. Nor did the deci-
sions “conslitutionalize” private HMOs. 1d. HMOs con-
duct their activities as before, excepl that appeal
procedures for Medicare beneficiaries, which have always
been prescribed by the Secretary, are somewhat stricter.
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2. Cantrary to the Secretary’s repeated assertions,
\he BBA and regulations do not substantially alter the
controversy or moot lhis case. First, the district court’s
decision did not strike down any particular provisions of
the Medicare statule or regulations. Rather, the court
focused on the Medicare appeals process as it existed in
practice, and ordered the Secretary to improve the proc-
ess in certain specific ways. Pel.App. 24a-64a. Thus, the
BBA did not replace legislation declared invalid by the
court, and for that reason many of the decisions cited by
the Secretary are not directly applicable to this case. See,
¢.§., Lewis v Continental Bank Corp., 494 U.S. 472 (1990);
Bowen v. Kizer, 485 U.S. 386 (1988); U.S. Dep’t of Treasury v.
Galiolv, 477 U.S. 556 (1986); Princetun Univ, v. Schmid, 455
U.S. 100 (1982).

Second, the BBA and the new regulations do not
satisfy the requirements of the district court’s remedial
order. The BBA renamed Medicare risk-contracting HMOs
“coordinated care plans,” grouped them together with
some new structures for providing Medicare benefits, and
chifted some of the relevant stalutory provisions o a new
section of the Medicare slalute. But neither the stalutory
framework nor the statutory provisions addressed by the
lower coutts have changed. Section 1395mmic)(1) of title
42, which forbids the Secretary from entering inlo a con-
tract with an HMO unless it meets the statutory require-
ments and upon which the lower courts relied (Petl.App.
20a, S4a), has not been repealed. Section 1395mm(cHSI(A)'s
requirement of meaningiul procedures for hearing and
resolving grievances between enrollees and the HMO also
remains in the statute. Sce Resp.App. 7.
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Although the Secretary describes in glowing detail
the salubrious contents of the BBA (Pet.Br. 20-22), she
(ails to note that many of its procedural provisions deal
with malters not raised in this litigation, such as decision-
making by qualified medical personnel and the time lim-
ilation for non-expedited reconsiderations. Other BBA
provisions touted in the Petition simply repeat in stalu-
tory form procedural characteristics of the existing sys-
tem, such as independent review of adverse HMO
reconsiderations and subsequent levels of review by ALJs
and federal courts. Only one important element of the
district court’s remedial order is satisfied by the BBA: the
requirement that an expedited HMO reconsideration by
the HMO be provided within three days (or 72 hours in
the BBA) for urgenlly needed health services. S.5.A.
§ 1852(g)(3)B)(iii), added by BBA § 4001, 111 Stat. 294.

However, the other key components of the court
order are not met in the BBA and the Secretary’s regula-
tions. For example, recognizing the frequent need for
prompt medical treatment, the district court required that
HMOs make initial determinations within five days of a
request for a health care service unless more time is8
required by the HMO. Pet.App. 60a. The court also
required the conlinuation of on-going and urgently
needed acute care services (unless harmful to the
enrollee) pending an expedited reconsideration deter-
mination. Id. at 63a. Finding thal existing “notice and
informal hearing requirements set forth by statute and
regulations are all bul ignored,” id. al 51a, the court
required the Secretary to enforce Congress’ slatutory pro-
hibition against renewing contracts with HMOs that do
not comply with federal standards. Id. at 54a-55a, 6la,
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63a. The BBA does not satisfy these obligations, and the
Secrclary continues to ignore the bulk of the remedial
order. )

The Petition asserts that the prohibition against con-
tracting with non-compliant HMOs was mooted by the
BBA in its enaciment of S.5.A. § 1857, BBA § 4001, 111
Srat. 319. Pet.Br. 24 n.13. While il is true that the new
S.5.A. § 1857 uses permissivé language in authorizing the
Secrelary to terminate non-compliant Medicare+Choice
organizations generally, the Petition fails to disclose the
tact that the BBA did not repeal 42 U S.C. § 1395mm(c)(1),
which mandates non-renewal of Medicare contracts with
deficient HMOs. Resp.App. 7. Under the rules of statu-
lory construction, the more specific provision of section
1395mm(c){l) continues to be controlling in Medicare
contracts with HMOs under Medicare+Choice. And
where, as here, the intervening Jegislation and regula-
tions do not resolve many of the underlying controversics
ot issues, the case is not moot. Northeastern Fla. Chupter of
the Associated Gen. Coatractors v. Cily of facksenville, 508
U.S. 656, 662 (1993) (municipa! ordinance conferring
minority business preferences voluntarily replaced dur-
ing appeal did not moot case when replaced by similar
stalute); City of Mesquite v. Aladdin’s Castle, Inc., 455 U.S.
283, 289 (1992) {voluntary compliance did nat mool judg-
ment). See also, e.g., National Independent Coal Operators’
Assn. 0. Kleppe, 423 U.S. 388, 393 n.d (1976) (challenge to
validity of regulalions regarding administrative hearings
not moot where regulation reissued after filing of suit
required a hearing if requested); FEA v. Algonquin SNG,
Inc., 426 U.S. 548, 553 n.8 (1976) (challenge 10 administra-
tive imposition of fees on oil imports not mooted by new
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federal statute because it did not eliminate one type ot lee
which respondents sought to enjoin).

3. The Sectetary asks the Court to vacate the court
of appeals’ decision and remand this case to the district
court with instructions to vacate its judgment as well and
conduct such further proceedings as may be appropriate
in light of the BBA and new regulations. Pet.Br. 26. This
action is neither necessary nor appropriate for several
reasons. '

Firsl, it is apparent that the Secretary’s regulatory
and legislative initiatives were in reaction fo the injunc-
tion in this case. Even the Secretary should not be
allowed to manipulate the judicial process by offering
hall a Joal after her efforls to evade compliance have
failed.

As discussed ébove, the Secretary advised the court '
of appeals that it need not consider the effect of the BBA
in deciding the appeal. Although that legislation became
law in August 1997, before the appeal was fully briefed
and argued, the Secretary informed the court that it
should not consider its provisions: “[T]hese changes have
no effect on the arguments presented in this appeal.”
Gov't Reply Brief at 10 n.9 (emphasis added). Further-
more, although oral argument took place after the Janu-
ary 1, 1998 effective date of the BBA, the Secretary still
did not ask the court to consider its elfect. Having
expressly waived her opportunily to raise this legislation
below, the Secretary should not be allowed to use it now
to further delay or deny relief to tens of thousands of
Medicare beneficiaries. '
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Second, the relief requested by the Secretary, recon-
sideration by the district court, may be obtained without
\he issuance of a writ of certiorari vacating the court of
appeals’ decision. The district court retained jurisdiction
1o corsider the effects of the procedural changes ordered,

Pel.App. 58a, 64a, and, in any evenl. the Secretary may

seek modification in light of the BBA changes on remand
to the district coust pursuant to Rule 60(b), ER.Civ.P. At
the conclusion of his opinion'for the unanimous parie!
below, Judge Wiggins noted precisely this point:

The district court has continuing jurisdiction
over the modification of the injunction. See
Transga, Inc. v. Ajac Transiission Parls Corp., 768
F2d 1001, 1030 (9th Cir. 1985) (declining to
remand to district couit with directions to mod-
ify injunction, neting that the party "may apply
directly” to the district court for modification in
light of post-trial events). The Secrclary may
move in the district court for a modification of
its injunction.

Pet.App. 21a. See also, ¢.g., Agastini v. Felton, 521 U.S. 203
(1997) (discussing standards for a Rule 60{b) motion);
Standard Oil v. U.S., 429 U.S. 17 (1976} (unsuccessful
appellant may make a Rule 60{b} motion on remand).

Because the intervening legislalion and regulations
complied only in small part with the lower court’s order,
this case is far from moot. The court of appeals’ opinion
directing the Secretary to seek consideration of these
subsequent events in the district court was correcl. N is
not necessary, and certainly not equitable, for this Court
to vacate the decisions below merely 10 allow the Secre-
tary to belatedly raise additional issues. The Secretary,
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like all other litigants, should apply to the district court
{or that relief, rather than ask for this Court’s interven-
tion merely because of the fortuitous timing of the peti-
tion for a writ of certiorari.

CONCLUSION

For lhe reasons stated, the Court should deny the
petition for a writ of certlorari.
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Soc. Sec. Act § 1876 lcodified 42 U.S.C. § 1395mm]
PAYMENTS TO HEALTH MAINTENANCE ORGANI-
ZATIONS AND COMPETITIVE MEDICAL PLANS

Sec. 1876. (a)}{1){A) The Secretary shall annually
determine, and shall announce (in a manner inlended to
provide notice to interested parlies) not later than Sep-
tember 7 before the calendar year concerned -

(i) a per capita rate of payment for each class of
individuals who are enrolled under this section with
an eligible organization which has entered into a
risk-sharing contract and who are entitled to benelits
under part A and enrolled under part B, and

(ii) a per capita rale of payment for each class
of individuals who are so enrolled with such an
organization and who are enrolled under part B only.

For purposes of this section, the term “risk-sharing con-
tracl” means a contract entered into under subsection (g)
and the lerm “reasonable cost reimbursement contract”
means a contract entered into under subsection (h).

(B) The Secretary shall define appropriate
classes of members, based on age, disability status,
and such other factors as the Secretary determines to
be appropriate, s0 as to ensure actuarial equivalence.
The Secretary may add to, modify, or substilule for
such classes, if such changes will improve the deter-
mination of actuarial equivalence.

(C) The annual per capita rate of payment for
each such class shall be equal to 95 percent of the
adjusted average per capita cost (as defined in para-
graph (4)) for that class.

(D) In the case of an eligible organization with
a risk-sharing contract, lhe Secretary shall make
monthly payments in advance and in accordance
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with the rate determined under subparagraph (C}
and except as provided in subsection (g)(2), to the
organization {or each individual enrclled with the
organization under this section.

(E)(i) The amount ol payment under this para-
graph may be retroactively adjusled to take into
account any difference between the actual number of
individuals enrolled in the plan under this section
and the number of such individuals estimated lo be
so enrolled in determining the amount of the advance
payment.

(ii}]) Subject to subclause (I1), the Secretary may
make retroactive adjustments under clause {i) lo take into
account individuals enrolled during the period beginning

“on the date on which the individual enrolls with an
eligivle organization (which has a risk-sharing contract
under this section) under a health benefit plan operated,
sponsored, or contributed to by the individual’s em-
ployer or former employer (or the employer or former
employer of the individual’s spouse) and ending on the
date on which the individual is enrolled in the plan under

this section, except that for purposes of making such -

relroactive adjustments under this, clause, such period
may not exceed 90 days.

(1) No adjusiment may be made under subclause
(1) with respect to any individual who does not certily
that the organization provided the individual with the
explanation described in subsection (c}(3)(E) at the time
the individua! enrolled with the organization.

(F)(i) At least 45 days before making the
announcement under subparagraph (A) for a year
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{(beginning with the announcement for 1991), the Sec-
retary shall provide for notice to eligible organiza-
tions of proposed changes to be made in the
methodology or benefil coverage assumplions from
the methodology and assumplions used in the pre-
vious announcement and shall provide such organi-
zalions an opportunity to comment on such proposed
changes.

(ii) In each announcement made under subpara-
graph (A) for a year (beginning with the announcement
for 1991), the Secretary shall include an explanation of the
assumptions (including any benefit coverage assump-
tions) and changes in methodology used in the announce-
ment in sulficient detail so that eligible organizations can
compule per capita rates of payment for classes of indi-
viduals located in each counly (or equivalent area) which
is in whole or in parl within the service area of such an
organization.

(2) With respect to any eligible organization which
has entered into a reasonable cost reimbursement con-
iracl, payments shall be made to such plan in accordance
with subsection (h}{2} rather than paragraph (1).

(3) Subject to subsections (c)(2)(B)ii) and (c)(7),
payments under a contract to an eligible organization
under paragraph (1) or (2) shall be instead of the amounls
which (in the absence of the contract) would be otherwise
payable, pursuant to sections 1814(b) and 1833(a), for
services furnished by or through the organization to indi-
viduals enrolled with the organization under this section.

(4) For purposes of this section, the term “adjusted
average per capita cost” means the average per capila
amount that the Secretary estimates in advance (on Lhe

P
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basis of actual experience, or retrospective actuarial
equivalent based upon an adequate sample and other

information and data, in a geographic area served by an -

eligible organization of in 2 similar area, with appropri-
ate adjusiments to assure actuarial equivalence) would be
payable in any conlzact year far services covered under
parts A and B, or part B only, and types of expenses
otherwise reimbursable under parts A and B, or parl B
anly (including administrative costs incurred by organi-
zations described in sections 1816 and 1842), if the ser-
vices were lo be furnished by other than an eligible
organization or, in \he case of services covered only
under section 1861(s}(2)}H), if the services were to be

furnished by a physician or as an incident to a physi-
cian's service.

(5) The payment to an eligible organization under
this section for individuals enrolled under this section
with the organization and entitled to benefits under part
A and enrolled under part B of this subchapter shall be
made from the Federal FHospital Insurance Trust Fund
and the Federal Supplementary Medical Insurance Trust
Fund. The portion of thal payment to the organization for
a month lo be paid by each trust fund shall be deter-
mined as follows:

(A) In regard to expenditures by eligible orga-
nizations having risk-sharing contracts, the allocation
shall be determined each year by the Secretary based
on the relative weight that benefits from each fund

contribute to the adjusted average per capita cosl.’

(B} In regard to expenditures by eligible argani-
zaticns operating under a reasonable cost reimburse-
ment contract, the initial allocation shall be based on
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the plan’s most recent budget, such allocation to be
adjusted, as needed, afler cost settlement to reflect
the distribulion of actual expenditures.

The remainder of that payment shall be paid by the
former trust fund.

(6) Subject to subsections (c)(2)(B)(ii) and (c}(7), if
an individual is enrolled under this section with an eligi-
ble organization having a risk-sharing contract, only the
eligible organizalion'shall be entitled to receive payments
from the Secrelary under this title for services furnished
to the individual.

(b) For purposes of this section, the term “eligible
organization” means a public or private entity {which
may be a health maintenance organization or a competi-
tive medical plan), organized under the laws of any State,
which - :

(1) is a qualified health maintenance organiza-
tion (as defined in section 1310(d) of the Public
Health Service Act}, or

(2) meels the following requirements:
(A) The entity provides to enrolled mem-
bers at least the following health care ser-
vices:
(i) Physicians’ services performed
by physicians (as defined in section
1861(r)(1)).

(ii} -Inpatient hospital services.
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(iii) Laboratory, X-ray, emergency,
and preventive services.

{iv) Qut-of-area cuverage.

(B) The entity is compensated (except for
deductibles, coinsurance, and copayments)
for the provision of health care services to
enrolled members by a paymenl which is
paid on a periodic basis without regard to
the date the health care services are pro-
vided and which is fixed without regard to
the frequency, extent, or kind of health care
service actually provided to a member.

(C) The entity provides physicians’ services
primarily (i) direclly through physicians
who are either employees or partners of such
organizalion, or (ii) through contracts with
individual physicians or one or more groups
ol physicians (organized on a group practice
or individual practice basis).

(D) The entity assumes full financial risk
on a prospective basis for the provision of
the health care services listed in subpara-
graph (A), except that such entity may -

(1) obtain insurance or make other
arrangements for the cost of providing
to any enrolled member health care ser-
vices listed in subparagraph (A) the
aggregate value of which exceeds $5,000
in any year,

(i) obtain insurance or make olher
arrangements for the cost of health care
service listed in subparagraph (A) pro-
vided 10 its enrolled members other than
through the entity because medical
necessity required their provision before
they could be secured through the entity,
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(iii) oblain insurance or ma ke
other arrangements for not mare than 90
percent of the amount by which its costs
for any of ils fiscal years exceed 115
percent of its income for such fiscal year,
and o

(iv) make arrangements with phy-
sicians or other health professionals,
health care institutions, or any combina-
tion of such individuals or institutions to
assume al} or part of the financial risk on
a prospective basis for the provision of
basic health services by the physicians

" or other health professionals or through
the institutions.

(E) The entily has made adequate provision
against the risk of insolvency, which provi-
slon is satisfactory to the Secretary.

Paragraph (2)(A)ii) shall not apply to an entity which
lhad contracted with a single State agency administering a
State plan approved under titic XIX of this chapter for the
provision of services (other than inpatient hospilal ser-
vices) to individuals eligible for such services under such
State plan on a prepaid risk basis priar to 1970.

{c)(1) The Sccretary may nol enter into a contract
under this section with an eligible organization unless it
meets the requirements of this subsection and subsection
(¢} with respect to members enrolled under this section.

(2)({A) The organization must provide to members
enrolled under this section, through providers and other
persons that meet the applicable requirements of this title
and part A of title XI -

(i} only those services covered under parts A and
B of this title, for those members entitled lo
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benefils under part A and enrolled under part B,
of

(i) only those services covered under part B, for-

those members enrolled only under such part,

which are available to individuals residing in the geo-
graphic area served by the organization, excepl that (1)
the organization may provide such members with such
additional health care services as the members may elect,
at their option, 1o have covered, and (}1) in the case of an
organizalion with a risk-sharing contract, the organiza-
tion may provide such members with such additional
health care services as the Secretary may approve. The
Secretary shall approve any such additional heallh care
services which the organizalion proposes to offer to such
members, unless the Secretary determines that including
such additional services will substantially discourage
enrollment by covered individuals with the organization.

(B) If there is a national coverage determination
made in the period beginning on the date of an
announcement under subsection (a){1)}(A) and ending on
\he date of the next announcemen! under such subseclion
that the Secretary projects will result in a significant
change in the costs to the organization of providing the
benefits that are the subject of such national coverage
determination and that was nol incorporated in the deter-
mination of the per capita rate of payment included in the
announcement made at the beginning of such period —

(i) such determination shall not apply Vo risk-
sharing contracts under this section until the first
contract ycar that begins after the end of such period;
and
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(i) it such coverage determination provides for
coverage of additional benefits or under additional
circumstances, subsection (a)(3) shall not apply to
payment for such additional benefits or benefits pro-
vided under such additional circumstances until the
first coniract year that begins after the end of such

period,
unless otherwise required by law.

(3¥A)(i} Each eligible organization mus! have an
open enrollment period, for the enrollment of individuals
under this section, of al least 30 days duration every year
and including the period or periods specified under
clause (ii), and must provide that at any time during
which enroliments are accepted, the organization will
accept up to the limits of ils capacity (as determined by
the Secretary) and withoul restrictions, except as may be
authorized in regulations, individuals who are eligible to
enroll under subsection (d) in the order in which they
apply for enrollment, unless to do so would result in
(ailure to meet the requirements of subsection (f) or
would result in the enrollment of enrollees substantially
nonrepregenlative, as determined in accordance with reg-
ulations of the Secretary, of the population in the geo-
graphic area served by the organization.

(i)}1) I a risk-sharing contract under this section is
not renewed or is otherwise terminated, eligible organi-
zations with risk-sharing contracts under this section and
serving a part of the same service area as under the
terminated contract are required to have an open enroll-
ment period for individuals who were enrolled under the
terminated contract as of the date of notice of such termi-
nation. If a risk-sharing contract under this seclion is
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renewed in a manner that discontinues coverage for indi-
viduals residing in part of the service area, eligible orga-
nizations with risk-sharing contracts under this section
and enrolling individuals residing in that part of the
service area are required to have an open enrollment
period for individuals cesiding in the part of the service
area who were enrolled under the contract as of the date
of notice of such discontinued coverage.

(1) The open -enrollment periods required under
subclause (I) shall be for 30 days and shall begin 30 days
after the date thal the Secretary provides notice of such
requirement.

(1) Encollment under this clause shall be effective
30 days after the end of the open enrollment period, or, if
the Secretary determines that such date is not feasible,
such other date as the Secretary specifies.

(B} An individual may enroll under this section
with an eligible organization in such manner as may be
prescribed in regulations and may terminate his enroll-
ment with the eligible organization as of the beginning of
the firsl calendar month following the date on which the
request is made for such termination (or, in the case of
financial insolvency of the organization, as may be pre-
scribed by regulations) or, in the case of such an organi-
2ation with a reasonable cost reimbursement contract, as
may be presccibed by regulations.

(C) The Secretary may prescribe the procedures and
canditions under which an eligible organization that has
entered into a contract with the Secretary under this
subsection may inform individuals eligible to enroll
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under this section with the organization about the organi-
zation, or may enroll such individuals with the organiza-
tion. No brochures, application forms, or other
promotional or informational material may be distributed
by an organization lo (or for the use of) individuals
eligible to enroll with the organization under this section
unless (i) at least 45 days before its distribution, the
organization has submitted the material to the Secretary
for review and (ii) the Secretary has no! disapproved the
distribution of the material. The Secretary shall review all
such material submitted and shall disapprove such mate-
rial if the Secretary determines, in the Secretary’s discre-
lion, that the malerial is materially inaccurate or
misleading or otherwise makes a material misrepresenta-
tion.

(D) The organization musl provide assurances to
the Secretary that it will not expel or refuse to re-enroll
any such individual because of the individual’s health
status or requirements for health care services, and thal it
will notify each such individual of such fact at the time of
the individual's enroliment,

(E) Each eligible organization shall provide each
enrollee, at the time of enrollment and not less frequently
than annually thereafter, an explanation of the enrollee’s
rights under this section, including an explanation of -

(i) the enrollee’s rights to benefits from the
organization,

(i) the restrictions on payments under this title
for services furnished other than by or through the
organization,
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(3ii) out-of-area coverage provided by the orga-
nization, '

{(iv) the organization’s coverage of emergency .

services and urgenily needed care, and

(v) appeal rights of enrollees.

(F) Each eligible organization that provides items
and services pursuant to a contract under this section
shall PlOVide assurances to the Secrelary that in the event

the organization ceases t0 provide such items and ser-

vices, the organization shall provide or arrange for sup-
plemental coverage of benefits under this title related 10 a
pre-existing condition with respect to any exclusion
period, to all individuals enrolled with the entity who
ceceive benefits under this litle, for the lesser of six
months or the duration of such period.

(G)(i) Each eligible organization having a risk-shar-
ing contract under this section shall notify individuals
eligible to enroll with the organization under this section
and individuals enrolled with the organization under this
section that —

(1) the organization is authorized by law to ler-
minate or refuse fo renew the contract, and

(i) termination or nonrenewal of the contracl.

may result in termination of the enrollments of indi-
viduals enrolled sith the organization under this
section.

(ii) The notice required by clause (i) shall be
included in - ’

(I) any marketing materials described in sub-
paragraph (C) that are distributed by an eligible
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organization to individuals eligible 10 enroll under
this section with the organization, and

(1) any explanation provided to enrollees by
the organization pursuant to subparagraph (E).

(4) The organization must -

(A) make the services described in paragraph
(2) (and such other health care services as such indi-
viduals have contracted for) (i) available and access-
ible to each such individual, within the area served
by the organization, with reasonable promptness and

in a manner which assures continuity, and (ii) when

medically necessary, available and accessible twenty-
four hours a day and seven days a week, and

(B) provide for reimbursement with respect to
services which are described in subparagraph (A)
and which are providud to such an individual other
than through the arganization, if (i) the services were
medically necessary and immediately required
because of an unforeseen illness, injury, or condition
and (ii) it was not reasonable given the circumstances
to obtain the services through the organization.

(5)(A) The organization must provide meaningful
procedures for hearing and resolving grievances between
the organization (including any entity or individual
through which the organizaiion provides health care ser-
vices) and members enrolled with the organization under
this section.

(B} A member enrolled with an eligible organiza-
tion under this section who is dissatisfied by reason ol his
failure to receive any health service to which he believes
he is entitled and at no greater charge than he believes he
is required to pay s entitled, if the amount in controversy
is 5100 or more, to a hearing before the Secretary to the
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same extent as is provided in section 205(b), and in any
such hearing the Secretary shall make the eligible organi-
zation a party. [f the amount in controversy is 51,000 or
more, the individual or eligible organization shall, upon
notifying the other party, be enlitled to judicial review ol
Ihe Secretary’s final decision as provided in seclion
205(g), and both the individual and the eligible organiza-
tion shall be entitled to be parties to that judicial review.
In applying sections 205(b) and 205(g) as provided in this
subparagraph, and in applying seclion 205()) thereto, any
reference therein to the Commissioner of Social Security
or the Social Security Administration shall be considered
a relerence to the Secretary or the Department of Health
and Human Services, respectively.

(6) The organization must have arrangements,
established in accordance with regulations of Ihe Secre-
tary, lor an ongoing quality assurance program for health
care services il provides to such individuals, which pro-
gram (A) slresses health outcomes and (B) provides
review by physicians and other health care prolessionals
of the process followed in the provision of such health
care services.

(7) A risk-shating contract under this section shall
provide that in the case of an individual who is receiving
inpatient hospital services from a subsection (d) haspital
(as defined in seclion 1886(d)(1)(B)) as of the effective
date of the individual’s -

(A) enrollment with an eligible organizalion
under this section -

(i} payment for such services until the date
of the individual’s discharge shall be made
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under this title as if the individual were nol
enrolfed with the organization,

(ii) the organization shall not be financially
responsible for payment for such services until
the date after the date of the individual's dis-
charge, and

(iii) the organization shall nonetheless be
paid the full amount otherwise payable to the
organization under this section; or

(B) termination of enrollment with an eligible
organization under this section -

(i) the organization shall be financially
responsible for payment for such secvices after
such date and until the date of the individual’s
discharge,

{ii) payment for such services during the
stay shall not be made under section 1886(d), and

(iii) the organizalion shall not receive any
payment with respect to the individual under
this section during the period the individual is
not enrolled. '

In the case of an individual’s termination of enrollment,
the organization shall provide the individual with a copy
of the written request for terminalion of enroliment and a
written explanation of the period (ending on lhe effective
date of the termination) during which the individual
continues to be enrolled with the organization and may
not receive benelits under this title other than through
the organization.

(8) A contract under this section shall provide that
the eligible organization shall meet the requirement of
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section 1866(f (relating to maintaining written policies
and procedures respecting advance directives).

(d) Subject to the provisions of subsection (c)(3),
every individual entitled to benefits under part A and
enrolled under part B or enrolled under part B only
(other than an individual medically determined to have
end-stage renal disease) shall be cligible to enroll under
this section with any eligible organization with which the
Secretary has enlered into a contract under this section
. and which serves the geographic area in which the indi-
vidual resides.

(e)(1) In no case may -

(A) the portion of an eligible organization’s
premium rate and the actuarial value of its deduct-
ibles, coinsurance, and copayments charged (with
respect to services covered under parts A and B) to
individuals who are enrolled under this section with

the organization and who are entitled to benefits
under part A and enrolled under part B, or

(B) the portion of its premium rate and the
actuarial value of its deductibles, coinsurance, and
copayments charged (with respecl to services cov-
ered under part B} to individuals who are enrolled
under this section with the organization and enrofied
under part B only

exceed the actuarial value of the coinsurance and deduct-
ibles that would be applicable on the average 10 individ-
uals enrolled under this section with the organization (or,
if the Secrelary finds that adequate data are not available
tc determine that actuarial value, the actuarial value of
the coinsurance and deductibles applicable on the aver-
age to individuals in the area, in the State, or in the
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United States, eligible to ensoll under this section with '
the organization, or other appropriate dalta) and entitled
to benefits under part A and enrolled under part B, or
enrolled under part B only, respectively, if they were not
members of an eligible organization.

(2) 1f the eligible organization provides to its mem-
bers enrolled under this section services in addition to
services covered under parts A and B of this title, election
of coverage for such additional services (unless such
services have been approved by the Secretary under sub-
section (c}(2)) shall be optional for such members and
such organization shall furnish such members with infor-
mation on the portion of its premium rate or other
charges applicable to such additional services. In no case
may the sum of —

(A) the portion of such organization’s premium

rate charged, with respect to such additional services,
to members enrolled under this seclion, and

(B) the actuarial value of its deductibles, coin-

surance, and copayments charged, with respect to
such services to such members

exceed the adjusted community rate for such services.

(3) For purposes of this section, the term “adjusted
community rale” for a service or services means, at the
election of an eligible organization, either ~

{A) the rate of payment for that service or ser-
vices which the Secretary annually determines would
apply to a member enrolled under this section with
an eligible organization if the rate of payment were
determined under a “community rating system” (as
defined in section 1302(8) of the Public Health Ser-
vice Act, other than subparagraph {C)), or
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(B) such portion of the weighted aggregate pre-
mium, which the Secretary annually estimates would
apply to a member enrolled under this section with
the eligible organizalion, as the Secrelary annually
estimates is attributable to that service or services,

but adjusled for differences between the utilization char-
acteristics of the members enrolled with the eligible orga-
nization under this seclion and the ulilization
characteristics of the other members of the organizalion
(or, if the Secretary finds that adequate data are not
available to adjust for those differences, the differences
between the utilization characteristics of members in
other eligible organizalions, or individuals in the area, in
Ihe State, or in the United States, eligible to enroll under
this section with an eligible organization and the utiliza-
tion characteristics of the rest of the population in the
area, in the State, or in the United Stales, respectively).

(1) Notwithstanding any other provision of law, the
cligiblé organization may (in the case of the provision of
services lo a member enrolled under this section for an
illness or injury for swhich the member is entitled to
benefits under a workmen's compensation law or plan of
the United States or a State, under an automobile or
liability insurance policy or plan, including a self-insured
plan, or under no fault insurance) chargg or authorize the

provider of such services to charge, in accordance with
the charges allowed under such law or policy -

(A) the insurance cartier, employer, or other

entity which under such law, plan, or policy is to pay
for the provision of such services, OF
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(B} such member to the extent thal the member
has been paid under such law, plan, or policy for
such services.

(f)(1} For contract periods beginning before January
1, 1999, each eligible organization with which the Secre-
tary enters inlo a contract under this section shall have,
for the duration of such contract, an enrolled membership
at least one-hall of which consists of individuals who.are
not entitled to benefits under this title.

(2) Subject to paragraph (4), The Secretary may
modify or waive the requirement imposed by paragraph

(1) -

(A) to the extent thal more than 50 percent of
the papulation of the area served by the organization
consists of individuals who are entitled to benefits
under this title or under a State plan approved under
title XIX, or '

(B) in the case of an eligible organization that is
owned and operated by a governmental enlity, only
with respect to a period of three years beginning on
the date the organization first enters into a contract
ander this section, and only if the organizalion has
taken and is making reasonable efforts to enroll indi-
viduals who are not entitied to benefits under this
litle or under a State plan approved under title XIX.

(3) If the Secretary delermines that an eligible orga-
nization has failed to comply with the requirements of

this subsection, the Secretary may provide for the suspen-
sion of enroliment of individuals under this section or of

payment to the organization under this section for indi-
viduals newly enrolled with the organization, after the
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date the Secretary notifies the organization of such non-
comypliance.

(4) Effective for contract periods beginning after
December 31, 1996, the Secretary may waive or modify
the requirement imposed by paragraph (1) to the extent
the Secretary finds that it is in the public interest.

(g){1) The Secretary may enter a risk-sharing con-
tract with any eligible organizatian, as defined in subsec-
rion (b), which has al least 5,000 members, except that the
Secretary may enter into such a contract with an eligible
organization that has fewer members if the organization

primarily serves members residing outside of urbanized

areas.
(2) Each risk-sharing contract shall provide that -

(A) if the adjusted comununity rate, as defined
in subsection (e)(3), for services under parts A and B
(as reduced for the actuarial value of the coinsurance
and deductibles under those parts) for members
enrolled under this section with the organization and
entitled to benefits under part A and enrolled in part
B, or

(B) if the adjusted community rate for services
under part B (as reduced for the actuarial value of the
coinsurance and deductibles under that part) for
members enrolied under this section with the organi-
zation and entitled lo benefits under part B only is
less than the average of the per capita rates to bene-
fits under part B only

is less than the average of the per capila rates of payment
to be made under subsection (a)(1) at the beginning of an
annual contract period for members enrolled under this
section with the organization and entitled to benefits
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under part A and enrolled in part B, or enrolled in part B
only, respectively, the eligible organization shall provide
to members enrolled under a risk-sharing contract under
this section with the organization and entitled to benefits
under parl A and enrolled in part B, or enrolled in part B
only, respectively, the additional benefits described in
paragraph (3) which are selected by the eligible organiza-
tion and which the Secretary linds are at least equal in
value to the difference between that average per capita
payment and the adjusted community rate (as s0
reduced); except that this paragraph shall not apply with
respect to any. organization which elects to receive a
Jesser payment to the extent that there is no longer a
difference between the average per capita payment and
adjusted community rate (as so reduced) and except that
an organization (with the approval of the Secretary) may
provide that a part of the value of such additional bene-
fits be withheld and reserved by the Secretary as pro-
vided in paragraph (5). If the Secretary finds that there is
insuflicient enrollment experience lo determine an aver-
age of the per capita rates of payment to be made under
subsection {a)(1) at the beginning of a contracl period, the
Secretary may determine such an average based on the
enrollment experience of other contracts entered into
under this section.

(3) The additiona! benefits referred to in paragraph
(2) are ~

(A) the reduction of the premium rate or other
charges made with respect to services furnished by
the organization to members enrolled under this sec-
tion, or

(B) the provision of additional health benefits,
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or both.
(4) |Repealed.]

(5) An organization having a risk-sharing conlract
under this section may (with the approval of the Secre-
tary) provide that a part of the value ol additional bene-
fits otherwise required to be provided by reason of
paragraph (2) be withheld and reserved in the Federal
Hospital Insurance Trust Fund.and in the Federal Supple-
mentary Medical Insurance Trust Fund (in such propor-
tions as the Secretary determines to be appropriate) by
the Secretary for subsequent annual contract periods, to
the extent required to stabilize and prevent undue fluctu-
ations in the additional benefits offered in those subse-
quent periods by the organization in accordance with
paragraph (3). Any of such value of additional benefits
which is not provided o members of the organization in
accordance with paragraph (3) prior to the end of such
period, shall revert for the use of such trust funds.

(6)(A) A risk-sharing contract under this seclion
shall require the eligible organization tu provide prompt
payment (consistent with the provisions of sections
1816(c}{2) and 1842(c)(2)} of claims submitted for services
and supplies furnished to individuals pursuant to such
contract, if the services or supplies are not furnished
under a contract belween the organization and the pro-
vider or supplier,
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(B) In the case of an eligible organization which the
Secrelary determines, alter notice and opportunity for a
hearing, has failed to make payments of amounis in
compliance with subparagraph (A), the Secretary may
provide for direct payment of the amounts owed to pro-
viders and suppliers for such covered services furnished
to individuals enrolled under this section under the con-
tract. 1f the Secretary provides (or such direct payments,
the Secretary shall provide for an appropriate reduction
in the amount of payments otherwise made to the organi-
zation under this section to reflect the amount of the
Secretary’s payments (and costs incurred by the Secrelary
in making such payments).

(h)(1) 1f -

(A) the Secretary is not satisfied that an eligible
organization hays the capacity to bear the risk of
potenlial losses under a risk-sharing contract under
this section, or ‘

(B) the eligible organizalion so elects or has an
insufficient number of members to be eligible to
enler into a risk-sharing contract under subsection

(g)(1).

the Secretary may, if he is otherwise satisfied that the
eligible organization is able lo perform its contractual
obligations effectively and efficiently, enter into a con-
tract with such organization pursuant to which ‘such
organization is reimbursed on the basis of ils reasonable
cost (as defined in section 1861(v)) in the manner pre-
scribed in paragraph (3).
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(2) A reasonable cost reimbursement contract under
this subsection may, at the option of such organization,
provide that the Secretary —

(A} will reimburse hospitals and skilled nurs-
ing facilities either for the reasonable cost (as deter-
mined under section 1861(v)) or for payment
amounts determined in accordance with section 1886,
as applicable, of services furnished to individuals
enrolled with such organizalion pursuant to subsec-
tion (d), and

(B) will deduct the amount of such reimburse-
ment from payment which would otherwise be made
to such organizalion.

Jf such an eligible organization pays a hospital or skilled
nursing facility directly, the amount paid shall not exceed
the reasonable cost of the services (as determined under
section 1861{v)) or the amount determined under section
1886, as applicable, unless such organization demon-
strates to the satisfaction of the Secretary that such excess
payments are justified on the basis of advantages gained
by the organization.

(3) Payments made 1o an organization with a rea-
sonable cost reimbursement contract shall be subject 0
approptiate retroactive corrective adjustment at the end
of each contract year so as 10 assure that such organiza-
tion is paid for the reasonable cost actually incurred
(excluding any part of incurred cost found to be unneces-
sary in the efficient delivery of health services) or the
amounts otherwise determined under section 1886 for the
lypes ol expenses otherwise reimbursable under this title
for providing services covered under this title to individ-
uals described in subsection (a)(1).
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{(4) Any reasonable cost reimbursement contract
with an eligible organization under this subsection shall
provide that the Secretary shall require, al such time
following the expiration of each accounting period of the
eligible organization (and in such form and in such
detail) as he may prescribe -

(A) that the organization reporl to him in an
independently certified financial statement its ‘per
capita incurred cost based on the types of compo-
nents of expenses otherwise reimbursable under this
title for providing services described in subsection
{a)(1), including therein, in accordance with accounl-
ing procedures prescribed by the Secretary, its
methods of allocating costs between individuals
enrolled under this section and other individuals
enrolled with such organization;

(B) that faildre to rcport such information as
may be required may be deemed to constilute evi-
dence of likely overpayment on the basis of which
appropriate collection action may be taken;

(C) thatin any case in which an eligible organi-
zalion is related to another organization by common
ownership or control, a consolidated financial state-
ment shall be filed and that the allowable costs for
such organization may not include costs for the types
of expense otheriwise reimbursable under this title, in
excess of those which would be determined to be
reasonable in accordance with regulations (providing
for limiting reimbursement to costs rather than
charges to the eligible organizalion by related organi-
zations and owners) issued by the Secretary; and

(D) that in any case in which compensation is
paid by an eligible organization substantially in
excess of what is normally paid for similar services
by similar practitioners (regardless of method of
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compensation), such compensation may as appropri-
ate be considered to constitule a distribution of
profits.

(5KA) After the date of the ¢enactment of this paragraph,

the Secretary may not enter into a reasonable cost reim-
bursement contract under this subseclion (if the contract
is not in effect as of such date), excepl for a contract with
an eligible organization which, immediately previous to
entering into such contract, had an agreement in effect
under section 1833{a)(1}(A).

(B) The Secretary may not extend or renew a
reasonable cost reimbursement contract under this
subsection for any period beyond December 31, 2002.

(i)(1) Each contract under this section shall be for a
term of at least one year, as determined by the Secretary,
and may be made automatically renewable from term to
term in the absence of notice by either party of intenlion
to terminate al the end of the current term; excepl that in
accordance with procedures eslablished under paragraph
{(9), the Secrelary may at any lime terminate any such
contract or may impose the intermediate sanctions
described in paragraph {6}B) or (6)(C) (whichever is
applicable) on the eligible organization if the Secretary
delermines - that the organization

(A) has failed substanlially to carry out the con-
tract;

(B} is carrying out the contracl in & manner
subslantially inconsistent with the efficient and effec-
tive administration of this section; or

(C) no longer substantially meets the applicable
conditions of subsections (b), (c), (e}, and (f).
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{2) The effeclive date of any contract executed pur-
suant to this section shall be specified in the contract.

{3) Each contract under this section -

(A) shall provide that the Secretary, or any per-
son or organization designated by him -

{i) shall have the right to inspect or other-
wise evaluate (1) the quality, appropriateness,
and timeliness of services performed under the
contract and (II) the facilities of the organization
when there is reasonable evidence of some need
for such inspection, and

(ii) shall have the right to audil and inspect
any books and records of the eligible organiza-
tion that pertain (I) to the ability of the organiza-
tion to bear the risk of potential financial losses,
or (I1) to services performed or determinalions of
amounts payable under the contract;

(8) shall require the organization with a risk-
sharing conlract to provide (and pay for) written
notice in advance of the contract’s termination, as
well as a description of ‘alternalives for obtaining
benefits under this tille, 1o each individual enrolled
under this section with the organization; and

(C)(i) shall require the organization to comply
with subsections (a) and {c) of section 1318 of the
Public Health Service Act (reiating to disclosure of
certain financial information} and with the require-
ment of section 1301(c)(8) of such Act (relating to
liability arrangements to protecl members);

(ii) shall require the organization to pro-
vide and supply information {described in sec-
tion 1866(b)(2)(C)(ii)))} in the manner such
information is required to be provided or sup-
plied under that section;
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(iii) shall require the organization to nolify
the Secretary.of loans and other special financial
arrangements which are made between the orga-
nization and subcontractors, affilintes, and
related parties; and

(D) shall contain such other terms and condi-
tions not inconsistent with this section (including
requiring the organizafion to provide the Secretary
with such information) as the Secretary may find
necessary and appropriate.

(4) The Secretary may not enter into a risk-sharing
contract with an eligible organization if a previous risk-
sharing contract with that organization under this section
was terminaled at the request of the organization within
the preceding five-year period, except in circumstances
which warrant special consideration, as determined by
the Secretary.

(5) The authorily vested in the Secretary by this
section may be performed without regard to such provi-
sions of law or regulations relating to the making, perfor-
mance, amendment, or madification of contracts of the
United Stales as the Secretary may determine to be incon-
sistent with the furtherance of the purpose of this title.

(6}(A) If the Secretary determines that an eligible
organization with a contract under this section -

(i) fails substanlially to provide medically
necessary items and services that are required
{under Jaw or under the coniract) to be provided
to an individual covered under the contract, if
the failute has adversely affected (or has sub-
stantial likelihood of adversely affecting) the
individual;
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(ii} imposes premiums on individuals
enrolled under this section in excess of the pre-
miums permitted;

(iii) acts to expel or to refuse to re-entol] an
individual in viclation of the provisions of this
section;

(iv) engages in any practice that would rea-
sonably be expected to have the effect of denying
or discouraging enrollment (except as permitted
by this section) by eligible individuals with the
organization whose medical condition or history
indicates a need for substantial future medical
services;

(v) misrepresents or falsifies information
that is furnished -

(1} to the Secrelary under this section, or

(11} to an individual or to any other entity’
under this section;

(vi) fails to comply with the requirements
of subsection (g)(6}A) ot paragraph (B); or

(vii) in the case of a risk-sharing contract,
employs or contracts with any individual or
entity thal is excluded from parlicipation under
this title under section 1128 or 1128A for the
provision of health care, utilization review, medi-
cal social work, or administrative services or
employs or contracts with any entity for.the pro-
vision (directly or indirectly) through such an
excluded individual or entity of such services;

the Secrelary may provide, in addition to .any other
remedies authorized by law, for any of the remedies
described in subparagraph (B).
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(B) The remedies described in this subpara-
graph are -

(i) civil money penalties of nol more than
$25,000 for each determination under subpara-
graph (A) or, with respecl o a determination

ander clause (iv) or (v){1), of not more than '

$100,000 for each such determination, plus, with
respect to a determination under subparagraph
(A)(it), double the excess amouni charged in vio-
jation of such subparagraph (and the excess
amount charged shall be deducted from the pen-
alty and returned to the individua! concerned),
and plus, with respecl to a determination under
subparagraph (A)iv), $15,000 for each individual
not enrolled as a result of the practice involved,

(i) suspension of enzollment of individuals
under this section after the date the Secrelary
notifies the organization of a determination
under subparagraph (A) and unlil the Secretary
s satisfied that the basis for such determination
has been corrected and is not likely to recur, or

(iii) suspension of payment to the organiza-
tion under this section for individuals enrolled
after the date the Secretary notifies the organiza-
tion of a determination under subparagraph (A)
and until the Secrelary is satisfied that the basis
{or such determination has been corrected and is

- not likely to recur.

(C) In the case of an eligible prganization for
which the Secretary makes a determination under
paragraph (1), the basis of which is not described in
subparagraph (A), the Secretary may apply the fol-

lowing inlermediate sanclions:

(i) Civil money penalties of not more than
$25,000 for each determination under paragraph
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(1) if the deficiency that is the basis of the deter-
mination has directly adversely affected (or has
the substaniial likeiihood of adversely affecling)
an individual covered under the organization’s
contract. '

(i) Civil money penalties of not more than
$10,000 for each week beginning after the initia-
tion of pracedures by the Secretary under para-
graph (9) during which the deficiency that is the
basis of a determination under paragraph (1)
exisls.

{iii) Suspension of enrollment of individ-
uals under this section after the dale the Secre-
tary notilies the organization of a determination
under paragraph (1) and until the Secretary is
satisfied that the deficiency that is the basis for
the determination has been corrected and is nol
likely to recur.

(D) The provisions of section 1128A (other than
subsections (a) and (b)) shall apply to a civil money
penalty under subparagraph {(B)(i) or (C){i) in the
same manner as such provisions apply to a civil
money penalty or proceeding under section 1128A(a).

(7)(A) Bach risk-sharing contract with an eligible
organization under this section shall provide that the
organization will maintain a wrilten agreement with a
utilization and quality control peer review organization
(which has a contract with the Secretary under part B of
title XI of this chapter for the area in which the eligible
organization is located) or with an entity selected by the
Secretary under section 1154(a)(+XC) under which the
review organization will perform functions under seclion
1154(a)(4)(B) and section 1154(a}(14) (other lhan those
performed under contracts described in section
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1866{aX1)(F)) with respect to services, furnished by the
eligible organization, for which payment may be made
under this title.

(B) For purposes of payment under this title,
the cost of such agreement lo the eligible organiza-
tion shall be considered a cosl incurred by a provider
-of services in providing covered services under this
title and shall be paid directly by the Secretary to the
review organization on behall of such eligible organi-
zalion in accordance with a schedule established by
the Secretary.

(C) Such payments —

(i) shall be transferred in appropriate pro-
portions from the Pederal Hospital Insurance
Trust Fund and from the Supplementary Medical
Insurance Trust Fund, without regard to amounts
appropriated in advance in appropriation Acts,
in the same manner as transfers are made for
payment for services provided directly to bene-
ficiaries, and

(ii) shall not be less in the aggregate for
such organizations for a fiscal year than the
amounts the Secretary determines to be sufficient
lo cover the costs of such organizalions conduct-
ing activities described in subparagraph (A) with
respect to such eligible organizations under part
B of title XL :

(8){A) Each contracl with an eligible organization
under this section shall provide that the organization may
nol operate any physician incentive plan (as defined in
subparagraph (B}) unless the following requirements are
mel:
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(i} No specific payment is made directly or
indirectly under the plan to a physician or physi-
cian group as an inducement to reduce or limit
medically necessary services provided with
respect o a specific individual enrolled with the
organization.

(ii) 1f the plan places a physician or physi-
clan group at substantial financial risk (as deter-
mined by the Secretary) for services not provided
by the physician or physician group, the organi-
zation -

(I) provides stop-loss protection for the
physician or group thal is adequate and appro-
priale, based on standards developed by the Sec-
retary that lake into account the number of
physicians placed at such subslantial financial
risk in the group or under the plan and the
number of individuals enrolled with the organi-
zationt who receive services from the physician or
the physician group, and

(1) conducts periodic surveys of both indi-
viduals enrolled and individuals previously
enrolled wilth the organization to determine the
degree ol access ol such individuals to services
provided by the organization and satisfaction
with the quality of such services.

" {ili}) The organization provides the Secre-
tary with descriptive information regarding the
plan, sufficient to permit the Secretary to deter-
mine whether the plan is in compliance wilh the
requirements of this subparagraph.

(B} In this paragraph, the term "physician

incentive plan’ means any compensation arrange-
ment between an eligible organization and a physi-
cian or physician group that may directly or



App. 34

indirectly have the effect of reducing or limiting ser-
vices provided with respect to individuals enrotled
with the organization.

(9) The Secretary may terminate a contract with an

eligible organization under this section or may impose

the intermediate sanctions described in paragraph (6) on
the organization in accordance with formal investigation
and compliance procedures established by the Secretary
under which - '

(A) the Secretary first provides the organizalion
with the reasonable opportunity to develop and
implement a corrective action plan 10 correct the
deficiencies that were the basis of the Secretary’s
determination under paragraph (1) and the organiza-
tion fails to develop or implement such a plan;

(B) in deciding whether to impose sanctions,
the Secrelary considers aggravaling factors such as
whether an organization has a history of deficiencies
or has not taken action 1o correct deficiencies the
Secretary has brought to the organization’s atlention;

(C) there are no unreasonable or unnecessary
delays between the finding of a deficiency and the
imposition of sanctions; and

(D) the Secretary provides the organization
with reasonable notice and opportunity for hearing
(including the right 1o appeal an initial decision)
before imposing any sanction or terminating the con-
tract.

{H(A) In the case of physicians'’ services or renal
dialysis services described in paragraph (2) which are
furnished by a participating physician or provider of
services or renal dialysis facility 1o an individual enrolled
with an eligible organization under this section and
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enrolled under part B, the applicable participation agree-
ment is deemed to provide that the physician or provider
of services or renal dialysis facility will accept as pay-
ment in full from the eligible organization the amount
that would be payable to the physician or provider of
services or renal dialysis facility under part B and from
the individual under such part, if the individual were not
enrolled with an eligible organization under this section.
(B) In the case of physicians’ gervices described
in paragraph (2) which are furnished by a nonpar-
ticipating physician, the limitalions on actual charges
_ for such services otherwise applicable under part B
(to services furnished by individuals not enrolled
with an eligible organization under this section) shall
apply in the same manner as such limitations apply
to services furnished to individuals not enrolled with
such an organization.

(2) The physicians’ services or renal dialysis ser-
vices described in this paragraph are physicians’ services
or renal dialysis services which are f{urnished to an
enrollee of an eligible organization under this section by
a physician, provider of services, or renal dialysis facility
who is not under a contract with the organization.

(k){1) Except as provided in paragraph (2) -

(A) on or after the date standards for Medi-
care +Choice organizations and plans are firs)
established under section 1856(b){(1), the Secretary
shall not enter into any risksharing contract under
this section with an eligible organization; and

(B) for any contract year beginning on of
after January 1, 1999, the Secretary shall not
renew any such contract.

(2) An individual who is enrolled in part B only
and is enrolled in an eligible organization with a risk-



App. 36

sharing contract under this section on December 31,
1998, may continue enroliment in such organization
in accordance wilh regulations described in section
1836(b)(1).

(3) WNotwithstanding subsection (a), the Secre-
tary shall provide that payment amounts under risk-
sharing contracts under this section for months in a
vear (beginning with January 1998} shall be com-
puted -

(A) with respect to individuals entitled to
benefits under both parts A and B, by substitut-
ing paymenl rates under section 1853(a) for the
payment rates otherwise established under sec-
tion 1876(a), and

(B) with respect to individuals only eatitled
to benefits under part B, by subslituting an °
appropriate proportion of such rates (reflecting
the relalive proportion of payments under this
litle altributable to such part) for the payment
rates otherwise established under subsection (a).

(4) The following requirements shall apply to
cligible organizations with risk-sharing contracts
under this section in the same manner as they apply
to Medicare +Choice organizations under parl C;

(A) Data collection requirements under sec-
tion 1853(a)(3)(B).

(B) Restrictions on imposition of premium
taxes under section 1854(g) in relaling to pay-
ments to such organizations under Lhis section,

(C) The requirement to accept enrollment
of new enrollees during November 1998 under
section 1851(e}(6).

(D) Payments under section 1857(e)(2).




“

04/14/98

15:53

WC2L0Z 514 3648 05G/DOJ goug .

AeatHe 'gvi jmpw\ COoxc

No. 98-1284

In the Supreme Court of the Enited States

OCTOBER TERM, 1998

DONNA E. SHALALA, SECRETARY OF HEALTH AND
HUMAN SERVICES, PETITIONER

U,

GREGORIA GRIJALVA, ET AL.

ON PETITION FOR A WRIT OF CERTIORARI
TO THE UNITED STATESCOURT QF APPEALS
FOR THE NINTH CIRCUIT

REPLY BRIEF

SETH P. WAXMAN
Solicitor General
Counasel of Itecord
Department of Justice
Washington, D.C. 20530-0001
(208) 514-8217




04/14/89

15:53

L2202 514 3648 08G/D0J

TABLE OF AUTHORITIES

Y

Cages: Page
Agostint v. Felton, 521 U.8. 203 (1997) .ccvrirrermmsscnenssens 10
Amaerican Mfrs. Mut. Ins. Co. v, Sullivan,

119 8. Ct. 877 (1899) 1,2,8,5,6,7, 10
Blum v. Yaretsky, 457 U.S. 991 (1982) .cervvecrccrmnsaarneases 2
Calhoun v. Latimer, 377 U.5. 263 (1964) (per

L) o111 ) JP——— 9
Gray Panthers v, Schweiker, 652F2d146(DC

Cir. 1980) socorvenremmistnereenisnsensen 6
Heckler v. Lopez, 469 U.S. 1082 (1984) (mem.) 9
Jackson v. Metropolitan Edison Co., 419 U.S. 345

(1974) oo sciiiss s ssasenernr s aerns R
Kraemer v. Heckler, 737 F.2d 214 (2d Cir. 1984) ..cccenreee f
Martinez v. Richardsom, 472 F.2d 1121 (10th

CHP. 1978) .erecceeseacr s snossmscomitestmsssasscssssssssssss ssassnsstasssorsessas 6
Mathews v. Eldridge, 424 U.S, 319 (1970) ccvvvvreceenrcnaes 1
Northeastern Fla. Chapter of the Associated Gen.

Contractors v. City of Jacksonville, 508 TJ.8.

656 (1993) 8
Schweiker v. McClure, 456 U.S. 188 (1982) ..ccvisemreveserenas 6
Standard Oil v. United Statas, 428 U.S. 17 (1976) .......... 10
Sullivan v. Barnett, 139 F.3d 158 (3d Cir. 1998} ccecvereven 3
Umnited Stales v. Chesapaake & Potomac Tel. Co.,

516 U.8, 415 (1936) (per curiam) ...... 9-10
Uniited States Dept of the Treasury v. Galiolo,

ATT ULE. 556 (1986) ... reseriserssmrmiomsamsrsimsssmsssesnsansrssss 9
West v. Atkins, 487 U.S. 42 (1388) ' 3,4

@ uug



04/14/988

15:54

TeVZ 514 3648 0SG/D0J WUV
II
Statutes and regulations: Pape
Balanced Budget Act of 1997, Pub. L. No. 105-33,
§8 40014002, 111 Stat, 275-880 ...... 10
§ 4001
T11 SEAL 2BL crercrcersmiens s nsbessnenseenissssssssrressossensass 14
111 Stat. 288 ..cvvvreeienenaen teafartnat s et as e s e 4
111 Stat. 234 ..... 5

Social Security Act, Tit. XVIIIL, 42 U.S.C. 1895 ¢t seq.:
§ 1851(e)(2)(A) (to be codified at 42 U.S.C. 1896w-
ALY 23] 1% ) S
§ 1851(f}(1) (to be codified at 42 U.8.C. 1395w-
21(HAN
§ 1852(g)(4) (to be codified at 42 U.S.C. 1385w~
22(g)(4)) ... -
§ 1862(a)(1)(A), 42 U.8.C. 1895y (a)(I1HA) werreoeeeeeeereoeeee
§ 1876(eX(1), 42 U.S.C. 1895mm(e)(1)
§ 1876(g), 42 U.S.C. 1395mm(g)
42 C.F.R.:
Sections 405.802-405.817 (1996) ...ccvreereerressrensrrenes
Section 422.62{a)(8) .
Section 422.62{b)(3Xi)}A) ....
Section 422.566(b)(2)~(3)
Section 422.582-422.608 ...............
Section 422.602(c) .....
Section 422.618(2)(2) .......c...
Section 422.618(b)
Fed. R. Civ. P. B0(B) 1..cccovemreccvrrtareesrensmsmmasresscasemsmrmsrrssssssssar snsrs 9,1
Miscellaneous:
63 Fed. Reg. (1998):
p. 34,968 eresmrcamemsmenvesan bAoA s S8 pmn e 7
pp. 85,072-85,078 et enem e aesnasaenenannrans 4
p- 35,108 oeeratr s s msa s rie 4
6
4

p- 85,111 verese e e en b 5,
PeBB,112 e et s s b e

»

-8

.....

©COoOmh

Ch R MBO




04/14/99

15:54

@20z 514 3648 05G/DUJ

In the Supreme Court of the United States

OcTOBER TERM, 1998

No. 98-1284

DONNA E., SHALALA, SECRETARY OF HEALTH AND
HUMAN SERVICES, PETITIONER

v.
(GREGORIA GRIJALVA, ET AL.

ON PETITION FOR A WRIT OF CERTIORARI
TO THE UNITED STATES COURT OF APPEALS
FOR THE NINTH CIRCUIT

REPLY BRIEF

In American Monufacturers Mutual Insurance Co. v.
Sullivan, 119 8. Ct. 977 (1999), this Court held that (1) pri-
vate insurers in Pennsylvania’s workers’ compensation pro-
gram are not state actors when they deny requests for
medical services, +d. at 985-989, and (2) beneficiaries in that
program whose legal entitlement to particular requested
benefits has not yet been determined lack a constitutionally
protected property interest in those benefits for due process

purposes, id. at 989-990. Because those holdings have a sub-

stantial bearing on the government action and due process
issues in this case, 4.remand in light of Sullivan is appro-
priate. Moreover, because the issues in this case have been
radically altered by comprehensive legislation reforming the
Medicare practices respondents challenged, the judgments
below should be vucated and the case remanded to the
district court in any event.

. 1. This case, like Sullivan, turns on whether the decision
of an otherwise private actor (an insurer or HMO) to deny a

)] .
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request for medieal services constitutes government action
in the context of a comprehensive benefits scheme. Respon-
dents nonetheless argue that a remand in light of Sulliven is
unnecessary because Sullivan “does not madify [the] Court’s
prior holdings on state action.” Br. in Opp. 14. Sullivan,
however, clarifies the law—"clean[ing] up and rein(ing] in

. [the Court’s] ‘state action’ precedent[s],” 119 S. Ct. at 991

(Gingburg, J., concurring in part and concwring in the
judgment)—in & way that demonstrates the errors in the
lower courts’ government-action analysis.

In particular, the courts below concluded that HMO treat-
ment decigions constitute government action because there
is a close nexus between HMOs and the government such
that HMO decisions may fairly be treated as decisions of the
federal government. The courts, however, found that nexus
not because the povernment compels or influences HMO
decisions, but instead because the “Secretary extensivcly
regulates” HMOs, which must “eomply with all federal laws
and regulations”; because the Secretary pays HMOs “for
each enrolled Medicarc beneficiary (regardless of the
services provided)”; because the Secretary can “overturn”
HMO decigions challenged by the benefidary; and because

. the “federal government has created the legal framework

* * * within which HMOs” operate. Pet. App. 10a. Sulli-
van, however, holds that “Iwlhether such a ‘close nexus’
exists * * * depends on whether the state ‘has exercised
coercive power or has provided such signifieant encourage-
ment, either overt or covert, that the choice must in law be
deemed to be that of the State.” 119 S. Ct. at 986. Because
neither court below found, and respondents nowhere argue,
that the government exercises such power or provides such
encoursgement here (gee Pet. 17-18 & n.6), the lower courts’
rationale does not survive Sullivan. '

! Respondents sttempt to distinguish Bium v, Yaretsky, 457 U.S. 991,
1004, 1008-1009 (1982), by arguing that this case involves “coverage” deci-
sions rather than medical judgments. Br. in Opp. 1&. But they nowhere

W ve
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Respondents assert that Sullivan is “vastly different”
because “the state action finding” in this case is “predicated
on a eomprehensive federal statutory scheme establishing
the Medicare program.” Br. in Opp. 16. But the benefits
scheme at issue in Sullivan—workers’ compensation—was
no less comprehensive or statutory than Medicare. Indeed,
in Sullivan iteelf the court of appeals found state action
because the private insurers were “providing public benefits
which honor State entitlements,” “fulfilling a uniquely
governmental obligation under an entirely state-created,
self-contained public benefit system.” Sullivan v. Barnett,
139 F.3d 158, 188 (3d Cir. 1998).”

Alternatively, respondents rely on West v. Atkins, 487
U.S. 42 (1988). See Br. in Opp. 18-19. The courts below,
however, did not rely on West, and Sullivan expressly re-
jected reliance on West. See 119 8. Ct. at 987-988. Respon-
dents’ new-found reliance on West thus makes reconsidera-
tion in light of Sullivan even more appropriate. Besides,
West is plainly inapposite. In that case, the Court held that
the conduet of a prison physician is state action because “the
only medical care [the prisoner] eould reecive for his injury
was that provided by the State.” 487 U.S. at 55. If the
physician “misused his power by demonstrating deliberate
indifference to [the prisoner’s] serious medical needs,” the

. deny that each decision challenged by the named class members in this

case is—like the decisions this Court held not W be stale getion in
Blum—medical rather than legal in nature. See Pel. 17-18 & n.8.

® Likewise, Sulliven makes iL clear that “extensive(] regulatfion],”
including the requirement that HMOs “comply with all federal laws and
regulations,” Pet. App. 102, does not gupport 2 finding of government
action, 119 S. Ct. at 988, where “the initiative” for the challenged conduet
“comes from” the private party “and not from the [government].”
Jackson v. Metropolitan Edison Co., 419 U.S. 345, 357 (1974). And
respondents nowhere explain why the fact that the Secretary pays the
premium for the Medicare heneficiary to enroll in the HM(, Pet. App. 103,
should make a difference in the government-action inquiry, gince the
souree of that payment neither encouragen nor compels HMOs ta deny
treatment raquests. See Pet. 17-18 & 0.7

Wwuuvt
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Court reasoned, “the resultunt deprivation was eaused, in
the sense relevant for state-action inquiry, by the State’s
exercise of its right to punish [the prisoner] by incarceration
and to deny him a venue independent of the State to obtain
needed medieal care.” Itid.

Respondents attempt to bring this case within the reason-
ing of West by arguing that Medicare beneficiaries are
“locked in” to and “dependent on” their HMQs for “coverage
decisions,” Br.in Opp. 19. That argument fails for three rea-
sons. First, the government does not “deny [Medicare bene-
ficiaries] a venue independent of the State to obtain needed
medical care,” West, 487 U.3. at 6b; because the Medicare
program is not needs-based, Medicare beneficiaries can and

" do seek medical treatment independent of the program.

Indeed, Medicare beneficiaries whose treatment requests
are denied not only can obtain treatment from non-HMO
providers, but are entitled to have their HMOs pay for that
treatment under Medicare if the Secretary determines the
denial was improper. See 68 Fed. Reg. 35,108, 35,112 (1998)
(adding 42 C.KF.R. 422.566(b)(2)~(3), 422.618(2)(2) and (b)).
Second, enrollment in an HMO (unlike treatment by a prison
physician) is 2 matter of free choice for Medicare benefiei-
aries, They can choose among HMOs (where available) or
reject HMO coverage altogether by electing fee-for-service
coverage. Pet. 17. Third, Medicarc beneficiaries may switch
among HMOQs, or.return to traditional fee-for-service Medi-
care, at any time, effective the end of the month, until the
year 2002; after that, they may switch during specified open
season periods, or at any time under certain conditions, such

" as where an HMO [ails to provide a required service. See

Balanced Budget Act of 1987 (BBA), Pub. L. No. 105-33,
§ 4001, 111 Stat. 281, 288 (Section 1851(e)(2)(A) and (f)(1), to
be codified at 42 U.S.C. 1395w-21(e)(2XA) and (D)(1)); 63 Ped.
Reg. at 35,072-35,073 (adding 42 C.F.R. 422.62(a)}(3) and
(b)BXiXA)).

Finally, respondents are incorrect to characterize HMOs
as “agents” of the government carrying out the “delegated”

g ovy
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function of making benefits determinations. Br. in Opp. 17,
18. Like the insurers in Sullivan, HMOs here neither act as
government agents in pursuit of a public interest nor distri-
bute public funds. Imstead, HMOs responding to treatment
requests by Medicare enrollees exercise their own private
judgment as to whether they believe the requested treat-
ment is necessary, reasonable, or otherwise within the scope
of their cbligation to provide—just as the private insurers
did in Sullivan, and just as HMQs do with respact to enroll-
eea whose premiums are not paid by Medicare. Of course,
HMO determinations can be challenged through a dispute
resolution mechanism established by the government. See

" BBA, 111 Stat. 284 (Section 1852(g)(4), to be codified at 42

U.S.C. 1395w-22(g)(4)); 63 Fed. Reg. at 35,111 (adding 42
C.F.R. 422.602(c)). But Sullivan makes it clear that the
availability of review (an adjudication which “may properly
be considered [government] action” and thus subject to due
process limits) does not convert the private decision under
review intu government action as well. 119 8. Ct. at. 987. To
the contrary, because the initial private decision to grant or
deny the beneficiary’s request differs little from the decision
any private actor confronting potential liability would make,
the government’s “role in creating, supervising, and setting
standards” does not “differ in any meaningful sense from [its
role in] the creation and administration of any [other] forum
for resolving disputes.” Thid.?

3 Respundents also err in asserting (Br. in Opp. 1T that treating
HMOu us private aclers would creale anomalous distinetions between {ee-
for-service and HMO-enrolled Medicare benelciaries. A privale physician
who refuses to treat s patient on 2 [ee-for-service basis because she be-
lieves that the service is nol reasonsble, pecessary, or covered by
Medicare surely is not a government actor; respondents have not offered

" any reason why the result should be different when the same decision is

made for the rame rveasons within an HMO. HMO and fee-for-service
Medirare heneficiarias, mareover, are in many ways treated alike. Just as
an independent organization acting on hehalf of the Seeretary makes
coverage determinationa for fee-far-service treatments, so teo such an

wouuy
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2. Sulliven also necessitates re-examination of the due
process holdings below. In Sucllivax, this Court held that an
applicant for specific medical benefits under Pennsylvania’s
workers’ compensation statute does not have a protected
due process interest in those benefits before legal entitle-
ment has been determined. 119 8. Ct. at 940. In particular,
the Court explained, the statute there guaranteed payment
not for all medical treatments, but rather only for medically
necessary or appropriate sexrvices. The Court therefore held
that beneficiaries under that statute do not have a protected
interest in the requested benefits until medical necessity or
appropriateness has been determined. Ibid. The Medicare
statute similarly does not entitle beneficiaries to coverage

* for all mediesl treatments; instead, it provides coverage only

for services that are, among other things, “reasonable and
necessary.” 42 U.8.C. 1895y (a)(1)A)*

Of course, the respondents in Swullivan did not contend
(and the Court therefore did mot address) whether the bene-
ficiaries might have a property interest in their claims for
benefits, as distinet from the benefits themselves. 119 8. Ct.
at 990 n.13. But respondents here likewise have not raised
that argument, and neither court below analyzed the due
process issue in those terms. An order granting the petition
and remanding in light of Sullivan therefore is especially

orgenization reviews all disputed HMO treatment decisions, and the
provisions for further administrative consideration and judicial review of
those decisions are similar as well. Compare 68 Fed. Reg. at 35,111 (add-
ing 42 C.F.R. 422.592-422,608) with 42 C.F R. 405.802-405.817 (1996).

1 Respondenls’ dlaim thet federal courts have “long recognized that

" due process principles apply to the Medicare package of health benefits”

(Br. in Opp. 20} is unavailing. The only case from this Court that re-
gpondents cive (Br. in Opp. §, 20), Schweiker v. MeClure, 466 U.8. 188, 188
(1982), nowhere holds that mere applicaals [or Medicare benefiis have a
protected property interést in those benefits before legal entitlement i
established. And the lower court decisions (Br. in Opp. 6, 9, 17, 20),
Evaemer v. Hacklar. 737 F.2d 214 (2d Cir. 1984); Gray Punthers v.
Schiweiker, 652 I.2d 146 (D.C. Cir. 1980}, and Murtinez v. Richurdson, 472
F24 1121 ¢10th Cir, 1973), were decided without benefit of Sullivarn.

Wjuviv



04/14/99

15:57

T202 514 3648 05G/DOJ

7

appropriate. Scc also id. at 991 (Breyer, J., concurring in
part and concurring in the judgment) (expressing the view

© thst there may be “individual circumstanees” under workers’

compensation where “receipt of earlier payments” may give
rise to a constitutionally protected property interest).’

3. The decisions below alsa should be vacated and the
case remanded to the district court for reconsideration in
light of the Balanced Budget Act of 1997 (BBA) and the Sec-
retary's implementing regulations, 63 Fed. Reg. at 84,968.
As we have explained (Pet. 20-26), those measures compre-
hensively reform the practices at issue in this case, replacing
the prior program with the new Medicare+Choice program.

4. Attempting to minimize the significance of the BBA
and the new regulations, respondents argue that they do not
substantially alter the current controversy. Br. in Opp. 23.
That argument is incorrect. The new Medicare+Chojee pro-
gram and implementing regulations address the very prae-
tices that respondents challenged in this lawsuit. They

. address the primary concern the district court identified by

requiring HMOs to ensure that their notices of dedsion are
undarstandabls. Compare Pet. App. 46a-50a, 60-61a with
Pet. 7, 11, 21 (explaining new provisions). They address the
need for faster decisions, requiring HMOs to make decisions

5 As explained in the petition (at 18-19), the Ninth Circuit also erred

by declining to give “substantial weight” to the Secretary’s judgment

regarding what procedures are necessary to ensure fundamental fairness

in this context, in direct contravention of Mathsws v. Eldridge, 424 US. - -

819, 349 (1976). And it likewise erred in approving a detailed injunction
impesing new procedures, rather than remanding to the Seerctary so that
gshe could develop appropriate procedures through a fully participatory,
public rulemaking. See Pet. 19. Respondents do not attempt to defend
the latter aspeet of the Ninth Circuit’s decision. In attempting to defend
the former, they argue (Br. in Opp. 20-21) that the Ninth Circuit did not
refuse to give the Secretary’s views “substantial weight,” but instesd

. declined to gecord her views “great deference.” Whether or not that is a

distinction with a difference, respondents nowhere suggest that the Ninth
Cireunil gecarded the Secretury’s judgments either “sabstantial weight,” as
Muthews requires, or deference.
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within 72 hours for urgently needed serviees, and within 14
days in ordinary cases; the regulations before the district
court, in contrast, had a 60-day deadline and no expedition
mechanism for urgent cases. Br. in Opp. 23 (conceding
significance of new expedition mechanism); compare Pet.
App. 51a-52a, 60a with Pet. 4, 8, 10-11, 21, And the BBA and
the new regulations slso address a host of related issues,

. ineluding the qualifications of decisionmakers, pre-termina-

tion review for in-patient hospital care, and protection of
medical professionals who assist beneficiaries in processing
appeals.- Pet. App. 49a, 62a; Pet. 8, 11-12, 21 & n.11.
Respondents argue, however, that their challenge is not
moot because the new provisions “do not satisfy the require-
ments of the district court’s remedial order.” Br. in Opp. 22.
But it is not compliance with the distriet court’s order that
renders the appeal moot. It is the fact that the BBA and
implementing regulations have replaced the program re-
spondents challenged and thus have so “altered” the circum-
stances of the dispute that the case (if it remains a live
controversy at all) now “present[s] a substantially different
controversy from the one the [courts below] originally
decided.” Northeastern Fla. Chapter of the Associated Gen.
Contractors v. City of Jacksonville, 508 U.S. 656, 662 n.3

. (1993); id. at 670-671 (0’Connor, J., dissenting); Pet. App. 662

(district court’s recognition that “on appeal much of the
March 3, 1997 Ordet might be maot” because of “efforta on
the part of state and federal legisiatures [to] address]] the
same issues addressed by [the district] [c]ourt”).

In fact, respondents’ complaints about the new Medicare+
Choice program—that it reduces the time during which
HMOs must issue decisions in non-urgent cases from 60 days
to 14 days rather than to 5 days, as the district court
ordered, and that it requires pre-termination hearings only

' with respect to in-hospital treatment rather than for all

services falling in the vague category of “acute care,” Br. in
Opp. 23; Pet. 22 n.12—only underscore the changed nature of
the dispute. The distriet court may have concluded that two
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months even in non-urgent cases was so excessive as to vio-

" late due process, but it has not reached the same conclusion

with respect to the two-week period under the new program.
Indeed, unless the district court were to conclude that the

differences between 14 days and 5 days, and between so- -

called “acute care” and “in-hospital” treatment, are of con-
stitutional dimension—a dubious proposition respondents
nowhere advance—then the BBA and implementing regu-
lations leave no constitutional defisiency to redress®

b. Alternatively, respondents argue (Br. in Opp. 26) that
the Scerctary may obtain relief from the district court by
filing a motion under Federal Rule of Civil Procedure 60(b).
This Court, however, haa never suggested that a Rule 60(b)
motion is an appropriate substitute for vacatur and remand
when a new law moots lower court decisions that otherwise
warrant this Court’s review. To the contrary, the Court's
practice has been to vacate the judgment of the eourt of

" appeals and remand the case to that court with directions to

(1) vacate the district court judgment and (2) remand to the
district eourt for reconsideration in light of the intervening
legislation. See Pet. 28 (citing, inter alia, Calhoun v.
Latimer, 377 U.S. 263, 264 (1964) (per curiam); Heckler v.
Lopez, 469 U.S. 1082 (1984) (mem.)); see alsv United States
Dep't of the Treasury v. Galioto, 477 U.S. 556, 559-560 (1986);
United States v. Chesapeake & Potomac Tel. Co., 516 U.S.

¢ As explafned in the petition (at 23-24 & n.13), the BBA also elimi-
nates the gzbject matter—risk contracts under 42 U.5.C. 1395mm(g)-—on
which the district court purported to act, and renders inoperative the
statutory language in 42 U.S.C. 1385mm(c)(1), upor which both ecourts
below relied. Respondents dispute that, arguing that those provigions
have not been repealed. Whether or not those provisions have been re-
pealed, they have been rendered inoperative with respect to the HMO rick

' contracts at issue here. The Secretary’s authority to enter into such risk

contracts under Section 1395mm(g) has been withdrawn; no Section
1385mrm(g) risk contracts remain in force; and Seetion 1385mm(e)(1) has no
effect here because it applies to contracts under Scetion 1396mmi(g) but
not to contracts under Medicare+Choice. Sec Pet. 8-10 & n2.
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415, 416 (1996) (per curiam).” That course is especially
warranted here beeause the Ninth Circuit’s decision resolves
important issues of constitutional law for about one-fifth of
the nation’s populace, profoundly affects an important

- national program involving hundreds of HMOs and millions

of Mediciare beneficiaries, and therefore plainly warrants
certiorari, especially in light of Sullivan.

¢. Finally, respondents (Br. in Opp. 26-27) fault the
Secretary for not suggesting mootness to the court of
appeals. The short answer is that, at the time the case was
before the Ninth Circunit panel, the new Medicare+Choice
program had not been implemented, and the program and
practices that respondents challenged were still in place.
Recause those circumstances have since changed, vacatur

and remand is now appropriate.
* ¥ x * %

For the foregoing reasons and those stated in the petition,
it is respectfully submitted that the petition for a writ of
cortiorari should be granted, the judgment of the court of
appeals vacated, and the case remanded to the court of

‘appeals with directions to (1) vacate the judgment of the

district court and (2) remand the case to the distriet court for
further consideration in light of American Menufacturers
Mutual Insurance Co. v. Sullivan, 119 S. Ct. 977 (1999},
Sections 4001 and 4002 of the Balanced Budget Act of 1897,
Pub. L. No. 105-33, 111 Stat. 275-330; and the implementing
regulations of the Secretary of Ilealth and Human Services.

SETH P. WAXMAN
Solicilur General

APRIL 1999

7 Agostini v. Falton, 521 U.S. 203 (1997) (see Br. in Opp. 26) did not
involve, and nowhsre discusses, the appropriate disposition of appesls
mooted by legislation pending revicw; it merely discusses the standards
for Rule 60(b) motions. Standard Oil v. United Stutes, 429 U.S, 17 (1976)
(per curiam), addresees only the propriety of 1 Rule 60(b) motion based on
new evidence discovercd after the judgment wus affirmed on appeal.
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REVISED STATEMENT OF
QUESTIONS PRESENTED

Respondents suggest that a more accurate stalement
of the Questions Presented, both in content and in recog-
nition of the Secretary's goal with this Petition, is as
follows:

Whelher the judgments below should be vacated,
and the case remanded to the district court to begin the
litigation anew, because of eilher (1) legislation which the
Secretary explicitly declined to rely on in the court of
appeals, which has made no significant change to the
relevant portions of the Medicare statule, and which the
Secretary has misrepresented to the Court, or (2) a recent
decision of this Court which, upon objective scrutiny, has
no bearing on the outcome of the instant case.

Whether the courts below correcily concluded, like
other courts considering government health services
delivered by HMOs, that when the federally created,
mandated, and operated Medicare program coniracts
with private HMOs to provide Medicaré benefits, their
coverage decisions constilute state action.

Whether the courts below correctly concluded tha
the Sccretary violated principles of due process, which
have been recognized as a requirement in the Medicare
program by numerous courts, when she did not require
her contracting HMOs to provide adequate notice and
hearings upon the reduction or termination of Medicare
benefits.

e
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INTRODUCTION

The Secretary argues that a writ of certiorari should
be issued for two reasons, neither of which is well taken.

The facts and legal context of American Manufacturers
Mulual Insurance Co. v. Sullivan, 119 5.Ct. 977 (1999},
differ so dramatically from those in the instant case that
Sullivan has no bearing on the state action issue. Here, in
contrast to the workers’ compensation program at issue
in Sullivan, Medicare's status as a public entitlement man-
dated by congressionally established substantive stan-
dards, to which due process protections have always
attached, compels the finding of state action which the
courls below correctly made,

in addition, for several reasons, it is not necessary or
appropriate for the decisions belaw to be vacated and the
case remanded in light of the Balanced Budget Act (BBA),

which was passed and in effect before briefing was com-
pleted in the court of appeals. First, the Secretary explic-

itly declined to raise this issue at the appropriale time -

below, apparently viewing the BBA as no relevant 1o the
issues here raised. Second, any apparent compliance by
the BBA and its implementing regulations with the judg-

ment below responded only in small part to the deficien- -

cies identificd by the district court. Third, as the court of
appeals observed, the district court may modify its order
in light of later developments if the Secretary so requests
and the legal standards are mel; that procedure, not the
vacating of the judgments below without full briefing and
in the face of inaccurate and misleading statements by the
Secrelary, is the appropriate procedure for resolving these
issues.
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Furthermore, although the Secretary suggests that
this case might be appropriate for plenary review, she is
in error: there is no conflict between the circuits on the
issues raised in this case, and Ihe court of appeals prop-
erly applied rules of law in the state action and due
process contexts which have lang been settled by this
Court. Indeed, the Secretary’s main effort is to manipu-
late the BBA and Sullivan as the mechanisims for negating
lower court decisions with which she disagrees. In her
eagerness to have the lower courl opinions simply disap-
pear, the Secretary has repeatedly mischaracterized the
nature of the Medicare program and the conten! and
relevance of the BBA. The petition for a writ of certiorari
should be denied and the decisions below left intact.

L]

STATUTORY AND REGULATORY
PROVISIONS INVOLVED

The Secretary asserls that the HMOQ portion of Ihe
Medicare statute in effect when the district court made its
decision has been superseded by entirely new Medi-
care+Choice legislation. That is not corcect. The HMO
portion of the Medicare statute and program remains in
effect, with only minor changes, renamed as one of the
Medicare+Choice coordinated care options allowed by
the Balanced Budget Act of 1997 (BBA)., Pub. L. No.
105-33, § 4001, 111 Stat. 251, 275 (Social Security Act
(5.5.A.) § 1851(a)(2)(A)). Compare BBA, §§ 4001-4002, 111
Stat. 275-33Q (only partially set forth in Pet.App. 70a and
100a-101a) with the prior HMO provisions, 42 U.S.C.
§§ 1395mm ef seq. Because the Secretary failed to include
significant and relevant portions of the BBA in her

Appendix, the current HMO portion of the Medicare
statute, including the minor changes made by the BBA, is
set forth as Respondents’ Appendix (Resp.App.).

Although the BBA includes an expedited HMO
reconsideration determination in ils appeal procedures
for Medicare HMO beneficiaries, S.5.A. § 1852(g),
Pel.App. 93a-101a, this change complies with only one
parl of the districl court’s remedial order. The Secretary
ignores the fact that four other important parts of that
order remain unmet.

Also, contrary to the Secretary’s description of Medi-
care HMOs as making coverage determinations according
to their own professional and contractual obligations
without government participation or assistance, Pel.Br.
16-17, 20, the Medicare statute specilies the health ser-
vices provided to beneficiaries of the program. Under
Part A, these services must include:

(1) inpatient hospital services . . . for up to
150 days . .

(2)(A)} post-hospital extended care services
tor up to 100 days . . . ;

(3) ... home health services; and

(4) in lieu of certain other benefits, hospice
care. .

42 U.5.C. § 1395d(a). Under Part B, services thal Medicare

must cover include:

(AYi) home health services . . . ;
{B) medical and other health services
lincluding physician services, outpatient

TEIRT 66/0C/T0
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therapies -and diagnostic tests, home dialysis
equipment, antigens, durable medical equip-
ment, and ambulance services] . . . ;

(C) outpatient physical therapy services

(D) [certain health clinic services|;

(E) comprehensive outpatient rehabilita-
tion facility services; and

(F) facility services (urnished in connec-
tion with surgical procedures specified by the
Secretary. . . .

42 US.C. § 1395k{a)(2). These provisions remain intact
under the BBA.

HMOs which contract with the Medicare program are
required to provide their enrollees with the full range of
services covered by Medicare for bencficiaries generally.
42 US.C. § 1395mmi{c)(2)(A). This section aiso remains
intact under the BBA.

Congress included a mandatory enforcement mecha-
nism for the standards prescribed for Medicare HMOs:
“The Secretary may not enter inlo a contract under this
secfion with an eligible organization unless it meets the
requirements of this subsection and subsection (e) of this
seclion with respect to members enrolled under this sec-
tion.” 42 U.S.C. § 1335mm(c){1). Again, this section
remains intact under the BBA. Resp. App. 7.

L

STATEMENT OF THE CASE

l.a. The Medicare program, established by Con-

gress in 1965, mandates that the federal government
cover specilic medical services for Medicare beneficiaries.
The Secretary has issued extensive regulalions and
administrative manuals defining with precision the pack-
age of health services covered and the process by which
coverage determinations are made pursuant to the stat-
ute. 42 C.FR. §§ 409.1-409.68, 410.1-410.175. Incident to
this legislative determination, the courts have definitively
established that Medicare benelits are constitutionally
protected property rights. Schuweiker v. McClure, 456 U.S.
188, 198 (1982); Malliews v. Diaz, 426 U.S. 67 (1976).

In the traditional fee-for-service program, which has
existed since Medicare’s inceplion in 1965, health care
providers are paid directly for services already rendered
to Medicare beneficiaries. The Secretary conlracts with
private insurers, catled "intermediaries” under Parl A
and “carriers” under Part B, to process claims and other-
wise administier the benefits. These private insurecs make
coverage determinations including those related to medi-
cal necessity, make payments to providers and benefici-
aries, establish guidelines and utilization screens for
coverage, and investigate fraudulent billing practices.
This Court has determined that, in exercising their con-
tractual duties, the fiscal intermediaries act as the Secre-
rary"s agenls. McClure, 456 U.S, at 190; see also, e.g..
Bodimetric Health Services, Inc. v. Aelna Life & Casualty, 903
F.2d 480, 487 (7th Cir. 1990).
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6

From Medicare’s beginning, Congress has required
an administralive appeal process culminating in judicial
review for beneficiaries who are denied benefits, 42
U.5.C. § 1395H. The Secretary has promulgated detailed
regulations governing this appeals process. 42 C.ER.
§§ 405.701 ef seg. and 405.801 et seq. It has been clearly
established that the requirements of procedural due pro-
cess apply to the Medicare administrative appeals sys-
tem. See, e.g., McCuin v. Sec. of HH.S., 817 F.2d 161,
171-175 (1st Cir., 1987); Gray Panthers v, Schweiker, 652 F.2d
146 (1980), appeal after remand, 716 E2d 23 (D.C.Cir.
1983); Martinez v. Richardson, 472 F2d 1121 (10th Cir.
[973), on later motion, 655 ESupp. 95, 102-103 {D.N.M.
1986) (reaffirming original judgment under updated due
process analysis), appeal dismissed, 874 F2d 751 (10th
Cir. 1989).

In 1982, Congress aulhorized widespread Medicare
contracting with risk-based HMOs. Tax Equity and Fiscal
Responsibility Act of 1982, Pub. L. No. 97-248, § 114(a), 96
Stat. 324, 341 (codified at 42 U.5.C. § 1395mm). Under this
system, Medicare pays contracting HMOs monthly a flat
fee or capitation payment to provide or cover the coun-
gressionally mandated package of setvices. The Secretary
has actively encouraged Medicare beneficiaries to enroll
in HMOs, and the growth in the number of Medicare
beneficiaries enrolled in HMOs accelerated greatly in the
1990's.1 '

!'In 1996, 3.8 million Medicare beneficiaries werc enrolled
in HMOs, more than double the 1.5 million beneficiaries
enrolled just three years earlier. Mcllrath, GAO Repor), Medicare
HMOs, American Medical News 3 (November 18, 1996); Reporl

Conlrary to the Secretary’s suggestion, Medicare
HMOs are not analogous to private HMOs. Congress has
specified the package of services that Medicare HMOs
must provide, suprg at 3, and the Secretary has elaborated
upon these mandates through extensive regulations and
manuals. Coverage decisions by Medicare HMOs may be
appealed to the Secrelary and federal court; in fact, when
Congress included risk-based HMO coverage, it
expanded HMO beneficiary appeal rights beyond those
conferred in the Medicare fee-for-service appeal process
to include failure to receive services as well as denials of
payment. 42 US.C, § 1395mm(c){5)(B). Extensive and
delalled conditions are attached to HMO participation in
the Medicare program. 42 C.FR. §6 417.1-417.694.

b. The Joint Statement of Facts presented to the
district court in this case identified a number of problems
with the Medicare HMO program. The six thick volumes
of exhibits, which Included declarations of named plain-
titfs, other beneficiaries and professionals, excerpts from
discovery, and studies and investigative reports, show a
pattern of denials by HMOs, pbarticularly of certain more
castly types of health services.

Beneficiaries’ primary remedy for dental of service is
the administrative appeal process established by statute
and regulations. But the defects of this process impair the
relief which it should offer to0 HMO enrollees who ‘are

of testimony by Bruce C. Viadek, HCFA Administrator, at
February 10, 1995 hearing of the Health Subcommiltee of the

 House Ways and Menns Commiitee, reported at 842 New

Developments 5-7, Medicare & Medicaid Guide {CCH).
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denied services.? HMO notices of denial to beneficiaries
are infrequently given and, cven when given, are inade-
quate in content. The hearing process that follows is
seriously flawed, both by ils extensive delays when ser-
vices are urgently needed and by the inability of benefici-
aries to obtain and supply supporting evidence. As a
result, most beneficiaries have no effective remedy when
services are denied.

2. In an effort to correct this harmful siluation,
HMO-enrolled Medicare beneficiaries brought the instant
lawsuit, stating four claims. First, the Secretary failed to
enforce the obligations of her contracting HMOs to pro-
vide congressionally mandated services. Second, the Sec-
retary did not enforce the requirement that her HMOs
provide adequate notice when they deny coverage of
such health services. Third, the Secretary’s failure to pro-
vide HMO beneficiaries with a timely appeal when
needed health services are denied deprives them of a
meaningful hearing. Fourth, in HMO appeals the Secre-
tary should piace the burden of proof on the HMO rather
than on the beneficiary. After certilying a nationwide
class action, the district judge issued summary judgment
for beneficiaries on counts two and three of the complaint
and for the Secretary on count four. The district courl
specifically relained jurisdiction to resolve count .one.

a. Under two separate analyses, the district court
found thal, contrary to the Secretary’s contention, HMO
service deninls constituted state action. First, the court

2 See gencrally 5. ). Stayn, Securing Access to Care in HMOs:
Toward a Uniform Mode! of Gricvance and Appeal Procedures, 94
Corum. L. Rev. 1674 {1994).

explained that Medicare HMOs (ulfill two separate func-
tions, as insurers and as direct providers of medical care.
This case challenges HMOs’ performance of Medicare’s
insurer function; it does not challenge HMOs’ perfor-
mance as providers of medical care. Pet.App. 33a. Courts
have consistently found that private contractors fulfilling
this insurance function for Medicare act as agents of the
Secretary. See Kraemer v. Heckler, 737 F.2d 214, 215 (2d Cir.
1984); Himmler v. Califano, 611 F2d 137, 140 (6th Cir.
1979); Vorster v. Bowen, 709 F.Supp. 934, 936 (C.D.Cal.
1989); Fox v. Bowen, 656 F.Supp. 1236, 1238 (D.Conn.
1986). In the present case, the district court found that
“there i3 nothing unique about the performance of these
same duties by HMOs which warrants a contrary finding
here." Pet.App. Ja.

Secondly, the court analyzed HMO denials of Medi-
care services under the crileria set forth in Catanzano v.
Dowling, 60 F.3d 113 (2d Cir. 1995) (decisions by private
home health agencies to deny or reduce the amount of
home health care for Medicaid recipients amount lo state
action triggering due process rights), and in ].K. v. Dillen-
berg, 836 F.Supp. 694 (D.Ariz, 1993) (decisions by private
entilies that contracted with the state to perform Medi-
caid mandated behavioral health care duties constituted
state action). As in Celanzano and Dillenberg, the district
court found that the criteria for state action apply here.
Specifically, the district court found that, with respect to
Medicare HMO secvice denials: (1) the government pays
for covered services; (2) the government regulates HMQs’
aclivities as they apply to Medicare beneficiaries, espe-
cially benefit coverage determinations; (3) the Secretary
issues regulations and directives which cannot be
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ignored, and creates the legal framework which governs
the activities complained of by beneficiaries; and (4) Med-
icare beneficiaries appeal HMO service denials directly lu
the Secretary, who has the power to overturn the HMO
decision. Pet.App. 32a-33a.

b. The district court held that Medicare benefici-
aries who are denied coverage by contracting HMOs are
entitled to due process as are Medicare beneficiaries who
are denied coverage in the fee-for-service syslem. Id. at
34a-35b. The court then applied the balancing test set
forth by this Court in Matkews v. Eldridge, 424 US. 319
(1976), to determine the extent of procedural protections
required for HMO beneficiaries by due process. Pet.App.
42a-45a. )t concluded that the Secretary’s current notice
and hearing procedures violated due process.

Subsequently, at lhe courl’s request, both parties
fully briefed their positions regarding the content of the
remedial order. Court of Appeals Supplemental Excerpts
of Record 1010-1078. The court ordered the parties to
enter into binding settlement discussions as to the details
of a meaningful notice and appeals process, with the
understanding that the Secretary’s right to appeal the
state aclion issue would be preserved. When the Secre-
tary took the position that she would not be bound by
any settlement agreement, the district court considered
the parties’ briefing as lo the specifics of the injunclion
and issued its judgmenl on March 3, 1997. Pet.App.
59a-69a. The court did not strike down Medicare legisla-
tion or regulations, but ordered the Secretary to make
reforms in five specific areas of itls HMO notice and
appeals process.

11

c. On April 30, 1997, two days before the deadline
for filing a notice of appeal, the Secretary published a
“Final Rule wilh comment period”, which implemented a
portion of the court’s order. 62 Fed. Reg. 23368 (April 30,
1997). She then requested a stay of the judgment pending
appeal, claiming that her new regulations complied with
many of the court’s procedural requirements, and, signifi-
cantly, that the other requirements would be addressed
by additional regulations in the near future, Def, Motion
for Stay Pending Appeal (5/13/97), in Court of Appeals
Excerpts of Record (C.AE.R.) 200. The district court
granted the stay based on the Secrelary’s assurances
regarding further compliance: “[Tlhe entlire case may
become largely moot if the Secretary’s attestations
regarding rule changes are true and are implemented
withoul delay.” Pet.App. 68a. However, consistent with
her regrettably misleading practices throughout this liti-
gation, the Secretary has never issued regulations imple-
menting the rest of the district court’s judgment.

d. On August 5, 1997, the Dalanced Budget Act of.

1997 was enacted, {olding Medicare HMOs into a broader
Medicare+Chaice set of options. The BBA also inserted
into the stalute some time frames for expedited appeals.

Although the BBA was enacted before the Secretary
filed her reply brief in the court of appeals, she declined
to discuss the new statute. Instead, she stated without
qualification thal the BBA provisions “have no effect on
the arguments presented in this appeal.” Gov't Reply Br.
al 10 n.9. Furthermore, al oral argument before the court
of appeals on January 13, 1998, the Secretary again dis-
claimed any effect on this case by the BBA, which had
become effective on January 1, 1998.
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‘The BBA provided for expedited appeal in some but
not all of the situations addressed by the dislrict court.
Unfortunately, neither it nor the Secretary’s implement-
ing regulations complied with other important protec-
lions included in the judgment below. First, they do not
satigly the five-day timeliness standard for written denial
notices.* Second, they do not provide for an independent,
non-HMO decision-maker in expedited reviews. Third,
they fail to provide for urgently needed services to con-
tinue pending expedited review. Fourth, they do not
implement the congressional mandate for the Secretary’s
enforcement of HMO contractua) vonditions,

3. The Ninth Circuit, in a unanimous opinion writ-
ten by Judge Wiggins, affirmed the district court’s deci-
sion. Pel.App. 1a-2la. First, the court of appeals held that
HMQO denials of services to Medicare beneficiaries consti-
tute stale action. The court considered each of the factors
that point to state action, and stated that, although each
factor alone might not be sufficient to establish state
action, together they show that the HMOs and the federal
government are joint pacticipants in providing Medicare
services. Pet.App. 9a-10a. The court distinguished Blim v,
Yaretsky, 457 U.S. 991 {1982), where physicians made
medical treatment decisions based on prolessional stan-
dards, from Grijalva, where HMOs make Medicare cover
age determinations pursuant to federal law. Pet.App. 1la.

1 The Petition incorrectly asserts that the five-day standard
is unreasonably rigid. In fact, the judgment carefully provides
for extensions of up to sixty days when needed to "make 4
respansibly considered medical determination.” Pet. App. 60a,

13

The courl of appeals then performed its own balanc-
ing test under Mathews v, Eldridge, and concluded that
due process does require the procedural protections for
Medicare beneficiaries enrolled in HMOs that were
ordered by lhe district court. Pet.App. 13a.

Finally, the court addressed the Secretary’s argument
that intervening regulations warranted modifying the
district courl's injunction. Judge Wiggins noted that the
district court has continuing jurisdiction over jts injunc-
lion and that the Secretary could seek modification
through the district court, Pet.App. 20a. As the Secretary
had expressly advised the Ninth Circuit that the BBA did

not change the issues before it, the court did not address
the BBA.

Subscquently, the Secretary filed a Petition for
Rehearing With Suggestion For Rehearing En Banc. Her
petition was based largely on a reversal in position,
namely, thal the BBA does affect the issues and relief in
this case. The panel unanimously denied the petition, and
the court as a whole declined to rehear the case en banc.
Pet. App. 22a-23a.

REASONS FOR DENYING THE WRIT

- A. The Factual And Legal Context Of Swlfivan Renders

The Decision On Siate Action In Thal Case Of No
Relevance To The Instant Case,

1. The Secretary's reliance on American Manufac-
turers Mutual Insurance Co. v, Sullivan, 119 S.Ct. 977
(1999), as providing grounds to vacate and remand the
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decision below is misplaced. In Snflivan, this Court held
that 2 private insurer’s decision lo withhold payment and
seek utilization review of whether particular medical
treatrnents were reasonable and necessary is not f{airly
aHributable to the state so as to subject the insurer to the
Fourteenth Amendment’s constraints. Thus, although the
Sullivan decision generally discusses this Court's state
action jurisprudence, it has no specific relevance to this
case and offers no basis lor requiring the appeals and
district courts to revisit their analyses.

2. Initially, it needs to be emphasized thal Sullivan
does not modify this Courl’s prior holdings on stale
action. While enlighlening in the application of state
action principles to a case under 42 U.S.C. § 1983 involv-
ing workers’ compensation, Sulfivan does not alter the
analytical framework relied on by the courts below in this
case. This Court reaffirmed the traditional two-step
approach enunciated in Lugar v. Edmondsen Oil Co., 457
“U.S. 922, 937 (1982), and reached its conclusion that there
was no state action by distinguishing the situation in
Sullivan from prior state action cases and by carefully
parsing the factual contexts in which the different contro-
versies arose. 119 5.Ct. at 985-989. The court of appeals’
critique in the instant case is enlirely consistent with this
Court’s long-standing approach, and Suilivan makes no
change in those paramelers previously outlined.?

4 Swllivan also demanstrates that there is no gignificance to
the Secretary’s observation that the appellate courts’ decisions
in Sullivan and the instant case failed to include the three
principles applicable to the second Lugar factor, as set out in
Edmonsen v, Leesville Concrele Co,, 500 U.S. 614, 621-622 (1991).
See Pet.Br. 16. The absence of an explicit statemenl of these

15

b. Itis ef paramount importance to the resolution af
this Peliticr, however, that the legal and factual context
of Sullivan dilfers dramatically from the instant case.
Unlike Sullivan, where the state action inquiry focused on
private decisions to withhold payment for medical care
based on professianal standards, with no state obligation
to pay or provide benefits, 119 S.Cl. at 986-988, the state
action inquiry in the present case turns on HMO coverage
determinations which are based on federal law and the
povernmental obligation to provide benefits.

The Secretary contends that the state action holding
below was “predicate[d] . . . largely on the government’s
regulatory role.” Pet.Br. 16. Given this Court’s repeated
recognition, including in Sullivan, 119 5.Ct. at 986, that
regulation alone does not convert private action into state
action, it is not surprising that the Secretary would seek
to frame this case as merely an instance of government
regulation. This situation, however, is vastly different
from one involving a regulated industry, as the state
action finding is here predicated on a comprehensive
federal statutory scheme establishing the Medicare pro-
gram. Seec supra at 2-4.

The structure and operation of the Medicare pro-
gram, which is deftailed at length in the statute, the regu-
lations, and the manuals, are the responsibility of the
Secrelary to carry out and enforce, and the HMOs which
conlract with the Secretary play subordinate roles in this

principles does not necessarily undercut the in{plicii propriety
of the lower courts’ analytical approach, regardless of the
ultimate outcome of those analyses.
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scheme. The Secretary not only sets the benefit entitle-
ment package, coverage and standards for quality, orga-
nization, delivery of services, and notice and appeal
rights, but exercises a virtual monopsony in its role as the
exclusive buyer of beneficiary services. Unlike Sullivan,
119 S.Ct. at 988, and [ackson v. Melrapolitan Edison Co., 419
U.S. 345, 352-353 (1974), where the state had no obligation
to provide service or benefits, in this case the government
is obligated to ensure thal HMOs provide all federally
mandated public benefits. That is the critical difference
from the instant case, where the obligation has always
attached to the government,

Courts have invariably found state action in the con-
text of government health benefits obligated by statute
and provided via a delegation to FIMO. In a number of
recent decisions courts have explicitly rejected argumenis
against state action like that made by the Secretary. In
Catanzano, 60 F.3d at 117-120, state action and consequent
due process protections were found in a managed care
arrangement for Medicaid benefits. In Perry v. Chen, 985
F.Supp. 1197 (D.Ariz. 1996), the court held that managed
care organizations contracting with the state’s Medicaid
program must meet due process requirements when they
deny health services to beneliciaries. In Daniels v. Wadley,
926 F.Supp. 1305, 1311 (M.D.Tenn. 1996), vacated on this
point snb nom. Danicls v. Menke, 145 F.3d 1330 {6th Cir.
1998) (table) (vacated for change of circumstances), the
district court held that Medicaid-contracting HMOs are
state actors and so are subject to due process standards
when they deny health services 1o beneficiaries. Finally,
in J.K. u. Dillenberg, 836 FSupp. at 697-699, state action

17

with constitutional protections was found in private men-
tal health case management services provided under con-
tract with the state Medicaid program.

c. There is no logic in according preferential treat-
menlt to HMOs which participate in the Medicare system,
when, like fee-for-service providers, they contract with
the federal government to carry oul federally established
coverage decisions and as such are acting as agents. See,
e.g., Heckler v, Commrity Heallh Scrvices of Crawford
County, Inc., 467 U.S. 51, 54, 64 (1984); Bodinetric Health
Services, inc., 903 F.2d at 487; Kraemer, 737 E2d at 215; Fox,
656 F.Supp. al 1238. That HMOs participate both in the
Medicare program and in the private sector is not a
relevant concern. Rather, it is their voluntary participa-
tion in the Medicare program and in the provision of
Medicare benelils which defines their role as state actors,
for, in that context, the HMOs’ actions are "fairly atiribu-
table to the State.” Suflivan, 119 S.Ct. al 989.

A finding of no state action in the HMO Medicare
context, and the consequent reduction in beneficiary
rights, would also create a double and unequal standard
for Medicare beneficiaries, depending on whether they
were HMO-enrolled or in fee-for-service. The courts
below explicitly recognized this unfairness and the fact
that there is nothing in the legislative record to indicate a
congressional intention to create such a disparate system.
See Pet.App. 34a-35a.

Further, the Secretary significantly errs by staling
that the court below “concludied] that medical treatment
decisions by private HMOs concerning their Medicare-
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beneficiary members are properly attributed to the fed-
eral government.” Pet.Br. 16 {emphasis supplied). In fact,
the court of appeals’ ruling clearly was limited to coverage
decisions by Medicare HMOs rather than medical judg-
ments. Pet.App. 11a. By contrast, Suflivan did not involve
coverage determinations but, rather, withholding pay-
ment to providers pending resolulion of medical treat-
ment disputes, where standards were not established by
the state. 119 S5.Ct. at 986.5

The present case is also quite different from prior
cases where the challenged activity turned on judgments
made by medical professionals. In Blum v. Yaretsky, 457
U.S. at 1008-1009, this Court held that physician treat-
ment decisions do not involve state action. The lower
courts here rightly distinguished HMO coverage deter-
minations from the situations in Blum and its progeny
where no slale aclion was found. Pet. App. Ba-10a, 30a.
The Secretary’s attempt to insulate herself and her HMOs
from accountability by cloaking them in independent pro-
fessional discretion must fail. See Pet.Br. 17-18 n. 6.

The situation in this case - unlike Sullivan - is similar
to West v. Atkins, 487 US. 42 (1988). There, the Court

5 The Medicare statute contains a section lisling exclusions
from its package of covered services; several of the exclusions
are services “nof reasonable and necessary for . . . {various listed
purposes].” 5.5.A. § 1B62(a}(1). The Secrelary has further
defined in detail the situations where these exclusions are
found. See, inter ulia, The Medicare Coverage Issues Manual,
HCFA-Pub. 6. These Medicare coverage exclusions are not
analogous lo the Pennsylvania legislation analyzed in Sullivan,
where medical judgment was a prerequisite to entillement.

19

found that a state-contracted physician’s delivery of med-
ical treatment to state prison hospital inmates was action
fairly attributable to the state, as it had an obligation to
provide adequate medical care, it delegated that function,
and the private aclor voluntarily assumed the obligation
by contract, Id. at 56. These are the same factors identified
by the district and appellate courts below in concluding
that there is state action in this situation. See Pel.App.
10a, 32a.

Indeed, the effect of the BBA is to accentuate the
Medicare parallel to the ciccumstances which defined
state action in West, Under the BBA, when beneficiaries
elect 1o enroll in managed care organizations, they will be
“locked in” and dependent on their HMOs to make cov-
erage decisions according to federal law. 5.5.A.
§ 1851(e}(2)(C), added by BBA § 4001, 111 Stat. 281 (mis-
leadingly omilted from Pet.App.; sce id. at 78a). Conse-
quently, beneficlaries’ circumslances will be remackably
similar to those of the inmates in West, who also had no
alternative to the health care available from the contract-
ing physician - a state actor.

e. The Secrelary wrongly discerns significance in
her observation that the relationship between Medicare
beneficiaries and HMOs is the “product of a private
choice.” Pet.Br. 17. But it is irrelevant that an HMO’s
connection to its Medicare beneliciary members resem-
bles the HMO relationship to private health beneficiaries
on the issue of choice of plans. As this Courl noted in
West, 487 U.S. at 56 n. 15, whether the role of a pulative
state actor “parallels one in the privale sector is not, by
itsell, reason to conclude that the former is nol acting
under color of state law in performing his duties.”
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The relevant private decision-making at issue in this
case is not thal of Medicare beneficiaries choasing the
HMO route. It is, rather, the voluntary decision of private
health plans to participate as contractors in the Medicare
program. Conseguently, like intermediaries in the iradi-
tional fee-far-service Medicare market, they must adhere
to the statutory and contractual entitlements to benefits.

2. The lower courts correctly held that principles of
due process require the pracedural protections ordered in
this case for Medicare HMOs. In Sullivan, this Court held
that the Due Process Clause does not apply to medical
benelits under the Pennsylvania workers' compensation
law because there is no protected property interest in
those benefits. 119 S.CL. at 990. Here, in direct contrast,
this Court, as well as numerous other courts, has long
recognized that due process principles apply to the Medi-
care package of health benefits. McClure, 456 U.5. at 196;
see also, e.g., Kraemer, 737 F.2d at 222; Gray Panthers, 652
F2d at 146; Murtinez, 472 F2d a1 1121; Martinez, 655
F.Supp. 95, 99.

The Secretary complains that, in its due process anal-
ysis, the court of appeals did not give substantial weighl
to agency views, bul she misquates the court’s opinion,
Pet.Br. 18, Judge Wiggins rejected the Secretary’s asser-
tion that Eldridge confers “great deference” upon the Sec-
relary’s views on the appropriate level of procedural
protection, for the simple reason that the language and
standard suggested by the Secretary simply do not
appear in Eldridge. See Pel.App. 13a n.3. In fact, the
district judge did give deference to her views on this
point, as he conscientiously reviewed both the Secrelary’s
existing procedures and arguments, ruling in her favor on

2]

one of the four counts. Pel. App. 24a ef seq. In formulating
relief, the district court asked the Secretary to file a
response to the proposéd judgment and then ordered
beneficiaries to engage in settlement talks with the Secre-
tary on the remaining issues. District Court Minute Entry

of 2/3/97, in C.A.E.R. 199. The court of appeals reviewed
the government’s interests in a separate section of its .

opinion, and, even after applying the deference due
under Eldridge, the court determined that the government
had simply failed to advance any convincing argument
that the burden on it outweighed the need for additional
due process protections.

B. The Secretary’s Limited Compliance With The
Remedia) Order Does Not Moot The Case, And The
Disteict Court Has Continuing Jurisdiction Te Con-
sidet Whether Its Order Should Be Modified.

1. The Secretary’s asscrtion that this case would
warrant plenary review absent its alleged similarity with
Sullivan’ is unfounded. The decisions below were nol
nearly so sweeping as to have “declare|d] unconstitu-
tional the Secretary’s implementation of a major federal
program.” Pet.Br. 20. Rather, they simply held that one
circumscribed aspect of the Medicare program - appeal
rights for HMO beneficiaries ~ needed improvement to
meel judicially recognized standards. Nor did the deci-
sions “conslitutionalize® private HMOs. /4. HMOs con-
duct their activities as before, except that appeal
procedures for Medicare beneficiaries, which have always
been prescribed by the Secretary, are somewhat stricler.
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2. Caontrary to the Secretary’s repeated asserlions,
the BBA and regulations do not substantially alter the
controversy or moot this case. First, the district court’s
decision did not strike down any parlicular provisions of
the Medicare statule or regulations. Rather, the court
jocused on the Medicare appeals process as il existed in
practice, and ordered the Secretary to improve the proc-
ess in certain specific ways, Pet.App. 24a-64a. Thus, the
BBA did not replace legislation declared invalid by the
court, and for that reason many of the decisions cited by
the Secretary are not directly applicable to this case. See,
¢.g., Lewis v. Continental Bank Corp., 494 U.S. 472 (1990);
Bowen v. Kizer, 485 U.S. 386 (1988); W.S. Dep’t of Treasury v.
Galioto, 477 U.5. 556 (1986); Princeton Univ. v. Schnuid, 455
U.S. 100 (1982).

Second, the BBA and the new regulations do not
satisfy the requirements of the district court’s remedial
order. The BBA renamed Medicare risk-contracting HMOs
“coordinated care plans,” grouped them together with
some new structures for providing Medicare benefits, and
shifted some of the relevant statutory provisions to a new
section of the Medicare statute. But neither the stalutory
framework nor the statutory provisions addressed by the
lower coutts have changed. Section 1395mm(c)(1) of title
42, which forbids the Secretary from enlering inlo a con-
tract with an HMO unless it meets the statutory require-
ments and upon which the lower courts relied (Pet.App.
20a, 54a), has not been repealed. Section 1395mm(c}H5)(A)'s
requirement of meaningful procedures for hearing and
resolving grievances between enrollees and the HMO also
remains in the statute. Sce Resp.App. 7.

23

Although the Secretary describes in glowing detail
the salubrious contents of the BBA (Pet.Br. 20-22), she
fails to note that many of its procedural provisions deal
syith malters not raised in this litigation, such as decision-
making by qualified medical personnel and the time lim-
ilation for non-expedited reconsiderations. Other BBA
provisions louled in the Petition simply repeat in statu-
tory form procedural characteristics of the existing sys-
tem, such as independent review of adverse HMO
reconsiderations and subsequent levels of review by AL]s
and federal courts. Only one imporlant element of the
district court’s remedial order is satisfied by the BBA: the
requirement that an expedited HMO reconsideration by
the HMO be provided within three days {(or 72 hours in
the BBA) lfor urgently needed health services. 5.5.A.
§ 1852(g)(3)(B)(iii), added by BBA § 4001, 111 Stat. 294.

However, the other key components of the court
order are not mel in the BBA and \he Secretary’s regula-
tions. For example, recognizing the frequent need for
prompt medical treatment, the district court required thal
HMOs make initial determinations within five days of a
request for a heallh care service unless more lime is
required by the HMO. Pet.App. 60a. The court also
required the conlinuation of on-going and urgently
needed acute care services (unless harmful to the
enrollee) pending an expedited reconsideration deter-
mination. id. al 63a. Finding thal existing “notice and
informal hearing requirements set forth by statute and
regulations are all but ignored,” id. a1 Sla, the court
requited the Secretary to enforce Congress’ statutory pro-
hibition against renewing contracts with HMOs that do
not comply with federal standards. Id. at 54a-55a, 6la,
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63a. The BBA does not salisfy these obligations, and the
Secrclary continues to ignore the bulk of the remedial
order.

The Petition asserts that the prohibition against con-

" tracting wilh non-compliant HMOs was mooted by the
BBA in ils enactment of S.5.A. § 1857, BBA § 4001, 111
Siat. 319. Pet.Br. 24 n.13. Wh:le it is true that the new
S.5.A. § 1857 uses permtsswe language in authorizing the
Secrelary to terminate non-compliant Medicare+Choice
organizations generally, the Petition fails to disclose the
fact that the BBA did not repeal 42 U.5.C. § 1395mm(c)(1),
which mandates non-renewal of Medicare contracts with
deficient HMOs. Resp.App. 7. Under the rules of statu-
tory construction, the more specific provision of section
1395mm(c}(1) continues to be controlling in Medicare
contracts with HMOs under Medicare+Choice. And
where, as here, the intervening legislation and regula-
tions do not resolve many of the underlying controversies
or issues, the case is not moot. Northeastern Fla. Chapter of
the Associated Gen. Contractors ». City of Jacksonville, 508
U.S. 656, 662 (1993) (municipa! ordinance conferring
minority business preferences voluntarily replaced dur-
ing appeal did not moot case when replaced by similar
statute); City of Mesquite v. Aladdin’s Castle, Inc., 455 U.S.
283, 289 (1992) (voluntary compliance did not moot judg-
ment). See also, ¢.g., National Independent Coal Operators’
Assn. v. Kieppe, 423 U.S. 388, 393 n.4 (1976) (challenge to
validity of regulations regarding administrative hearings
not moot where regulation reissued after filing of suit
required a hearing if requested); FEA v. Algonquin SNG,
Inc., 426 U.S. 548, 558 n.8 (1976) (challenge to administra-
tive imposition of fees on oil imports not mooted by new
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federal statute because it did not eliminale one type of (ee
which respondents sought to enjoin).

3. The Secretary asks the Court to vacate the court
of appeals’ decision and remand this case to the district
court with instructions to vacate its judgment as well and
conduct such further proceedings as may be appropriate
in light of the BBA and new regulations. Pet.Br. 26. This
aclion is neither necessary nor appropriate for several
reasons.

Firsl, it is apparent that the Secretary’s regulatory
and legislative initialives were in reaction to the injunc-
tion in this case. Even lhe Secretary should not be
aliowed to manipulale the judicial process by offering

hall a loal after her efforls to evade compliance have
failed.

As discussed above, the Secretary advised the court )

of appeals that it need not consider the effect of the BBA
in deciding the appeal. Although that legislation became
law in August 1997, before the appeal was fully briefed
and argued, the Secretary informed the court that il
should not consider its provisions: “[T]hese changes have
no effect on the arguments presented in this appeal.”
Gov't Reply Brief at 10 n.9 {(emphasis added). Further-
more, although oral argument took place after the Janu-
ary 1, 1998 effeclive date of the BBA, the Secretary still
did not ask the court to consider its effect. Having
expressly waived her opportunily to raise this legislation
below, the Secretary should not be allowed to use it now
to further delay or deny relief to tens of thousands of
Mecdicare beneficiaries.
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Second, the relief requested by the Secretary, recon-
sideration by the district court, may be obtained without
the issuance of a writ of certiorari vacating the court of
appeals’ decision. The district court retained jurisdiction
to consider the effects of the procedural changes ordered,
Pet.App. 58a, 64a, and, in any event, the Secretary may
seek modification in light of the BBA changes on remand
to the district court pursuant to Rule 60(b}, ER.Civ.P. At
the conclusion of his opinion'l’or the unanimous panel
below, Judge Wiggins noted precisely this point:

The district court has continuing jurisdiction
over the modification of the injunclion. See
Transga, Inc. v. Ajac Trausnrission Parls Corp., 768
F.2d 1001, 1030 (9th Cir. 1985) (declining to
remand to district coui! with directions to mod-
ify injunction, noting that the party “may apply
directly” to the district court for modification in
light of post-trial events). The Secretary may
move in the distric) court for a modification of
its injunction.

Pet.App. 21a. See also, e.g., Agostini v. Felton, 521 U.S. 203
(1997) (discussing standavds for a Rule 60(b) motion);
Standard Oil v. U.5., 429 U.S. 17 {1976) (unsuccessful
appellant may make a Rule 60(b} motion on remand).

Because the intervening legislation and regulations
complied only in small part with the lower court’s order,
this case is far from moot. The court of appeals’ opinion
directing the Secretary to seek consideralion of these
subsequent events in the district court was correct. [t is
not necessary, and certainly not equitable, for this Court
to vacate the decisions below merely to allow the Secre-
tary to belatedly raise addilional issues. The Secretary,
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like all other litigants, should apply to the district court
for that relief, rather than ask for this Courl's interven-
tion merely because of the fortuitous timing of the peti-
tion for a writ of certiorari.

CONCLUSION

For the reasons stated, the Court should deny the
petition for a writ of certiorari.

Respectfully submitted,

Sarty Hanr

(Counsel of Record)
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App. ]

Soc. Sec. Act § 1876 [codified 42 U.S.C, § 1395mm)]
PAYMENTS TO HEALTH MAINTENANCE ORGANI-
ZATIONS AND COMPETITIVE MEDICAL PLANS

Sec. 1876. (a)}{1XA) The Secretary shall annually
determine, and shall announce (in a manner intended to
provide notice to interesled parties) not later than Sep-
tember 7 before the calendar year concerned -

(i) a per capita rate of payment for each class of
individuals who are enrolled under this section with
an eligible organization which has entered into a
risk-sharing contract and who are entitled to benelfits
under part A and enrolled under part B, and

(ii) a per capita rate of payfnent for each class
of individuals who are so enrolled with such an
organization and who are enrolled under part B only.

For purposes of this section, the term “risk-sharing con-
tract” means a contract entered into under subsection (g)
and the term “reasonable cost retmbursement contract”
means a contracl entered into under subsectian (h).

(B) The Secretary shall define appropriate
classes of members, based on age, disability status,
and such other factors as the Secretary determines to
be appropriate, so as to ensure actuarial equivalence.
The Secretary may add to, madily, or substilute for
such classes, if such changes will improve the deter-
mination of actuarial equivalence,

(C) The annual per capita rate of payment for
each such class shall be equal to 95 percent of the
adjusted average per capita cost (as defined in para-
graph (4)} for that class.

(D) In the case of an eligible organization wilh
a risk-sharing contract, the Secrelary shall make

monthly paymenls in advance and in accordance
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with the rate determined under subparagraph (C)
and except as provided in subsection (g)(2), to the
organization for each individual enrolled with the
organization under this section.

(E)(i) The amount of payment under this para-
graph may be retroactively adjusted to take into
account any difference between the actual number of
individuals enrolled in the plan under this section
and the number of such individuals estimaled to be
so enrolled in determining the amount of the advance
payment.

(iiXi) Subject to subclause (I), the Secretary may
make retroactive adjustments under clause (i} to take into
account individuals enrolled during the period beginning

“on the date on which the individual enrolls with an
eligible organization {which has a risk-sharing contract
under this section) under a health benefil plan operated,
sponsored, or contributed to by the individual’s em-
ployer or former employer (or the employer or former
employer of the individual's spouse) and ending on the
date on which the individual is enrolled in the plan under

this section, except that for purposes of making such -

retroactive adjustments under this. clause, such period
may not exceed 90 days.

(1) No adjusiment may be made under subclause
(I) with respect to any individual who does not certify
that the organization provided the individual with the
explanation described in subsection (c){3)(E) at the time
the individual enrolled with the organization.

(F)(i) At least 45 days before making the
announcement under subparagraph (A) for a year

App. 3

(beginning with the announcement for 1991), the Sec-
retary shall provide for notice to eligible organiza-
tions of preposed changes to be made in the
methodology or benefil coverage assumptions from
the methodology and assumptions used in the pre-
vious announcement and shall provide such organi-
zations an opportunity to comment on such proposed
changes.

(ii) In each announcement made under subpara-
graph (A) for a year (beginning with the announcement
for 1991), the Secretary shall include an explanation of the
assumptions (including any benefit coverage assump-
tions) and changes in methodology used in the announce-
ment in sufficient detail so that eligible organizations can
compule per capita rates of payment for classes of indi-
viduals located in each county (or equivalent area) which
is in whole or in part within the service area of such an
organization.

(2) With respect to any eligible organization which
has entered into a reasonable cost reimbursement con-
tract, payments shall be made to such plan in accordance
with subsection (h){2) rather than paragraph ().

{3) Subject to subsections {e}(2){B)(ii} and {(c)(7),
payments under a coniract lo an eligible organization
under paragraph (1) or (2) shall be instead of the amounts
which (in the absence of the contract) would be otherwise
payable, pursuant to sections 1814(b) and 1833(a), for
services furnished by or through the organization to indi-
viduals enrolled with the organization under this section.

{(4) For purposes of this section, the term “adjusted
average per capita cost” means the average per capila
amount that the Secretary eslimates in advance (on the
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App. 4

basis of actual experience, or retrospective actuarial
eyuivalent based upon an adequate sample and other

information and data, in a geographic area served by an -

eligible organization or in a similar area, with appropri-
ate adjusiments to assure actuarial equivalence) would be

payable in any contracl year for services covered under
parts A and B, or part B only, and types of expenses
otherwise reimbursable under parts A and B, or part B
only (including administrative cosls incurred by organi-
zations described in sections 1816 and 1842), il the ser-
vices were to be furnished by other than an eligible
organization or, in the case of services covered only
under section 1861(s}(2)(H), if the services were to be
furnished by a physician or as an incident to a physi-
cian's service.

(5) The payment lo an eligible organization under
this section for individuals enrolled under this section
with the organization and entitled to benefits under part
A and enrolled under part B of this subchapter shall be
made from the Federal Hospital Insurance Trust Fund
and the Federal Supplementary Medical Insurance Trust
Fund. The portion of thal paymeni to the organization for

a month lo be paid by each trust fund shall be deter-

mined as follows:

(A) In regard to expenditures by eligible orga-
nizations having risk-sharing contracts, the allocation
shall be determined each year by the Secretary based
on the relative weight that benefits from each fund

conlribute to the adjusted average per capila cost.

(B) In regard to expenditures by eligible organi-
zations operating under a reasonable cost reimburse-
ment contract, the initial allocation shal! be based on

App. 5

the plan’s most recent budget, such allocalion to be
adjusted, as needed, afler cost settlement to reflect
the distribution of actual expenditures.

The remainder of that payment shall be paid by the
former trust fund.

(6) Subject to subsections (c)(2)(B)(ii) and (c)(7), if
an individual is enrolled under this section with an eligi-
ble organization having a risk-sharing contract, only the
eligible organization shall be entitled to receive payments
from the Secrelary under this title for services furnished
to the individual.

(b) For purposes of this section, the term “eligible
organization” means a public or private entity (which
may be a health maintenance organization or a competi-
tive medical plan), organized under the laws of any State,
which - |

(1) is a qualified health maintenance organiza-
tion (as defined in section 1310(d) of the Public
Health Service Act), or

(2) meels the following requirements:

(A) The entity provides to enrolled mem-
bers at least the following health care ser-
vices:
(i) Physicians’ services performed
by physicians (as defined in section
1861(r}(1)).

(ii) Inpatient hospital services.
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App. 6

{iii) Laboralory, X-ray, emetgency,
and prevenlive services.

{(iv) Out-of-area cuverage.

(B) The enlity is compensated {except for
deductibles, coinsurance, and copayments)
for the provision of health care services to
enrolled members by a payment which is
paid on a periodic basis without regard to
the date the health care services are pro-
vided and which is fixed without regard to
the frequency, extent, or kind of health care
service actually provided to a member.

(C) The entity provides physicians’ services
primarily (i) directly through physicians
who are either employees or parlners of such
organization, or (ii) through contracts with
individual physicians or one or more groups
of physicians (organized on a group practice
or individual practice basis).

(D) The entity assumes full financial risk
on a prospective basis for the provision of
the health care services listed in subpara-
graph (A), except that such entity may ~

(i) obtain insurance or make other
arrangements for the cost of providing
to any enrolled member health care ser-
vices listed in subparagraph (A) the
aggregate value of which exceeds $5,000
in any year,

(ii) obtain insurance or make other
arrangements for the cost of health care
service listed in subparagraph (A) pro-
vided to its enrolled members other than
through the entity because medical
necessity required their provision before
they could be secured through the entity,

App. 7

(ii1) oblain insurance or make
other arrangements for not more than 90
percent of the amount by which its costs
for any of its fiscal years exceed 115
percenl of its income for such fiscal year,
and -

(iv) make arrangements with phy-
sicians or other health professionals,
health care institutions, or any combina-
tion of such individuals or institutions to
assume all or part of the financial risk on
a prospective basis for the provision of
basic health services by the physicians

" or other health professionals or through
the Institutions.

(E) The entily has made adequale provision
against lhe risk of insolvency, which provi-
sion is satisfactory to the Secretary.

Paragraph (2)(A)ii) shall not apply to an entity which
had contracted with a single State agency administering a
State plan approved under titic XIX of this chapter for the
provision of services (other than inpatient hespital ser-
vices) to individuals eligible for such services under such
State plan on a prepaid risk basis priar to 1970,

{c)(1) The Secretary may not enter into a contract
under this section with an eligible organization unless it
meets {he requirements of this subsection and subsection
(e) with respec! to members enrolled under this section.

(2)(A) The organization musl provide to members

enrolled under this section, through providers and other

persons that meet the applicable requirements of this litle
and part A of title XI -

(i) only those services covered under parts A and
B of lhis title, for those members entitled lo
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benelits under part A and enrolled under part B,
or

(ii) only those services covered under part B, for -

those members enrolled only under such part,

which are available o individuals residing in the geo-
graphic area served by the organization, excepl that (I)
the organization may provide such members with such
additional health care services as the members may elect,
at their option, ‘o have covered, and (1) in the case of an
organization with a risk-sharing contract, the organiza-
tion may provide such members with such additional
health care services as the Secretary may approve. The
Secretary shall approve any such additional health care
services which the organization proposes to offer to such
members, unless the Secretary determines that including
such additional services will substantially discourage
enrollment by covered individuals with the organization.

(B) !f there is a national coverage determination
made in the period beginning on the date of an
announcement under subsection (a)(1){(A) and ending on
the date of the next announcemeni under such subsection
that the Secretary projects will result in a significant
change in the costs to the organization of providing the
benefits that are the subject of such national coverage
determination and that was not incorporated in the deter-
mination of the per capita rate of payment included in the
announcement made at the beginning of such period -

(i) such determination shall not apply o risk-
sharing contracts under this section until the first
contract year that begins after the end of such period;
and

App. 9

(i) if such coverage determination provides for
coverage of additional benefits or under additional
circumstances, subsection (a)(3) shall not apply to
payment for such additional benefits or benefits pro-
vided under such additional circumstances until the
first contract year that begins after the end of such
period,

unless otherwise required by law.

(3} AXi} Each eligible organization mus! have an
open enrollment period, for the enrollment of individuals
under this section, of at least 30 days duration every year
and including the period or periods specified under
clause (i), and must provide that at any time during
which enroliments are accepted, the organization will
accept up to the limits of ils capacity (as determined by
the Secretary) and without restrictions, except as may be
authorized in regulations, individuals who are eligible to
enroll under subsection (d) in the order in which they
apply for enroliment, unless to do so would result in
failure to meel the requirements ol subsection (f) or
would result in the enrollment of enrollees substantially
nonrepresentalive, as determined in accordance wilh reg-
ulations of the Secretary, of the population in the geo-
graphic area served by the organization.

(ii¥(1) 1f a risk-sharing contract under this section is
not renewed or is otherwise terminated, eligible organi-
zations with risk-sharing contracts under this section and
serving a part of the same service area as under the
terminated contract are required {o have an open enroll-
ment period for individuais who were enrolled under the
terminated contract as of the date of notice of such termi-
nation, If a risk-sharing contract under this section is
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renewed in a manner that discontinues coverage for indi-
viduals residing in part of the service area, eligible orga-
nizations with risk-sharing contracls under this section
and enrolling individuals residing in (hat part of the
service area are required to have an open enrollment
period for individuals residing in the part of the service
area who were enrolled under the contracl as of the date
of notice of such discontinued coverage.

(IT) The open -enrollment periods required under
subclause (I) shall be for 30 days and shall begin 30 days
after the date that the Secretary provides notice of such
requirement.

(lII) Enroliment under this clause shall be effective
30 days after the end of the open enroliment period, or, if
the Secretary determines thal such date is not feasible,
such other date as the Secretary specifies.

(B} An individual may enroll under this section
with an eligible organization in such manner as may be
prescribed in regulations and may lerminate his enroll-
ment with the eligible organization as of the beginning of
the first calendar month following the date on which the
request is made for such termination (or, in the case of
financial insolvency of the organization, as may be pre-
scribed by regulations) or, in the case of such an otgani-
2ation with a reasonable cost reimbursement contract, as
may be prescribed by regulations.

(C) The Secretary may prescribe the procedures and
canditions under which an eligible organization that has
entered into a coniract with the Secretary under this
subseclion may inform individuals eligible to enroll

App. 11

under this section with the organization about the organi-
zation, or may enroll such individuals with the organiza-
tion. No brochures, application forms, or other
promotional or informational material may be distributed
by an organization to (or for the use of) individuals
eligible to enroll with the organization under this section
unless (i) at least 45 days before its distributlion, the
organization has submitted the material to the Se;:retary
for review and (ii) the Secretary has not disapproved the
distribution of the malerial. The Secretary shall review all
such material submitted and shal! disapprove such mate-
rial if the Secretary determines, in the Secretary’s discre-
lion, that the material is materially inaccurate or
misleading or otherwise makes a material misrepresenta-
tion.

(D) The organization must provide assurances to
the Secretary that it will not expel or refuse to re-enroll
any such individual because of the individual’s health
status or requirements for health care services, and that it
will notify each such individual of such fact at the time of
the individual’s enrollment.

(E) Each eligible organization shall provide each
enrollee, at the time of enrollment and not less frequently
than annually thereafter, an explanation of the enrollee’s
rights under this section, including an explanation of -

(i) the enrollee’s rights to benefits [rom the,

organization,

(ii) the restrictions on payments under this litle
for services furnished other than by or through the
crganization,
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(iii) out-of-area coverage provided by the orga-
nization, '

(iv) the organization’s coverage of emergency .

services and urgently needed care, and

{v) appeal rights of enrollees.

(F) Each eligible organization that provides items
and services pursuant lo a contract under this section
shall provide assurances to the Secrelary that in the event
the organization ceases to provide such items and ser-
vices, the organization shall provide or arrange for sup-
plemental coverage of benefits under this title related to a
pre-existing condition wilh respect to any exclusion
period, to all individuals enrolled with the entity who
receive benefits under this title, for the lesser of six
months or the duration of such period.

(GMi) Bach eligible organization having a risk-shar-
ing contract under this section shall notify individuals
eligible to enroll with the organization under this section
and individuals enrolled with the organization under this
section that —

(I) the organization is authorized by law to \er-
minate or refuse lo renew the contracl, and

(1I) termination or nonrenewal of the contract.

may result in termination of the enrollments of indi-
viduals enrolled with the organization under this
section.

(ii) The notice required by clause (i} shall be
included in — )

() any marketing materials described in sub-
paragraph (C) that are distributed by an eligible

App. 13

organization to individuals eligible to enroll under
this section with the organization, and

(I} any explanation provided to enrollees by
the organization pursuant to subparagraph (E).

(4) The organization must -

(A) make the services described in paragraph
(2) {(and such other health care services as such indi-
viduals have contracted for) (i) available and access-
ible to each such individual, within the area served
by the organization, with reasonable promptness and
in a manner which assures continuity, and (ii} when
medically necessary, available and accessible twenty-
four hours a day and seven days a week, and

(B) provide for reimbursement with respect to
services which are described in subparagraph (A)
and which are provided to such an individual other
than through the organization, if {i) the services were
medically necessary and immediately required
because of an unforeseen illness, injury, or condition
and (i) it was not reasonable given the circumstances
to oblain the services through the organizalion.

(5)(A) The organization must provide meaningful
procedures for hearing and resolving grievances between
the organization (including any entity or individual
through which the organizaiion provides health care ser-
vices) and members enrolled with the organization under
this section.

(8) A member enrolled with an eligible organiza-
tion under this section who is dissatisfied by reason of his
failure to receive any health service to which he believes
he is entitled and at no greater charge than he believes he
is required to pay is entitled. if the amount in controversy
is $100 or more, to a hearing before the Secretary to the
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same extent as is provided in section 205(b), and in any
such hearing the Secretary shall make the eligible organi-
zalion a party. If the amount in controversy is $1,000 or
more, the individual or eligible organization shall, upon
notifying the other party, be enlitled to judicial review of
the Sectetary’s final decision as provided in section
205(g), and both the individual and the eligible organiza-
tion shall be entitled to be parties o that judicial review.
In applying sections 205(b) and 205(g) as provided in this
subparagraph, and in applying section 205(]) thereto, any
reference therein to the Commissioner of Social Security
or the Social Security Administration shall be considered
a reference to the Secretary or the Department of Health
and Human Services, respectively.

(6) The organizalion must have arrangements,
established in accordance with regulations of the Secre-
{ary, for an ongoing quality assurance program for health
care services it provides to such individuals, which pro-
gram (A) siresses health oulcomes and (B) provides
review by physicians and other health care prolessionals
of the process followed in the provision of such health
care services.

(7) A risk-sharing contract under this section shall
provide that in the case of an individual who is receiving
inpatient hospital services from a subsection (d) hospital
(as defined in seclion 1886(d){1)(B)) as of the effective
date of the individual’s -

(A) enrollment with an eligible organization
under this section -

(i} payment for such services unlil the date
of the individual’s discharge shall be made

App. 15

under this title as if the individual were not
enrolled with the organization,

(ii) the organizalion shall not be financially
responsible for payment for such services until
the date after the date of the individual’s dis-
charge, and

(iti) the organization shall nenetheless be
paid the full amount olherwise payable to the
organization under this section; or

(B) termination of enrollmenl with an eligible
organization under this section -

(i) the organization shall be financially
responsible for payment for such services after
such date and until the date of the individual’s
discharge,

(ii) payment for such services during the
stay shall not be made under section 1886(d), and

(iii) the organization shall not receive any
payment with trespect to the individual under
this section during the period the individual is
not enrolled. '

In the case of an individual’s termination of enrollment,
the organization shall provide the individual with a copy
of the written request for lerminalion of enrollment and a
written explanation of the period (ending on the effective
date of the termination) during which the individual
conlinues to be enrolled with the organization and may
not receive bencfits under this title other than through
the organization.

(8) A contract under this section shall provide that
the eligible organization shall meet the requirement of
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section 1866(f) (relating to maintaining written policies
and procedures respectling advance directives).

(d) Subject to the provisions of subsection (c)(3).
every individual entilled 1o benefits under part A and
enrolled under part B or enralled under part B only
{other than an individual medically delermined to have
end-stage renal disease) shall be eligible to enrall under
this section with any eligible organization with which the
Secretary has entered into a contract under this section
and which serves the geographic area in which the indi-
vidual resides.

(e)1) In no case may -

(A) the portion of an eligible organization's
premium rate and the actuarial value of its deduct-
ibles, coinsurance, and copayments charged (with
respect fo services covered under parts A and B) lo
individuals who are enrolled under this section with
the organization and who are entitled to benefits
under part A and enrolled under part B, or

(B) the portion of its premium rate and the
actuarial value of its deductibles, coinsurance, and
copayments charged (with respect to services cov-
ered under part B) to individuals who are enrolled
under this section with the organization and enrolled
under part B only

exceed the actuarial value of the coinsurance and deduct-
ibles that would be applicable on the average to individ-
uals enrolled under lhis section with the organization (or,
if the Secrelary finds that adequate data are not available
to determine that actuarial value, the actuarial value of
the coinsurance and deductibles applicable on the aver-
age to individuals in the area, in the State, or in the
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United States, eligible to enroll under this section with '

the organization, or other appropriate data) and entitled
to benefits under part A and enrolled under parl B, or
enrolled under part B only, respectively, if they were not
members of an eligible organization.

(2) If the eligible organization provides to its mem-
bers enrolled under this section services in addition to
services covered under parts A and B of this title, election
of coverage for such additional services (unless such
services have been appraved by the Secretary under sub-
section (c){2)) shall be optional for such members and
such organization shal) furnish such members with infor-
mation on the portion of its premium rate or other
charges applicable to such additional services. In no case
may the sum of —

(A) the portion of such organization's premium
rate charged, with respect to such additional services,
to members enrolled under this section, and

(B) (he actuarial value of its deductibles, coin-
surance, and copayments charged, with respect to
such services to such members

exceed the adjusted community rate for such services.

(3) For purposes of this section, the term “adjusted
community rate” for a service or services means, at the
election of an eligible organization, either ~

(A} the rate of payment for that service or ser-
vices which the Secretary annually determines would
apply to a member enrolled under this seclion with
an cligible organization if the rate of payment were
determined under a “community rating system” {as
defined in section 1302(8) of the Public Health Ser-
vice Act, other than subparagraph (C)), or
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(B) such portion of the weighted aggregate pre-
mium, which the Secrelary annually estimates would
apply to a member enrolled under this section with
the eligible organization, as the Secretary annually
estimales is attributable to that service or services,

but adjusted for differences between the utilization char-
acteristics of the members enrolled with the eligible orga-
nization under this section and the ulilization
characteristics of the other members of the organization
(or, if the Secretary finds that adequate data are not
available to adjust for those differences, the differences
between the utilization characteristics of members in
other eligible organizations, or individuals in the area, in
the State, or in the United States, eligible to enroll under
this section with an eligible organization and the utiliza-
tion characteristics of the rest of the population in the
area, in the State, or in the United States, respectively).

(4) Notwithstanding any other provision of law, the
eligible organization may (in the case of the provision of
services 1o a member enrolled under this section for an
illness or injury for which the member is entitled to
benefits under a workmen’s compensation law or plan of
the United States or a State, under an automobile or
liability insurance policy or plan, including a self-insured
plan, or under no fault insurance) charge or authorize the
pravider of such services to charge, in accordance with
the charges allowed under such law or policy -

(A) the insurance carrier, employer, or other
entity which under such law, plan, or policy is to pay
for the provision of such services, or
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(B} such member to the extent thal the member
has been paid under such law, plan, or policy for
such services.

(f)(1) For contract periods beginning before January
1, 1999, each eligible organization with which the Secre-
tary enters into a contract under this section shall have,
for the duration of such contract, an enrolled membership
at least one-hall of which consists of individuals who.are
nol entitled to benefits under this title.

(2) Subject to paragraph (4), The Secretary may
modify or waive the requirement imposed by paragraph

(1) -

(A) to the extent that more than 50 percemt of
the population of the area served by the organization
consists of individuals who are enlitled lo benelits
under this title or under a State plan approved under
title XIX, or )

(B) in the case of an eligible organization that is
owned and operated by a governmental entity, only
with respect to a period of three years beginning on
the date the orgaunization first enters into a conlract
under this section, and only if the organization has
taken and is making reasonable efforts to enroll indi-
viduals who are not entitled o benefits under this
litle or under a Stale plan approved under title XIX.

(3} If the Secretary delermines that an eligible orga-
nization has failed to comply with the requirements of
this subsection, the Secretary may provide for the suspen-
sion of enrollment of individuals under this section or of
paymenl to the organization under this section for indji-
viduals newly enrolled with the organization, after the
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date the Secretary notifies the organization of such non-
compliance.

(4) Effective for contract periods beginning after
December 31, 1996, the Secretary may waive or meodily
the requirement imposed by paragraph (1) to the extent
the Secretary finds that it is in the public interest.

(g}(1) The Secretary may enter a risk-sharing con-
tract with any eligible organizalion, as defined in subsec-
tion (b), which has at least 5,000 members, except that the
Secretary may enter into such a contract with an eligible
organization that has fewer members if the organization

primarily serves members residing outside of urbanized

areas,
(2} Each risk-sharing conlract shall provide that -

(A) if the adjusted community rate, as defined
in subsection (e)(3), for services under parts A and B
(as reduced for the actuarial value of the coinsurance
and deductibles under those parts) for members
enrolled under this section with the organization and
entitled to benefits under part A and enrolled in part
B, or

(B) if the adjusted community rate for services
under part B (as reduced for the actuarial value of the
coinsurance and deductibles under that part) for
members enrolled under this section with the organi-
zation and entitled to benefits under part B only is
less than the average of the per capita rates to bene-
fits under part B only

i less than the average of the per capila rates of payment
to be made under subsection (a)(1) at the beginning of an
annual contract period.for members enrolled under this
section with the organization and entitled to benefits
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under part A and enrolled in part B, or enrolled in part B
only, respectively, the eligible organization shall provide
{o members enrolled under a risk-sharing contract under
this section with the organization and entitled to benefits
under part A and enrolled in part B, or enrolled in part B
only, respectively, the additional benefits described in
paragraph (3) which are selected by the eligible organiza-
tion and which the Secretary finds are at least equal in
value to lhe difference between that average per capita
payment and the adjusted community rale (as so
reduced); except thal this paragraph shall not apply with
respect to any. organization which elects to receive a
lesser payment to the extent that there is no longer a
dilference between the average per capita payment and
adjusted community rate (as so reduced) and except that
an organization (with the approval of the Secretary) may
provide that a part of the value of such additicnal bene-
fits be withheld and reserved by the Secretary as pro-
vided in paragraph (5). If the Secretary (inds that there is
insufficient enrollment experience to determine an aver-
age of the per capita rales of payment to be made under
subsection (a)(1) at the beginning of a contract period, the
Secretary may determine such an average based on the
enrollment experience of olher contracls entered into
under this section.

(3) The additional benefits referred to in paragraph
(2} are -

(A) the reduction of the premium rate or other
charges made with respect to services furnished by
the organization to members enrolled under this sec-
tion, or

(B) the provision of additional health benefits,
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of both.
(4) [Repealed.]

(5) An organization having a risk-sharing conlract
under this section may (with the approval of the Secre-
tary) provide that a part of the value of additional bene-
{its otherwise required to be provided by reason of
paragraph (2) be wilhheld and reserved in the Federal
Hospital Insurance Trust Fund .and in the Federal Supple-
mentary Medical Insurance Trust Fund (In such propor-
tions as the Secretary determines to be appropriate) by
the Secretary for subsequent annual contract periods, to
the extent required to stabilize and prevent undue fluctu-
ations in the additional benefits offered in those subse-
quent periods by the organization in accordance with
paragraph (3). Any of such value of additional benefits
which is not provided to members of the organization in
accordance with paragraph {3) prior to the end of such
period, shall revert for the use of such trust funds.

(6{A) A risk-sharing contract under this section
shall require the eligible organization to provide prompl
payment (consistent with the provisions of sections
1816{c}{2) and 1842(c){2)) of claims submitted for services
and supplies furnished to individuals pursuant to such
contract, if the services or supplies are not furnished
under a contract between the organization and the pro-
vider or supplier.
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(B} In the case of an eligible organization which the
Secretary determines, after nolice and opportunity for a
hearing, has failed to make payments of amounts in
compliance with subparagraph (A), the Secretary may
provide for direct payment of the amounts owed to pro-
viders and suppliers for such covered services furnished
to individuals enrolled under this section under the con-
tract. If the Secretary provides {or such direct payments,
the Secretary shall provide for an appropriate reduction
in the amount of payments otherwise made to the organi-
zation under this seclion to reflect the amount of the
Secretary’s payments {and costs incurred by the Secretary
in making such payments).

(h)(1) 1f -

(A) the Secretary is not satisfied that an eligible
organization has the capacity to bear the risk of
potential losses under a risk-sharing contract under
this section, or -

(B) the cligible organization so clects or has an
insufficient number of members to be eligible to
enler into a risk-sharing contracl under subsection

(g)(1),

the Secretary may, if he is otherwise satisfied that the
eligible organization is able to perform ils contractual
obligations effectively and efficiently, enter into a con-
tract with such organization pursuanl to which “such
organization is reimbursed on the basis of its reasonable
cost (as defined in section 1861(v)) In the manner pre-
scribed in paragraph (3).
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(2) A reasonable cost reimbursement contract under
this subseclion may, at the option of such organization,
provide that the Secretary ~

{A) will reimburse hospitals and skilled nurs-
ing facilities either for the reasonable cast {as deter-
mined under section 1861{v)) or for payment
amounts determined in accordance with section 1886,
as applicable, of services furnished to individuals
enrolled with such organization pursuant to subsec-
tion (d), and

(B) will deduct the amount of such reimburse-
ment from payment which would otherwise be made
to such organization.

I such an eligible organization pays 2 hospital or skilled
nursing facility directly, the amount paid shall not exceed
the reasonable cost of the services {as delermined under
seclion 1861(v)) or the amount determined under section
1886, as applicable, unless such organization demon-
strates to the satisfaction of the Secretary that such excess
payments are justified on the basis of advanlages gained
by the organization.

(3) Payments made to an organizalion with a rea-

sonable cost reimbursement contract shall be subject to
approptiate retroactive corrective adjustment at the end
ol each contract year so as 1o assure that such organiza-
tion is paid for the reasonable cosl actually incurred
{excluding any part of incurred cost found to be unneces-
sary in the efficient delivery of health services) or the
amounts otherwise determined under section 1886 for the
types ol expenses otherwise reimbursable under this title
for providing services covered under this title to individ-
uals described in subsection (a)(1).
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(4) Any reasonable cost reimbursement contract
with an eligible organization under this subsection shall
provide thal the Secrctary shall require, at such time
following the expiration of each accounting period of the
eligible organization (and in such form and in such
detail} as he may prescribe -

(A) that the organization report to him in an
independently certified financial statement its per
capita incurred cost based on the types of compo-
nents of expenses otherwise reimbursable under this
title for providing services described in subsection
(a)(1), including therein, in accordance with account-
ing procedures prescsibed by the Secretary, its
methods of allocating costs between individuals
enrolled under this section and other individuals
enrolled with such organization;

(B) that faildre to rcport such information as
may be required may be deemed to constitute evi-
dence of likely overpayment on the basis of which
approptiate collection aclion may be taken;

(C) that in any case in which an eligible organi-
zalion is related to another organizalion by common
ownership or centrol, a consolidated financial state-
menl shall be filed and that the allowable costs for
such organization may not include costs for the types
of expense otherwise reimbursable under this title, in
excess of those which would be determined o be
reasonable in accordance with regulations (providing
for limiting reimbursement to costs rather than
charges to the eligible organization by related organi-
zations and owners) issued by the Secretary; and

(D) that in any case in which compensation is
paid by an eligible organization substantially in
excess of what is normally paid for similar services
by similar practitioners (regardless of method of
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compensation), such compensation may as appropri-
ate be considered to constitute a distribution of
profits.

(SMA) After the date of the enactment of this paragraph,
the Secretary may not enter into a reasonable cost reim-
bursement contract under this subsection (if the contract
is not in effect as of such date), excepl for a contract with
an eligible organization which, immediately previous to
entering into such contract, had an agreement in effect
under section 1833(a)(1}(A).

(B) The Secretary may not extend or renew a
reasonable cost reimbursement contract under this
subsection for any period beyond December 31, 2002.

(i)(1) Each contract under this section shall be for a
term of at least one year, as determined by the Secretary,
and may be made automatically renewable from term to
term in lhe absence of notice by either party of intention
to terminate at the end of the current term; except that in
accordance with procedures eslablished under paragraph
{9), the Secretary may at any time terminate any such
contract or may impose the intermediate sanctions
described in paragraph (6}(B) or (6){C) {whichever is
applicable) on the eligible organization if the Secretary
determines-that the organization -

{A) has failed substantially to carry out the con-
tract,

(B) is carrying out the contract in a manner
substantially inconsistent with the efficient and effec-
tive administration of this section; or

(C) no longer substantially meets the applicable
conditions of subsections (b), {c}, (e), and (f).
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(2) The effective dale of any contract executed pur-
suant to this section shall be specified in the contract.

{(3) Each contract under this section -

(A) shall provide that the Secretary, or any per-
son or organization designated by him -

(i) shall have the right to inspect.or other-
wise evaluate (I) the quality, appropriateness,
and timeliness of services performed under the
contract and (]I} the facilities of the organization
when there is reasonable evidence of some need
for such inspeclion, and

(i) shall have the right to audit and inspec!
any books and records of the eligible organiza-
tion that pertain () to the ability of the organiza-
tion to bear the risk of potential linancial losses,
or (I1) to services performed or determinations of
amounts payable under the conlract;

(B) shall require the organization with a risk-
sharing contract to provide (and pay for) written
notice in advance of the contract’s termination, as
well as a description of “alternalives for obtaining
benefits under this title, to each individual enrolled
under this section with the arganization; and

{C)(i) shall require the organization to comply
with subsections (a) and (c) of section 1318 of the
Public Health Service Act (relating to disclosure of
certain financial information) and with the require-
ment of section 1301(c)(8) of such Act (relating to
liability arrangements lo protect members);

(ii) shall require the organization to pro-
vide and supply information (described in sec-
tion 1866(b}H2}){C)(ii))) in the manner such
informalion is required to be provided or sup-
plied under that section;
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(iii) shall require the organization to nolify
the Secrelary.of loans and other special financial
arrangements which are made between the orga-
nization and subcontractors, affiliales, and
related parties; and

{D) shall contain such other terms and condi-
tions not inconsistent with this section (including
requiring the organization to provide the Secretary
with such information) as the Secretary may find
necessary and appropriate.

(4) The Secretary may not enter into a risk-sharing
contract with an eligible organization if a previous risk-
sharing contract with that organization under this section
was terminated at the request of the organization within
the preceding five-year period, except in circumstances
which warrant special consideration, as determined by
the Secretary.

(5) The authority vested in the Secretary by this
section may be performed without regard to such provi-
sions of law or regulations relating to the making, perfor-
mance, amendment, or modification of contracts of the
United States as the Secretary may determine to be incon-
sistent with the furtherance of the purpose of this title.

(6){A) If the Secretary determines that an eligible
organization with a contract undet this section -

(i) fails substantially to provide medically
necessary items and services that are required
(under law or under the contract) o be provided
to an individual covered under the contract, if
the failure has adversely affected (or has sub-
slantial likelihood of adversely affecting) the
individual;
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- (ii) imposes premiums on individuals
enrolled under this section in excess of the pre-
miums permitted;

(iii) acts to expe!l or to refuse to re-enroll an
individual in violation of the provisions of this
section;

{(iv) engages in any practice that would rea-
sonably be expected to have the effect of denying
or discouraging enroliment (except as permitted
by this section) by eligible individuals with the
organization whose medical condition or history
indicates a need for substantial future medical
services; '

(v) misrepresents or falsifies information
that is furnished -

{1} to the Secretary under this section, or

(I to an individual or to any other entity
under this section;

(vi} fails to comply with the requirements
of subsection (g)(6)(A) or paragraph (B); or

(vii) in the case of a risk-sharing contract,
employs or contracts with any individual or
entity that is excluded from participation under
this title under section 1128 or 1128A for the
provision of health care, utilization review, medi-
cal social work, or administrative services or
employs or contracts with any entity for.the pro-
vision (directly or indirectly) through such an
excluded individual or entity of such services;

the Secretary may provide, in addition to -any other
remedies authorized by law, for any of the remedies
described in subparagraph (B).
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(B) The remedies described in this subpara-

graph are -

(i) civil money penalties of nol more than
$25,000 for each delermination under subpara-
graph (A) or, with respect lo a determination

under clause (iv) or (v)(I), of not more than '

$100,000 for each such determination, plus, with
respect to a determination under subparagraph
{(A)(li), double the excess amount charged in vio-
lation of such subparagraph (and the excess
amount charged shall be deducted from the pen-
ally and returned to the individual concerned),
and plus, with respect to a determination under
subparagraph (A)(iv), $15,000 for each individual
not enrolled as a result of the practice involved,

(ii) suspension of enrollment of individuals
under this section after the date the Secretary
notifies the organization of a determination
under subparagraph (A) and until the Secretary
is satisfied that the basis for such determination
has been corrected and is nol likely to recur, or

(iii) suspension of payment to the organiza-
tion under this section for individuals enrolled
after the date the Secrelary notifies the organlza-
tion of a determination under subparagraph (A)
and until the Secrelary is salisfied that the basis
{or such determination has been correcied and is

- not likely to recur.

(C) In the case of an eligible organization (or
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(1) if the deficiency that is the basis of the deter-
mination has directly adversely affected (or has
the substaniial likeiihood of adversely affecling})
an individual covered under the organization’s
contrac!. '

(ii) Civil money penalties of not more than
$10,000 for each week beginning after the initia-
tion of procedures by the Secretary under para-
graph (9) during which the deficiency that is the
basis of a determination under paragraph (1)
exists.

{iii) Suspension of enrollment of individ-
uals under this section alter the date the Secre-
tary notilies the organization of a determination
under paragraph (1) and until the Secretary is
satislied that the deficiency that is the basis for
the determination has been corrected and is nol
likely to recur.

(D} The provisions of section 1128A (other than
subsections (a) and (b)) shall apply to a civil money
penally under subparagraph (B}i) or (C)}{i) in the
same manner as such provisions apply to a civil
money penalty or proceeding under section 1128A(a).

(7)(A) Each risk-sharing contract with an eligible
organization under this section shall provide that the
organization will mainlain a wrilten agreement with a
utilization and quality control peer review organization
(which has a contract with the Secretary under part B of
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1866(a}{1)(F)) with respect 10 services, furnished by the
eligible organization, for which payment may be made
under this title.

(B) For purposes of payment under this litle,
the cost of such agreement to the eligible organiza-
tion shall be considered a cost incurred by a provider
-of services in providing covered services under this
titte and shall be paid directly by the Secretary to the
review organization on behalf of such eligible organi-
zalion in accordance with a schedule established by
the Secretary.

(C) Such payments -

(i) shall be transferred in appropriate pro-
portions from the Pederal Hospital Insurance
Trust Fund and from the Supplementary Medical
Insurance Trust Fund, without regard to amounts
appropriated in advance in appropriation Acts,
in the same manner as lransfers are made for
payment lor services prowded directly to bene-
ficiaries, and

(if) shall not be less in the apggregate for
such organizations for a fiscal year than the
amounts the Secretary determines to be sufficient
lo cover the costs of such arganizations conduct-
ing activities described in subparagraph (A) with
respect to such eligible organizations under part
B of title XI.

(8)(A) Each contract with an eligible organizalion
under this section shall provide that the organization may
nol operate any physician incentive plan (as defined in
subparagraph (B)) unless the following requirements are
mel:
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(i) No specitic payment is made directly or
indirectly under the plan to a physician or physi-
cian group as an inducement to reduce or limit
medically necessary services provided with
respec! to a specific individual enrolled with the
organization.

(ii) If the plan places a physician or physi-
cian group at substantial financial risk (as deter-
mined by the Secretary) for services not provided
by the physician or physician group, the organi-
zalion -

(I) " provides stop-loss protection for the
physician or group that is adequate and appro-
priate, based on standards developed by the Sec-
retary thal lake into account the number of
physicians placed at such substantial financial
risk in the group or under the plan and the
number of individuals enrolled with the organi-
zationt who receive services from the physician or
the physician group, and

(II) conducts periodic surveys of both indi-
viduals enrolled and individuals previously
enrolled with the organization to determine the
degree ol access of such individuals to services
provided by the organization and salisfaction
with the quality of such services.

" {ili) The organization provides the Secte-
tary with descriptive information regarding the
plan, sufficient lo permit the Secretary to deter-
mine whether the plan is in compliance with the
requirements of this subparagraph.

(B) In this paragraph, the term “physician

incentive plan” means any compensation arrange-
ment between an eligible organization and a physi-
cian or physician group that may directly or
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indirectly have the effect of reducing or limiting ser-
vices provided with respect to individuals enrolled
with the organization.

(9) The Secrelary may terminate a contract with an

eligible organization under this section or may impose

the intermediate sanctions described in paragraph (6) on
the organization in accordance ith formal investigation
and compliance procedures established by the Secretary
under which - |

(A) the Secretary first provides the organization
with the reasonable opportunity to develop and
implement a corrective action plan to correct the
deficiencies that were the basis of the Secretary’s
determination under paragraph (1) and the organiza-
lion fails to develop or implemen! such a plan;

(B) in deciding whether to impose sanctions,
the Secretary considers aggravating factors such as
whether an organization has a history of deficiencies
or has not taken action to correct deficiencies the
Secretary has brought 1o the organization’s allention;

(C) there are no unreasonable or unnecessary
delays belween the finding of a deficiency and the
imposition of sanctions; and

(D) the Secretary provides the organization
wilh reasonable notice and opporlunily for hearing
(including the right to appeal an inilial decision)
before imposing any sanction or lerminating Ihe con-
tract,

(H(1)(A) In the case of physicians’ services or renal
dialysis services described in paragraph (2) which are
furnished by a parlicipating physician or provider of
services or renal dialysis facility to an individual enrolled
with an eligible organization under this section and
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enrolled under part B, the applicable parlicipation agree-
ment 15 deemed to provide that the physician or provider
of services or rena! dialysis facility will accepl as pay-
ment in full from the eligible organization the amount
that would be payable to the physician or provider of
services or renal dialysis facility under part B and fram
the individual under such part, if the individual were not
enrolled with an eligible organization under this section.
(B) In the case of physicians’ services described

in paragraph (2) which are furnished by a nonpar-
ticipating physician, the limilations on actual charges

for such services atherwise applicable under part B

(to services furnished by individuals not enrolled
with an eligible organization under this section) shall
apply in the same manner as such limitations apply

to services furnished to individuals not enrolled with
such an organization.

(2} The physicians” services or renal dialysis ser-
vices described in this paragraph are physicians’ services
or renal dialysis services which are furnished to an
enrollee of an eligible organization under this section by
a physician, provider of services, or renal dialysis facility
who is not under a contract with the organization.

(k){1) Except as provided in paragraph (2) -

(A) on or after the date standacds for Medi-
care +Choice organizations and plans are fiss!
established under section 1856{b)(1), the Secretary
shall not enter into any risksharing contract under
this section with an eligible organization; and

(B} for any contract year beginning on or
after January 1, 1999, the Secretary shall not
renew any such contract.

(2) An individual who is enrolled in part B only
and is enrolled in an eligible organization with a risk-
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sharing contract under this section on December 31,
1998, may conlinue enrollment in such organization
in accordance wilh regulations described in section
1856(b)(1).

(3) Notwithstanding subsection (a), the Secre-
tary shall provide that payment amounts under risk-
sharing contracls under this section for months in a
vear (beginning with January 1998) shall be com-
puted -

(A} with respect to individuals entitled to
benefits under both parts A and B, by substitut-
ing pavment rates under seclion 1853(a) for the
payment rates otherwise established under sec-
tion 1876(a), and

(B} with respect to individuals only entitled
to benefils under part B, by substituting an
apprapriate proportion of such rates (reflecting
the relative proportion of payments under this
title attributable 10 such part) for the payment
rates otherwise established under subsection (a).

(4) The following requirements shall apply to
cligible organizations with risk-sharing contracts
under this section in the same manner as they apply
to Medicare +Choice organizations under part C,

(A) Data collection requirements under sec-
tion 1853(a){3){B).

(B) Restrictions on imposition of premium
taxes under section 1854(g) in relating to pay-
ments to such organizations under lhis section.

(C} The requirement o accept enrollment

of new enrollees during November 1998 under

section 1851(e}(6).
(D) Payments under section 1857(e}(2).

BB/0C/C0

RC:IRT

RQ/AR TTC 207 X2,

rOa/agn



H‘cwq Hi - @,’I’Jm

B T P,
o

e

v

Dan Marcus
03/05/99 11:51:23 AM

(i it TN
¢
<

H

Record Type: Record

To: John Podesta/WHO/EOP, Elena Kagan/OPD/EOP, Christopher C. Jennings/OPD/EQP

cc: Charles F. Ruff/WHO/ECP
Subject: Grijalva revisited

You will recall that last month, after a bit of discussion, the SG filed a petition for cert in Grijalva,
seeking review of a Ninth Circuit decision finding that Medicare HMOs are state actors subject to
the Due Process Clause when they deny coverage to beneficiaries, and asking the Court to hold the
petition pending its decision in Suffivan, an already-argued case involving similar issues as to the
Pennsylvania workers compensation law. The SG urged that if the Court found no state action in
Sulfivan, it should grant the Grijalva petition, vacate the injunction , and remand the case to the
District Court to reconsider in light of the Suflivan decision.
As you may have heard, the Supreme Court on Wednesday decided Su/fivan, holding that the
private insurers' action in de-nyirE_payments to workers whose claims they rejected, pending
appeal, was NOT state action, despite the fact that they are administering a state-authorized
program and the state had changed the statute to permit the insurers to hold off payment during
the appeals process. The Court went on to reach the merits of the due process claim anyway, as
to the State of Pa defendants, holding that the state statutory scheme permitting the suspension of
payments during the appeal process did not violate due process.
| assume that the plaintiffs in Grijalva, whose opposition to our petition for cert is due next

week, will try to distinguish Suffivan, e.g.. on the ground that in Medicare the HMOs are operating
with Govt money, but it seems likely that the Court will grant, vacate and remand as we requested.

7 The Court's reaching of the due process issue in Sulfivan as to the state defendants serves
as a useful reminder that even if Medicare {or Medicaid) HMOs are not state actors subject to
constitutional constraints themselves, beneficiaries can still sue the Federal or State agencies for a
judgment that the statutory or regulatory schemes permitting the HMOs to deny them rights are
unconstitutional.

Let me know if you want a copy of the Sullivan opinion.
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A. The Petition Should Be Held Pending This Court’s
Decision In American Manyfacturers Mutual In-
surance Co., et al. v. Sullivan, et al., No. 97-2000
(argued Jan. 19, 1999)

Government action and due process guestions similar to
those raised in this case are currently before the Court in
American Manufacturers Mutual Insurance Co., et al. v.
Sullivan, et al., No. 97-2000 (argued Jan. 19, 1999). There,
the Third Circuit held that payment decisions made by
workers’ compensation insurers, as permitted by state law,
were both attributable to the State and inconsistent with
due process. See Sullivan v. Barnett, 139 F.3d 158 (1998).

The court of appeals decisions in Sullivar. and in this case
are remarkably similar on the government action issue.
Neither decision examines the “three principles” identified
by this Court for determining whether otherwise private
conduct “is governmental in character”: (1) “the extent to
which the actor relies on governmental assistance,” or
accedes to the government’s coercive powers or encourage-
ment, in effectuating its will, (2) “whether the actor is per-
forming a traditionzl governmental function,” and (3)
“whether the injury caused is agpravated in a unique way by
the incidents of governmental authority.” Edmonson v.
Leesville Concerste Co., 500 U.S. 614, 621-622 (1991); see also
Blum v. Yaretsky, 457 U.S. 991, 1004 (1982) (government
“normally can be held responsible for a private decision only
when it bas exercised coercive power or has provided such
signifieant encouragement * * * that the choice must in
law be deemed to be that of the [government]”). Rather,
both predicate z finding of government action largely on the
government’s regulatory role. Compare Sullivan, 139 F.3d
at 168, with App. 9a-10a.

In concluding that medical treatment decisions by private
HMOs concerning their Medicare-beneficiary members are
properly attributed to the federal government, the Ninth
Circuit appears to have relied primarily on the “rather vague
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generalization,” Blum, 457 U.S. at 1010, that there was a
“high degree of interdependence” and a “gymbiotic relation-
ship,” App. 9a, that made the government “a joint partici-
pant in the challenged activity.” Burton v. Wilmington
Parking Auth., 365 U.S. 715, 725 (1961). The facts the Ninth
Cireuit relied upon for that conclusion, however, are largely
common to heavily regulated industries. See App. 10a
(relying on the facts that the “Secretary extensively
regulates,” that “HMOQOs are required * * * to comply with
all federal laws,” that the Secretary is obligated to ensure
that “HMOs provide * * ¢ meaningful * * * procedures,”
that the “federal government has created the legal frame-
work,” and that the Secretary has adjudicatory suthority
with respect to HMO decisions). Compare Jackson v. Met-
ropolitan Edison Co., 419 U.S, 345, 357 (1974); see id. at. 850.
Significantly here, the relationship between an HMO and
its Medicare-beneficiary members is the product of a private
choice by those members. Medicare beneficiaries may
choose among providers and forms of coverage, and the gov-
ernment neither requires them to enroll in an HMO nor
precludes them from dis-enrolling. In this respect, the
HMO's relationship with its Medicare-beneficiary members
resembles its relationship with members who elect HMO
coverage under employer-sponsored or other private health
plans. With respect to each, the HMO simply determines
what treatment is appropriate under its professional and
contractual obligations, without government participation or
assistance.’ And although money is paid out of the Medicare

® Indeed, the first sentence of the Medicare statute prohibits the
“exercise {of } any” governmental “supervision or control over the practice
of medicine or the manner in which medical services are provided.” 42
U.S.C. 1395. In Blum v, Yarstsky, the Court held that the exercise of
ordinary medical judgment is not state action, even where it may affect
eligibility for government benefits. Although the Ninth Circuit songht to
distingunish Blum by characterizing HMO determinations as more in the
nature of interpretations of the Medicare Act, rether than medical
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Trust Funds to cover the flat monthly rate charged for the
Medicare beneficiary’s enrollment in the HMO, the financial
consequences of a determination by the HMO to furnish or
deny particular services to that beneficiary once he has
enrolled are borne by the HMO alone.”

On the merits of the due process issue, the Ninth Cireuit
rejected the Secretary’s contention that her view of the
appropriate and meaningful procedures should be accorded
substantial weight, declaring that there is “nothing in
Mathews v. Eldridge or suhsequent cases to suggest that
such is necessary or advisable.” App. 13a n.8. That was
error. The Court expressly stated in Mathews v. Eldridge,
424 U.S. 819, 349 (1976}, that, “Tiln assessing what process is
due * * *, substantial weight must be given to the good-
faith judgments of the individuals charged by Congress with
the administration of social welfare programs that the proce-

judgments, see App. 11a, the primary criterion employed by HMOs in this
context—whether medical services are “reasonsble and necessary,” 42
U.S.C. 1395y(a)—essentially requires an exercise of medical, not legal
judgment. The complaint in this case, moreover, demonstrates that the
named respondents seek to challange medical judgments. CA. ER. 10-11,
1 29 (physical therapy denied because patient conld not follow therapeutic
directions), 12-13M91 40-41 (failure to prescribe adequate pain medication
or order physical therapy), 13-15, 1Y 48-b4 {skilled nursing care found not
medically necessary), 16, 1 62 (speech therapy denied because it would not
be effective).

7 In Bium, the Court rejected the contention that decisions made by
phyzsicians and nursing homes were attributable to the State, degpite
“gtate subsidization of the operating and capital cvats of the facilitics” and
coverage for “the medical expenses of more than 90% of the patienta.” 457
U.S. at 101]. That the government pays for coverage neither encourages
HMOs to deny requests for treatment, nor prevents the financial impact of
HMO decisions from being visited exclusively on the HMO. If the fact
that the government pays for coverage were a sufficient basis for
attributing HMO condoet to the govermment, HMOs providing services to
government employees under the Federal Employees Health Benefits Act
of 1959, 6 U.5.C. 8901 et seg., would slss all be government actora.
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dures they have provided assure fair consideration” For
gimilar reasons, the imposition of a detailed judicial injune-
tion providing new requirements, rather than a remand
order directing the Secretary to promulgate new procedures
through a participatory and fully public rulemaking process,
was error as well. Congress delegated implementation of
42 U.S.C. 1395mm(g) and the creation of “meaningful” proce-
dures in the first instance to the Secretary, not to the eourts.
Cf. SEC v. Chenery Corp., 332 U.S. 194, 199 (1947) (where

_ agency action is set aside, “the [agency is] bound to deal with

the problem afresh, performing the function delegated to it
by ‘Congress”); Florida Power & Light Co. v. Lorion, 470
U.8. 729, 744 (1985) (praper course where agency errs is to
“remand to the agency”)® _

The arguments that the Sullivan petitioners make in
support of reversal there apply with equal force in this case
as well® Indeed, so closely related are the cases that lead

® The district court also exceeded its suthority in ordering the
Seeretary to terminate eontracts with HMOs that fail to comply with the
procedures it imposed. See Blessing v, Freestone, 520 U.S. 329, 34334
(1997).
? See 972000 Pet. Br. st 20-21 (arguing that State does not influence
insurer’s non-payment decision), 17-22 (arguing that insurer decigions are
not governmental benefits determinations), 22-25 (no unique aggravation
of injury by government), 26-32 (regulated rature of industry does not
render private action sttributable to State). And there are clesr similari-
ties between the due process argnments a8 well For example, in this case
the lower courts implicitly concluded that respondents could have &
constitutionally-protected property interest in reeciving Medicare ser-
vices before thelr legml entitlement to those services was estsblished, and
that pre-deprivation processes were required in certain contexts, App.
63a Petitioners in Sullivan challenge gimilar eonclusions reached by the
court: of appeals there. See §7-2000 Pet. Br. 85-88 (arguing that due
procesa does not apply to dispoted applications for treatment where the
legal entitlement to the treatment, and thus a property interest therein,
has not been established), 42-44 (arguing that pre-deprivation process is
not required); see also Lyng v. Payns, 476 UK. 926, 942 (1988) (noting that
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counsel in this case filed an amicus brief in Sullivan, em-
phasizing the potential impact of the Court’s decision there
on the Medicare program at issue here.® For the foregoing
reasons, we suggest that the petition in this case be held
pending the decision in Sullivan.

B. The Judgments Below Should Be Vacated And

The Case Remanded To The District Court For Con-
sideration Of Intervening Statutory and Regulatory

Changes
Absent the obvious similarities between this ease and
Sulltvar, the Ninth Circuit’s decision in this case ordinarfly
would warrant plenary review by this Conrt at the present
time. It declares unconstitutional the Secretary’s implemen-
tation of a major federal statutory program; it affirms a
detailed nationwide injunction requiring the Secretary to
impose certain procedures on participating HMOs; and it
constitutionalizes on a nationwide basis the conduet of hun-
dreds of private healtheare arganizations offering services to
millions of individuale.
On August 5, 1997, however, Congress comprehensively
reformed this area of law—enacting the new Medicare Part
. C and establishing the new “Medicare+Choice” program.
See Balanced Budget Act of 1997, Pub. L. No. 105-33,
§§ 40014002, 111 Stat. 275-330. The new statute and the
Secretary’s regulations promulgated thereunder dramati-
cally expand the procedural apnd substantive protections
afforded to Medicare beneficiaries who choose to enroll in
private HMOs. Indeed, Congress gave specific attention to
the procedures it considered necessary to protect beneficiary

the Court has not resolved whether “gpplicants for benefits, as distinct
from those already receiving them, have g legitimate elaim of entitlement
protected by the Due Process Clause™.

¥ See 97-2000 Amici Curize American Association of Retired Persons,
The Center For Medicare Advoeacy, Inc, etal,, Br.at 4, 7.
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rights, enacting a section of new Medicare Part C entitled
“Benefits and Beneficiary Protections.” 111 Stat. 286 (Sec-
tion 1852, to be codified at 42 U.S.C. 1395w-22). Conse-
quently, the new statute and the implementing regulations it
required the Secretary to promulgate now separately
address the alleged deficiencies identified by the lower
courts. See pp. 10-12, supra. Among other things, they
specifically require HMOs to issue understandable notices of
decision, 111 Stat. 293 (Section 1852(g)(1), to be codified at 42
U.S.C. 1395w-22(g)(1)); 63 Fed. Reg. 35,108 (1998) (adding 42
C.F.R. 422.568(d)); they provide that medical necessity deci-
sions must be made by qualified medical personnel, 111 Stat.
293 (Section 1852(2)(2)(B), to be codified at 42 U.S.C. 1395w-
22(g)(2)(B)); 63 Fed. Reg. at 35,111 (adding 42 C.F.R.
422 590(g)(2)); and they mandate prompt initial decisions
(within 14 days) and reconsideration decisions (within 30
days) in all cases, and expedited decisions (within 72 hours) if
delay could jeopardize the health of the bepeficiary. 63 Fed.
Reg. at 85,108-35,110 (adding 42 C.F.R. 422 .568(z), 422.672,
422 590(a)-(d)); 111 Stat. 293-294 (Section 1852(g)(2) and (3),
to be codified at 42 U.S.C. 1395w-22(g)(2) and (3)). More-
over, HMO determinations adverse to the enrollee are sub-
ject to automatic review by an independent third party act-
ing as the Secretary’s agent, 111 Stat. 294 (Section
1852(g)(4), to be codified at 42 U.S.C. 1395w-22(g)(4)); 63
Fed. Reg. at 35,111 (adding 42 C.F.R. 422.592}, and dis-
satisfied beneficiaries may obtain a hearing before an ALJ

1 The distriet court’s concern thst HMO physicisns might face
disincentives to assisting enrollees in pursuing their requests, App. 492,
gee id. at 62a (enjoining HMO retaliation against healthcare providers), is
addressed by the new ststute and regulations as well. Bee 111 Stat. 295
(Section 1852(}X(3), to be codified st 42 U.S.C. 1895w-22(3)(8)); see, e.g., 63
Fed. Reg. at 85,108 (edding 42 C.F.R. 422.570()) (barring punitive action
apainst physician for assistance in requesting expedition).
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and judicial review, as provided in and subject to the limits
set forth in the statute. See p. 89, supra.”

The legal regime that respondents challenged and the
distriet court and Ninth Circuit reviewed thus has been
superseded by a new statutory framework and new regu-
lations fleshing out that framework. No court has passed on
the constitutional sufficiency of the new procedures or their
implementation. As a result, the law has “been sufficiently
altered” pending appeal “so as to present a substantially dif-
ferent controversy than the one the (lower courts] originally
decided.” Northeastern Fla. Chapter of the Associated Gen.
Contractors v. City of Jacksonville, 508 U.S. 656, 662 n.3
(1993); id. at 670-671 (0’Connor, J., dissenting). See also
App. 66a (district court recognition that “on appeal much of
the March 8, 1997 Order might be moot” because “of other
efforts on the part of state and federal legislatures (to)
address[] the same issues addressed by this Court”); see also
id. at 68a (“the entire case may become largely moot” if even
the Apri! 1997 rule changes were “implemented without
delay™). ~ ‘

12 Although these new provisions address most areas covered by the
district court’s injunetion, they take a fimdamentally different approach to
geveral key issues. For example, the Secretary’s expedition provisions
are more favorable to beneficiaries inasmuch as they require recon-
sideration decisions within three calendar days, see p. 10, supre, wheress
the district court’s order requires such decisions in three working days,
App. 62a. While the district court required that detailed written notices of
initia] decisions be provided within five days even where the beneficiary’s
health is not in imminent jeopardy, and Congress specified no gpecific time
frame in such cases, see ELR. Conf Rep. No. 217, 105th Cong, 1st Sess. 605
(1997 (noting that Congress left that issue to the Secretary), the Secre-
tary selected a 14-dsy deadliine, 63 Fed. Reg. at 85,108 (adding 42 C.F'.R.
422 568(a)). Fimally, slthough the Becretary has required certain in-
patient hospital services to continue during the pendency of en admin-
istrative appeal, ohe did not extend similar requirements to 8 broad, un-
specified range of “acute care” services. Compare 63 Fed. Reg. at 35,112~
35,118 (edding 42 C.F.R. 422.62((b), 422.622), with App. 63z,
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Under circumstances such as these, the Court has “set
aside the judgment of the Court of Appeals with direction to
enter a new judgment setting aside the order of the Distriet
Court and remanding to that court for such further pro-
ceedings 23 may be appropriate in light of the supervening
event.” MecLeod v. General Electric, 385 U.S. 533, 535 (1967)
(per curiam); see, e.g., Calhoun v. Latimer, 377 U.S. 2683, 264
(1864) (per curiam) (“vacat[ing] the judgment and remand-
fing] the cause to the District Court for further proceedings”
to consider “the nature and effect” of a supervening change
in school board policy); Heckler v. Lopez, 469 U.S. 1082
(1984) (mem.) (vacating judgment and remanding case “to
the * * * Court of Appeals * * * to be remanded to the
¢ * * Distriet Court” for appropriate action in light of new
legislation); see also United States Dep't of the Treasury v.
Galioto, 477 U.S. 556, 559-560 (1986) (vacating judgment on
direct appeal and remanding to district court because a new

. “enactment significantly alter{ed] the posture of thle] case™).
As the Court explained in Lewis v. Continental Bank Corp.,
494 U.S. 472, 482 (1990), “in instances where mootness is
attributable to & change in the legal framework governing
the case, and the plaintiff may have some residuzl claim
under the new framework that was understandably not
asserted previously, our practice is to vacate the judgment
and remand for further proceedings in which the parties
may, if necessary, amend their pleadings or develop the
record more fully.”

In fact, it may be that the new statute renders moot not
merely the appeal, but the entire case as well. Certainly the
subject matter on which the district court and the Ninth
Circuit focused their analysis—Section 1395mm(g), the
Secretary’s implementing regulations, and HMO conduet
thereunder, see App. 35a-40a, 462-50a (district court); id. at
3a-5a, 13a (eourt of appeals)—no longer forms a legitimate
basis for judjcial relief. The new statute eliminates the
Secretary’s authority to enter into risk-sharing contracts

e
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under Section 18395mm(g), and no such contracts were
renewed for 1999. See pp. 9-10, & nn.2-3, supra. As a result,
the regulations and notice and appesl procedures that the
district court found inadequate are without force or effect;
the protections required by the new Medicare Part C and
Medicare+Choice control instead. Princeton Univ. v.
Schmid, 455 U.S. 100, 103 (1982) (per curiam) (where “the
regulation at issme is no longer in force” and the “lower
court’s opinion” does not “pass on the validity of the revised
regulation,” the “case has lost its character as 2 present, live
controversy of the kind that must exist if we are to avoid
advisory opinions on sbstract questions of law”).2 More-
over, the conduct that respondents challenged and the lower
eourts found unconstitutional (e.g., the allegedly inadequate
notice and time limits) are now addressed by the new statute
and regulations. See Associated General Contractors, 508
US. at 663 n.3 (cases moot where “the statutes at jssue
* *.* were changed substantially, and * * * there was
therefore no basis for concluding that the challenged conduct

B The change in the statute, moreover, eliminates the district court’s
and the court of appeals’ rationale—their retio decidendi—for prohibiting
the Secretary from entering into or remewing s contract with any HMO
that violates the procedural requirements these courts believed to be
required by Section 1385mm. See App. 63a. To justify that prohibition,
the district court and court of appeals both relied on Section
1395mm(e){1Ys declaration that “[tThe Secretary may nof enter into a
contract under this section with an eligible organization unless it meets
the requirements of this subsection” Jd. st 20a, 54a (quoting 42 U.B.C.
18395mm(c)(1)). See also id. at 54a-56a (Justifying additional procedural
requirements by declaring that the Secretary’s failure to impose them in
her HMO contracts is a “violation of 42 U.S.C. § 1395mm(c)(1)"); id. at 65a-
BEa (similar). The BBA, however, omits the prohibitory language of
Section 1395mm(c)(1) upon which those courts relied, and nowhere
suggests that termination and non-renewal are mandatory consequences
of HMO non-compliance. See p. 9 & n1, supra. It thus wholly eliminates
the statutory provision upen which beth lower courts expresaly rested
their remedial dedisions.



Vi/s08/89

-

19:07

QLVe d14 vivY Udtas DUJ

25

was being repeated”); Bowen v. Kizer, 485 U.S. 386, 387
(1988) (per curiam) (new legislation that provides relief
sought by the plaintiffs renders lawsuit moot)."

Of course, if the entire case (rather than just the appeal)
were indisputably moot, the proper disposition would be to
remand the case with a direction that the complaint be
dismissed. United States v. Munsingwear, Inc., 340 U.S. 36,
30 40 (1950). Given the possibility that the district court
may need to dispose of residual claims on remand, see, &.g.,
C.A. E.R. 21 (request for attorney’s fees), and because
respondents might seek to amend their complaint to chal-
lenge the constitutionality of the new statute and the regula-
tions implementing the new statute, see, e.g., Calhoun, 377
U.S. st 264; Lewis, 494 U.S. at 482, the Court should neither
direct nor preclude dismissal but rather permit the district
court to conduct such “further proceedings as may be appro-
priate in light of” the statutory and regulatory reforms.
MecLeod, 885 U.S. at 535. See also Burlington Truck Lines,
Ine. v. United States, 371 U.S. 166, 172 (1962) (when con-
fronted with intervening facts, court of appeals should not
review administrative agency decision but should vacate
order and remand to agency for further consideration in light
of changed conditions). The district court could then under-
take any such further proceedings in light of both the new
statute and the new regulations 2s well as this Court’s
decision in Sullivan.

¥ See also United Transp. Union v. State Bar, 401 U.S. 576, 684
(1971) (“An injunction can issue only after the plaintiff has established that
the conduct sought to be enjoined is illegal-and that the defendant, if not
enjoined, will engage in such eonduct.™; Legal Assistance for Vietnamese
Asylum Seekers v. Department of State, 456 F.3d 469, 472 @.C. Cir. 1995
(Plaintiffs are “certainly not entitled to prospective relief based on a no
longer effective version of a later amended regulation ™).
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CONCLUSION '

The Court shoald hold the petition for a writ of certiorari
pending the decision in American Manufacturers Mutual
Insurance Co., et al. v. Sullivan, et al., No, 97-2000 (argued
Jan. 19, 1999). The Court should then grant the petition fora
writ of certiorari, vacate the judgment of the court of ap-
peals, and remand to the court of appeals with instructions to
(1) vacate the judgment of the distriet court and (2) remand
the case to the district court for consideration of Sections
4001 and 4002 of the Balanced Budget Act of 1997 and the
regulations of the Secretary of Health and Human Serviees
implementing those provisions in light of the Court’s de-
asion in Sullivan.

Respectfully submitted.

SETH P. WAXMAN
Solicitor General
- - HARRIET S. RAEB )
General Counsel
Department of Health and
Human Services
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